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1. ABSTRACT

 Title

Prospective Observational Study to Evaluate Medication-taking Behavior With 

Denosumab (Prolia) and Patient Characteristics in Postmenopausal Women With 

Osteoporosis in Routine Clinical Practice in Germany, Austria, Greece and Belgium

Date:  17 April 2016

Author:  Observational Research Director, Amgen, UK

 Keywords

Prolia, postmenopausal osteoporosis, clinical practice, noninterventional

 Rationale and Background

Among patients treated with osteoporotic medications, poor drug adherence has been 

associated with 16% to 35% increased fracture risk and 37% increased rates of 

hospitalization and resource use.  Studies have suggested that long-term persistence 

with an effective medication may reduce fracture risk.

Longer dosing intervals are thought to contribute to better treatment persistence and 

adherence. Therefore, Prolia administered every 6 months (Q6M) as a subcutaneous

injection might result in better treatment persistence and adherence than weekly or 

monthly oral bisphosphonates treatment regimen.

 Research Question and Objectives

The main objective of this observational study was to describe medication-taking 

behaviour of patients treated with Prolia for postmenopausal osteoporosis (PMO) at 

12 and 24 months, using different specific measures (including persistence, adherence,

and medication coverage ratio).

 Study Design

The decision to treat patients with Prolia was made independent of and before their 

enrolment in the study.  No study drug was administered as part of the study.  Apart from 

being asked to voluntarily complete 2 short questionnaires on enrolment day (baseline), 

all other patient information was collected from patient records at the investigator sites 

for up to approximately 2 years after entering the study.
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 Setting

The study was conducted at various study centres in Germany, Austria, Greece, and 

Belgium.  The recruitment period was from 28 November 2012 to 31 August 2013.  The 

last patient last visit was on 31 August 2015 and the database lock was on 

23 October 2015.

 Subjects and Study Size, Including Dropouts

Patients were eligible if they were women with a clinical diagnosis of PMO, a decision 

was made to treat them with Prolia 60 mg Q6M, and they had received their first 

injection of Prolia within 4 weeks before enrolling in this study.

A sample size of approximately 1500 patients (600 in Germany and 300 each in Austria, 

Greece, and Belgium) was planned.

 Variables and Data Sources

Clinical information obtained for routine clinical practice was recorded, if available, 

including Prolia administration date, previous PMO therapy, concomitant therapies, 

medical history (including fracture), comorbidities, and serious and nonserious adverse 

drug reactions.

 Results

The number of persistent patients at 12 months (ie, received at least 1 Prolia injection 

following the baseline injection no later than 6 months + 8 weeks) was 534 (92.2%) in 

Germany, 268 (89.3%) in Austria, 282 (94.3%) in Greece, and 288 (95.7%) in Belgium.  

The number of persistent patients at 24 months (ie, received at least 4 injections 

including the baseline injection with no more than 6 months + 8 weeks duration between 

any 2 consecutive injections) was 435 (75.1%) in Germany, 239 (79.7%) in Austria, 

247 (82.6%) in Greece, and 259 (86.0%) in Belgium.

The number of patients who adhered to Prolia treatment at 12 months (ie, received at 

least 1 Prolia injection following the baseline injection no later than 6 months ± 4 weeks) 

was 507 (87.6%) in Germany, 255 (85.0%) in Austria, 268 (89.6%) in Greece, and 

268 (89.0%) in Belgium.  The number of patients who adhered to Prolia treatment at 

24 months (ie, received at least 4 injections including the baseline injection with no more 

than 6 months ± 4 weeks duration between any 2 consecutive injections) was 

364 (62.9%) in Germany, 198 (66.0%) in Austria, 208 (69.6%) in Greece, and 

211 (70.1%) in Belgium.
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The mean medication coverage ratio (MCR) % (95% confidence interval [CI]) at 

12 months was 94.5 (93.5, 95.5) in Germany, 93.2 (91.6, 94.9) in Austria, 

95.8 (94.6, 96.9) in Greece, and 96.2 (95.1, 97.3) in Belgium.  The mean MCR% 

(95% CI) at 24 months was 87.4 (85.8, 89.1) in Germany, 87.9 (85.3, 90.4) in Austria, 

91.2 (89.3, 93.1) in Greece, and 92.4 (90.5, 94.2) in Belgium.

While the 24-month persistence was defined based on the first 4 injections (including the 

baseline injection), most of the patients received 5 injections during the 24-month 

study; 72.5% in Germany, 74.7% in Austria, 75.9% in Greece, and 81.4% in Belgium.

Patients were considered persistent at 24 months if they received at least 4 injections, 

including the baseline injection, with no more than 6 months + 8 weeks duration between 

any 2 consecutive injections.  Among the nonpersistent patients at 24 months, the 

median (Q1, Q3) time (in months) to nonpersistence was 12.23 (6.03, 17.89) in 

Germany, 6.03 (6.03, 13.05) in Austria, 12.00 (6.03, 13.38) in Greece, and 12.20 (6.03, 

17.51) in Belgium. 

In Germany, the most common adverse drug reaction was pruritus (5 patients [0.9%]); in 

Greece, the most common adverse drug reactions were generalised pruritus, anosmia, 

and headache [2 patients (0.7%) each]; and in Belgium, the most common adverse drug 

reaction was arthralgia (2 patients [0.7%]).  In Austria, no single adverse drug reaction

was reported by more than 1 patient (0.3%).  Two patients in Germany with prior use of 

bisphosphonates had a serious adverse drug reaction of osteonecrosis of the jaw (ONJ), 

both events were adjudicated as consistent with the diagnosis of ONJ; and 1 patient in 

Belgium had a serious adverse drug reaction of musculoskeletal pain.  One patient in 

Belgium sustained a femoral fracture event that was adjudicated as consistent with the 

definition of atypical femoral fracture.

 Discussion

In Germany, Austria, Greece, and Belgium, the persistence and adherence rates were 

high at 12 months and 24 months. Most of the patients received 5 Prolia injections 

(including the baseline injection) during the 2-year period.  No new safety risks were 

identified as the reported adverse drug reactions were either consistent with the known 

safety profile of Prolia or reflected common diseases observed in elderly women.
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 Marketing Authorization Holder

Amgen Europe B.V.

Minervum 7061,

NL-4817 ZK Breda,

The Netherlands

 Names and Affiliations of Principal Investigators

Head of the Department of Endocrinology

Reproductive Medicine and Osteoporosis

Department of Gynecology

University Hospital of Giessen and Marburg GmbH, Marburg,

Baldingerstrasse, 35033, Marburg,

Germany
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2. LIST OF ABBREVIATIONS

Abbreviation or Term Definition/Explanation

BMD bone mineral density

BP bisphosphonates

CI confidence interval

DXA dual-energy X-ray absorptiometry

eCRF electronic case report form

EU European Union

FAS full analysis set

MAH Marketing Authorization Holder

MCR medication coverage ratio

MCS mental component summary

MedDRA Medical Dictionary for Regulatory Activities

MMAS-8 Morisky Medication Adherence Scale 8-Item

MPR medication possession ratio

PCS physical component summary

PMO postmenopausal osteoporosis

PT preferred term

Q6M once every 6 months

QCT quantitative computed tomography

SAP statistical analysis plan

SC subcutaneously

SD standard deviation

SmPC Summary of Product Characteristics

SOC system organ class
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3. INVESTIGATORS
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Department of Gynecology
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A list of all collaborating institutions and investigators will be made available upon 

request.
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4. OTHER RESPONSIBLE PARTIES

The Amgen and Marketing Authorization Holder (MAH) contact person for this study is

A steering committee with advisors from Austria, Belgium, Germany, and Greece was 

involved in reviewing the baseline data and providing feedback.

The original members of the steering committee were:

  Leuven University Hospital, Leuven, Belgium

 , Medizinische Universität Graz, Austria

 Philipps-Universität in Marburg, Germany

  University of Athens, Medical School, “KAT” Hospital, 
Athens, Greece

  Clinical Development, Amgen, Zug, Switzerland

  Amgen International Biostatistics, Amgen, Uxbridge, UK
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5. MILESTONES

The milestones for this study are listed in Table 5-1.

Table 5-1.  Study 20110126 Milestones for Final Report

Milestone Date

Start of data collection 28 November 2012

End of data collection 31 August 2015

Registration on clinicaltrials.gov 23 January 2012

Final report of study results 17 April 2016
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6. RATIONALE AND BACKGROUND

Osteoporosis is characterized by low bone mass and compromised bone strength 

predisposing individuals to an increased risk of fracture (NIH Consensus Development 

Panel on Osteoporosis Prevention, Diagnosis, and Therapy, 2001).  The morbidity and 

mortality associated with osteoporosis-related fractures result in significant clinical, 

human, and economic costs (Cree et al, 2003).

Clinical studies have demonstrated the efficacy of the bisphosphonate (BP) class of 

drugs in reducing the risk of osteoporosis-related fractures (Papapoulos, 2005).  

However, difficult dosing regimens, lack of patient satisfaction, and medication side 

effects may limit drug adherence (Sambrook and Cooper, 2006).

Prolia® (denosumab) is a fully human monoclonal antibody that inhibits the RANK ligand 

(an essential regulator of osteoclast differentiation) activation and survival.  

Administration of denosumab 60 mg subcutaneously (SC) once every 6 months (Q6M) 

has been shown to decrease bone remodelling with consequent increases in bone 

mineral density (BMD) and a decreased risk for new vertebral, nonvertebral, and hip 

fractures (Cummings et al. 2009).  It has been approved in all 27 European Union (EU) 

member states plus Iceland, Liechtenstein, Norway, and Switzerland for the treatment of 

osteoporosis in postmenopausal women at increased risk of fracture.

Varying terminology is used to describe the extent to which patients adhere to treatment 

(eg adherence, compliance, persistence) (Cramer et al, 2008).  Compliance (adherence)

is defined as the extent to which patients act in accordance with the prescribed interval 

and dose of a given treatment regimen whereas persistence is defined as the cumulative 

time from initiation to discontinuation of therapy.  Adherence is often quantified as 

medication possession ratio (MPR).  It indicates the proportion of days the patient had 

an adequate supply of the medication for a given time interval. Although MPR is a 

widely used measure for adherence of oral medication, there is limited information 

available for measuring MPR with injectables (Shi et al, 2007).  Similar to MPR, one can 

derive the medication coverage ratio (MCR) that measures the proportion of days the 

patient has been covered with respect to the medication over a given time interval after 

receiving the injection.

Poor adherence has been associated with 16% to 35% increased fracture risk and 37% 

increased rates of hospitalization and resource use (Huybrechts et al, 2006). With 

respect to fractures, a recent systematic review (Siris et al, 2009) of 17 observational 
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studies concluded that an increased risk of fracture with poor adherence to medication 

for osteoporosis may be observed, independent of the type of treatment or fracture 

location.  These analyses suggest that long-term persistence with an effective 

medication may reduce fracture risk.

Suboptimal persistence and adherence with BPs therapy in osteoporotic patients have 

been evaluated in routine clinical care setting.  A systematic review and meta-analysis of 

24 observational adherence studies (Kothawala et al, 2007) concluded that between 

one-third and one-half of patients do not take their medication as directed, and 

nonadherence occurs shortly after treatment initiation.  In general, longer dosing 

intervals are thought to contribute to better treatment adherence and persistence 

(Warriner and Curtis, 2009).  Therefore, Prolia (denosumab) administered Q6M as an 

SC injection might result in better treatment adherence and persistence than weekly or 

monthly oral BP treatment regimen.

Preference and adherence information have been previously collected in a randomized 

clinical trial setting, which may not necessarily reflect what occurs in daily routine clinical 

practice.  Therefore, there is interest in evaluating adherence and persistence in 

observational (noninterventional) studies that more closely reflect daily clinical practice 

(Lekkerkerker et al, 2007).  While approaches for measuring persistence and 

compliance for oral medications in postmenopausal osteoporosis (PMO) population are 

well documented in literature, at present very little information and no widely-accepted 

definition is available regarding the measurement and/or the level of adherence for 

non-oral and less frequently administered medications.

In this study, the concept of medication-taking behaviour was used as an umbrella 

definition encompassing adherence, persistence, and MCR for an injectable drug like 

Prolia.  The study was performed to describe Prolia patients’ medication-taking 

behaviour (including persistence) in a noninterventional routine clinical care setting.
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7. RESEARCH QUESTION AND OBJECTIVES

The objective of this observational study was to describe medication-taking behaviour of 

patients treated with Prolia for PMO at 12 and 24 months, using different specific 

measures (including persistence, adherence, and medication coverage ratio).  In 

addition, the study provided the ability to assess medication-taking behaviour in 

predefined subgroups of interest.  The study also aimed to describe the profile of 

patients treated with Prolia for PMO in Germany, Austria, Greece, and Belgium.

The safety profile of patients who were administered Prolia in an observational setting 

was monitored.

The study was descriptive and no formal hypothesis testing was performed in this 

observational study.
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8. AMENDMENTS AND UPDATES

The original study protocol, dated 01 August 2011, was amended twice.  The key 

changes made in the amendments are summarized in Table 8-1.

The final amended protocol is provided in Annex 2.

Table 8-1.  Protocol Amendment Summary Table

Amendment or 
Update 
Number Date

Section of Study 
Protocol

Amendment or 
Update Reason

Amendment 1 06 September 2012 Throughout the 
protocol as 
applicable

Belgium was 
included as one 
of the countries 
where the study 
was to be 
conducted.

The protocol was 
amended to 
include clinical 
sites in Belgium in 
the study.

Section 10.4.3, 
BMD Analysis

BMD data by 
DXA available 
for patients 
during the 
conduct of the 
study were also 
collected.

BMD data were
collected so as to 
describe changes 
in BMD occurring 
in patients treated 
with Prolia in their 
routine clinical 
setting.

Superseding 
Amendment 1

14 December 2012 Section 9, 
Safety Data 
Collection, 
Recording, and 
Reporting

Safety reporting 
requirements 
were updated

Superseded to 
make the safety 
reporting 
requirements 
consistent with the 
new European 
Union 
pharmacovigilance 
directive for 
noninterventional 
studies.

BMD = bone mineral density; DXA = dual-energy X-ray absorptiometry
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9. RESEARCH METHODS

9.1 Study Design

This was a multicentre, international, observational study in women with PMO who 

received Prolia Q6M, SC according to the applicable approved prescribing information 

(eg, EU Summary of Product Characteristics [SmPC] or equivalent) for the treatment of 

PMO in routine clinical practice.  As per definition, apart from being asked to voluntarily 

complete 2 short questionnaires on enrolment day (baseline), this observational study 

did not alter the routine clinical management of patients.  Patients enrolled into this study 

were not required to perform any other additional assessments (laboratory or diagnostic) 

for the specific purposes of the study.

Patients were eligible to enrol within 4 weeks after administration of their first Prolia 

injection.  The physician’s decision to treat the patient with Prolia preceded the patient’s 

consent to participate in the study.  However, the decision to treat with Prolia or to 

prescribe Prolia, the first Prolia injection, obtaining the appropriate written informed 

consent (as required per local country regulations), and the subsequent enrolment into 

the study could happen at the same visit to avoid extra patient visits and to avoid 

interfering with country-specific routine clinical practice.

Patients were to receive their scheduled Prolia injection every 6 months at the 

investigator sites as part of their routine clinical care.  All data recorded were collected 

per routine clinical practice including adverse drug reactions and serious adverse drug 

reactions.

Approximately 1500 postmenopausal patients who were administered denosumab 

60 mg Q6M SC Prolia for osteoporosis (600 in Germany and 300 each in Austria, 

Greece and Belgium) were to participate across about 170 study centres in Germany, 

Austria, Greece, and Belgium.  Enrolment in each country was expected to last 

approximately 12 months.  Patients were to be followed for a period of 2 years after 

study enrolment.

The study described the profile of patients treated with Prolia for osteoporosis and 

ascertained the predictors of persistence to Prolia, considering the 6 dimensions

(World Health Organization, 2003):

 Therapy related

 Condition related

 Patient related
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 Physician related

 Health care system related

 Sociodemographic related

Further details are provided in Protocol Section 3.1 (Annex 2 of this report).

The overall study design is provided in Figure 9-1.

Figure 9-1.  Study Design and Treatment Schema

+
The decision to treat with Prolia 60 mg Q6M, the first Prolia injection, obtaining the appropriate written 

informed consent, and the enrolment in the study could happen at the same visit to avoid extra patient visits 
and to avoid interfering with routine clinical practice.  However, the decision to treat with Prolia and the first 
injection of Prolia were to happen independently of study considerations.  Enrolment in the study could occur 
within 4 weeks following the first Prolia injection.

Patients were expected to receive scheduled injection of Prolia every 6 months as part of their routine 
clinical care.

Source:  Protocol Study Design and Treatment Schema (Annex 2 of this report)

9.2 Setting

The study was conducted at various study centres in Germany, Austria, Greece, and 

Belgium.  The recruitment period was from 28 November 2012 to 31 August 2013.  The 

last patient last visit was on 31 August 2015 and the database lock was on 

23 October 2015.

9.3 Subjects

Postmenopausal women with osteoporosis who received an injection of Prolia and met 

the inclusion/exclusion criteria were eligible to participate in the study.
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The patients who were included in the study:

 were postmenopausal women at increased risk of fractures and indicated for 
treatment of osteoporosis according to the approved regional prescribing information 
(eg, EU SmPC in Germany, Austria, Greece, and Belgium)

 were enrolled into the study within 4 weeks of receiving their first injection of Prolia

 had an appropriate written informed consent (as required per local country 
regulations)

Patients were excluded from the study if they had:

 enrolled, currently or in the past 6 months, in a study involving any investigational 
procedure, device, or drug

 been contraindicated for treatment with Prolia according to the approved regional 
prescribing information (eg, EU SmPC in Germany, Austria, Greece, and Belgium)

 participated in ongoing or previous denosumab clinical trials

 any kind of disorder that, in the opinion of the investigator, compromised the ability of 
the patient to give written informed consent

9.4 Variables

For all the 12-month endpoints listed below, only the first Prolia injection following the

first, pre-enrolment Prolia injection was considered.  For the 24-month endpoints, only 

the first 3 Prolia injections following the first, pre-enrolment Prolia injection were

considered.

The medication-taking behaviour outcome measures were defined based on the notions 

of persistence, adherence, and MCR.

The endpoints were as follows:

 Persistence (yes/no) With Prolia at 12 Months

A patient was considered persistent with Prolia at 12 months if the patient received 

at least 1 Prolia injection following the pre-enrolment Prolia injection no later than 

6 months + 8 weeks (ie, no greater than 239 days apart).

 Persistence (yes/no) With Prolia at 24 Months

A patient was considered persistent with Prolia at 24 months if the patient received 

at least 3 Prolia injections following the pre-enrolment Prolia injection, and the 

length of time between any 2 consecutive Prolia injections did not exceed 

6 months + 8 weeks (ie, no greater than 239 days apart).
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Additionally, persistence at 12 and 24 months was also calculated based on the 

following windows between injections (sensitivity analysis):

- 6 months + 4 weeks (ie, no greater than 211 days apart)

- 6 months + 6 weeks (ie, no greater than 225 days apart)

- 6 months + 12 weeks (ie, no greater than 267 days apart)

 Adherence (yes/no) With Prolia at 12 Months

Patients receiving at least 1 Prolia injection over the 12-month period following the 

pre-enrolment Prolia injection, with the time between any 2 consecutive injections 

being at most 6 months  4 weeks (between 155 and 211 days apart).

 Adherence (yes/no) With Prolia at 24 Months

Patients receiving at least 3 Prolia injections over the 24-month period following the 

pre-enrolment Prolia injection, with the time between any 2 consecutive injections 

being at most 6 months  4 weeks (between 155 and 211 days apart).

Additionally, adherence was also calculated based on the following windows between

injections (sensitivity analysis):

- 6 months  6 weeks (ie, between 141 and 225 days apart)

- 6 months  8 weeks (ie, between 127 and 239 days apart)

- 6 months  12 weeks (ie, between 99 and 267 days apart)

 MCR at 12 Months

MCR at 12 months was defined as the accumulative number of days covered with 

Prolia treatment during the first 12 months divided by 366 days [(366 minus the 

number of days of missed coverage)/366*100].  It was assumed that each injection 

of Prolia treatment provides 6 months of coverage (or 183 days) from the date of 

injection or until the date of the next injection, whichever comes first.  So, a patient 

receiving only 1 injection in the first year would have MCR at 12 months equal to 

50%.

 MCR at 24 Months

MCR at 24 months was defined as the accumulative number of days covered with 

Prolia treatment during the first 24 months divided by 732 days [(732 minus the 

number of days of missed coverage)/732*100].
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 Time to Nonpersistence Over 24 Months

For each of the 4 definitions of persistence at 24 months, time to nonpersistence for 

nonpersistent patients was calculated as the time in days between the date of the 

first Prolia injection and the date of last Prolia injection received during the period 

where the patient was still classified as persistent, according to the corresponding 

definition of persistence, plus 6 months (183 days).

 Number of Prolia Injections Within the Specified Window Over 24 Months

For each of the 4 definitions of persistence at 24 months, the number of Prolia 

injections within the specified window (defined in the persistence definition) was the 

number of injections that a patient took during the 2-year period after the first 

pre-enrolment injection, and that were given within the appropriate window from the 

previous injection, irrespective of when the previous injection was given.  Possible 

values are 0, 1, 2, or 3 injections.

 Bone Mineral Density

Bone mineral density was collected for lumbar spine, total hip, and femoral neck at 

each visit, if available.  Bone mineral density values were collected if and when 

BMD was assessed by dual-energy X-ray absorptiometry (DXA) during the study as 

per local clinical practice and/or guidelines

 Safety Outcome

Incidence of serious and nonserious adverse drug reactions was provided.

9.5 Data Sources and Measurement

The study was to be conducted in approximately 170 representative (country-specific) 

study centres (approximately 60 in Germany and 30 each in Austria, Greece, and 50 in 

Belgium).  After feasibility, study centres selected represented those providing overall 

PMO care in each country and region, with regards to type and location of the study 

centre.

This study was designed to follow and observe patients who were being administered 

Prolia in routine clinical practice. No study-specific treatment was provided, and apart 

from being asked to complete (optional) 2 short questionnaires on enrolment day 

(baseline), and providing information on health care provider (public or private), no 

additional clinical procedures or assessments were required as part of this observational 

study.
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Patients were observed for a period of up to 2 years after their entry in the study.  

Patients who switched to another therapy or discontinued treatment were not followed 

up.

It was anticipated that patients would return to the clinic every 6 months to receive their 

Prolia injection.  At the conclusion of each visit, the physician or designated study 

personnel recorded individual patient data on the electronic case report form (eCRF).  

Clinical information obtained for routine clinical practice were recorded, if available, 

including Prolia administration date, previous PMO therapy, concomitant therapies, 

medical history (including fracture), comorbidities, and serious and nonserious adverse 

drug reactions.

9.6 Bias

The prospective observational nature of the study may affect the investigator and 

patient’s subjective response to treatment.  There were no mandated study procedures, 

so the study was as close to a patient’s routine clinical setting as possible. Moreover, 

patients were only asked to enrol into the study after they had agreed to receive Prolia

and had already received Prolia.

The absence of a control group in the study prevented formal comparisons of the 

persistence rates of denosumab to other, standard of care, osteoporosis treatments.  

Descriptive summaries of outcomes from this study could be informally compared to 

estimates for similar outcomes reported in the literature for similar patient populations.

The study was not able to verify the representativeness of the population due to the lack 

of information on the patients who refused to participate in the study and the lack of 

information on the total population (base population) of those receiving Prolia in 

Germany, Austria, Greece, and Belgium. The conclusion from this study should take 

this into account.

It has been documented that subjects taking part in a study may alter their behaviour as 

a result of knowing they are being observed (Hawthorne effect) (McCarney et al, 2007).  

This is considered to be unavoidable and the proposed type of study is considered the 

best option to achieve the proposed objectives with acceptable levels of precision.

9.7 Study Size

Since this was an observational study with descriptive objectives, the sample size 

proposed was based on the level of precision (ie, half-width) of the 95% confidence 

interval (CI) around the point estimates of the categorical measure of medication-taking 
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behaviour (persistence and adherence) with Prolia at 12 and 24 months, overall, at the 

country level, and within the country’s selected covariates of interest.

The half-width of the 95% CI around the rate estimate varies from at most 9.8% to 5.7% 

when the sample size ranges from approximately 100 to 300.  Because the gain in 

precision as the sample size doubles to 600 is relatively small (from 5.7% to 4.0%), the 

minimum sample size per country was proposed to be 300 patients.

Based on previous clinical study experience in each country and given the diversity of 

study centres and patients in Germany, the following number of study centres per 

country and a sample size of approximately 10 patients per study centre were proposed:  

about 30 study centres each in Austria and Greece, and about 50 study centres in 

Belgium were to be selected to provide the minimum sample size of approximately 

300 patients per country.  For Germany, about 60 study centres were to be selected 

across the different regions to provide a sample of approximately 600 patients.

An overall sample size of approximately 1500 patients would allow rate estimation for

Prolia at each time point with sufficient precision such that the half-width of the 95% CI 

for the persistence rate would be no larger than 2.5%.

Further details are provided in the statistical analysis plan (SAP) Section 3.3 (Annex 4 of 

this report).

9.8 Data Transformation

Programs were developed and maintained, and output was verified in accordance with 

the current risk-based quality control procedures.  Tables, figures, and listings were 

produced with validated standard macro programs where possible.  The production 

environment for statistical analyses consisted of Amgen-supported versions of statistical 

analysis software, for example the SAS System and S-plus.

9.9 Statistical Methods

Details of the statistical analyses performed for this study are provided in the 

SAP in Annex 4.

9.9.1 Main Summary Measures

This was an observational study and the analyses were mostly descriptive.  All analyses 

apart from safety analyses were performed using the full analysis set defined in the 

SAP Section 7 (Annex 4 of this report).  Continuous variables were summarized by 

number of nonmissing values, mean, median, standard deviation (SD), lower and upper 
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25th quartiles, and minimum and maximum.  For categorical outcomes, the number and 

percentage of patients in each category were presented.

Detailed statistical methods used in this study are provided in the 

SAP Section 10 (Annex 4 of this report).

9.9.2 Main Statistical Methods

For the categorical measures of medication-taking behaviour (persistence and 

adherence) and each of the proposed windows, the number and percentage of patients 

satisfying each of the medication-taking behaviour outcomes at 12 and 24 months were 

summarized overall and by country, and the associated 95% CI was presented.

Similarly, for the MCR outcome at 12 and 24 months, mean estimates and the 

associated 95% CIs, based on normality assumption were presented overall and by 

country.  

For each medication-taking behaviour outcomes, summary statistics were also provided

by country and covariates of interest.  The analyses above were repeated for each of the 

alternative definitions of persistence and adherence as a sensitivity analysis.

Details on univariate and multivariate analysis of medication-taking behaviour outcomes 

are provided in the SAP Section 10.4.1.2 (Annex 4 of this report).

For each of the 4 definitions of persistence at 24 months, summary statistics of the time 

to nonpersistence were provided including only nonpersistent patients at 24 months, 

overall, and by country.  Furthermore, time to nonpersistence was summarized by 

Kaplan-Meier methodology including all patients for each of the 4 definitions of 

persistence at 24 months.  The median, Q1, and Q3 time (months) to nonpersistence 

were presented as well as the number of patients who were nonpersistent with Prolia at 

12, 18, and 24 months.  Further details are provided in the SAP Section 10.4.2 (Annex 4

of this report).

For each of the 4 definitions of persistence at 24 months, summary statistics of the total 

number of Prolia injections among the first 3 received in the study (after the baseline

injection) and within the specified window from the previous injection (whether or not that 

previous injection was taken within the allowable window) was calculated.  Categorical 

summaries were produced of the number and percent of patients with a total of 0, 1, 2, 

or 3 on-study Prolia injections within the required timeframe.
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Safety data were summarized overall and by country.  All serious and nonserious 

adverse drug reactions were coded using the Medical Dictionary for Regulatory Activities 

(MedDRA; version 18.0). Patient incidence of adverse drug reactions, serious adverse 

drug reactions, serious adverse drug reactions leading to discontinuation of Prolia, and 

serious adverse drug reactions associated with fatal outcomes were tabulated by system 

organ class (SOC) and preferred term (PT).  The number of Prolia injections 

administered was summarized.

9.9.3 Missing Values

Missing data, except for the dates mentioned below, were maintained as missing.

Partial Prolia injection dates were imputed as follows:

 If day was missing but not month and year, the last day of the month was used.

 If month and/or year were missing, there was no imputation and the patient with 
missing month and/or year was considered as nonpersistent.

Partial start date for concomitant medications was imputed as follows:

 Missing day was set to "01" unless an event started the same month and year as first 
dose date, then set to first dose date.

 Missing day/month was set to "01 Jan" unless an event started the same year as first 
dose date, then set to first dose date.

Partial end date for concomitant medications was imputed as follows:

 Missing day was set to last day of the month unless an event month and year date 
was the same as the end of study date, then set to end of study.

 Missing day/month was set to "31 Dec" unless an event year date was the same as 
the end of study date, then set to end of study

Patient reference end date was imputed as follows:

 If day was missing but not month and year, the last day of the month was used. If 
month or year was missing, the date remained missing.

Start date of adverse drug reaction was imputed as follows:

 Missing day was set to “01” unless same month and year as start date, then set to 
start date.

 Missing day and month was set to “01Jan” unless same year as start date, then set 
to start date.

End date of adverse drug reaction was imputed as follows:

 Missing day was set to last day of the month unless month and year were same as 
the patient’s end date, then set to end date.
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 Missing day/month was set to “31Dec” unless year was the same as the patient’s 
end date, then set to end date.

Start date of medication was imputed as follows:

 Missing day was set to "01" unless date had the same month and year as first dose 
date, then set to first dose date. 

 Missing day/month was set to "01Jan" unless date had the same year as first dose 
date, then set to first dose date.

End date of medication was imputed as follows:

 Missing day was set to last day of the month, unless date had the same date as the 
end of study date, then set to end of study. 

 Missing day/month was set to "31Dec" unless the date was the same as the end of 
study date, then set to end of study.

9.9.4 Sensitivity Analyses

The analyses used for estimation of medication-taking behaviour outcomes were 

repeated for each of the alternate windows of persistence and adherence as a sensitivity 

analysis.

Sensitivity analysis was also performed for time to nonpersistence.  To account for those 

patients who changed practice and may have continued treatment elsewhere, the 

analysis used for median time to nonpersistence was repeated censoring those patients 

who persisted while on study but were lost to follow-up afterwards, ie, did not return to 

the clinic after their last Prolia injection and were identified as being lost to follow-up on 

the appropriate eCRF by the investigator before the analysis cutoff date.  Similarly, 

patients who died but were persistent while on study were also censored in this 

sensitivity analysis.  These lost to follow-up patients and those who died were censored 

at the date of last injection received during the period where the patient was still 

classified as persistent plus 6 months (183 days).

9.9.5 Amendments to the Statistical Analysis Plan

There were some changes to the statistical plan dated 16 February 2012.  Most of these

changes have been incorporated in text in the statistical methods section above.

The major changes are as follows:

 Belgium was included in the study; was included when mentioning other countries 
throughout document.

 The sample size calculations were modified based on inclusion of study centres in 
Belgium.
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 For the study outcome of MCR, the 12-month outcome used any injections occurring 
in the first 366 days and the 24-month outcome used any injections occurring within
the 732-day observation period.

 The study outcome of bone mineral density was added as per the latest protocol.

 Modified-Wolfe Comorbidity Index was defined as follows:  the Wolfe Comorbidity 
Index evaluates comorbidities in patients with rheumatic diseases 
(Wolfe et al, 2010). It is a composite derived comorbidity index (range 0-9) 
composed of 11 present or past comorbid conditions, including pulmonary and
cardiovascular conditions, hypertension, diabetes, spine/hip/leg fracture, depression, 
gastrointestinal ulcers or disorders, and cancer. A comorbidity index adopting the 
Wolfe Comorbidity Index algorithm (modified-Wolfe comorbidity index) was
calculated based on the responses related to the known history of comorbidities.

 The definition of full analysis set (FAS) was updated as:  the FAS was defined as all 
enrolled patients with enrolment date into the electronic trial operations system, 
provided informed consent, and received at least 1 Prolia injection.  All analyses 
apart from the safety analyses were based on the FAS.

 The following definition for safety analysis set was used:  the safety analysis set was 
defined as all enrolled patients who received at least 1 Prolia injection (including the 
pre-enrolment injection).  All safety analyses proposed in Section 10.6 were
analysed using the safety analysis set.

 The section on handling missing data was updated as per Section 9.9.3 above.

 The criteria used for collecting DXA BMD at every visit, whenever possible, were
defined.

 The following details on bone mineral density were included:  bone mineral density
and related T-score were tabulated by location, machine type, and visit. Percent 
change in BMD by location and visit were summarized when a patient had baseline 
and postbaseline measurements at the same location using the same machine type. 
BMD values were collected if and when BMD was assessed by DXA during the study 
as per local clinical practice and or guidelines.  T-score was reported by machine 
type. For femoral neck, it was to be presented if body side was missing and for 
nonmissing values, for change from baseline, matching body side was required as 
well as machine type (must not be missing). Units for all must also be consistent and 
nonmissing.

 Baseline Short Form (SF)-12 survey was detailed as follows:  health status was 
evaluated using the SF-12 generic health-related quality of life instrument.  This 
instrument is a 12-item survey, with each item assessing broad measures of health 
status, and all 12 items adding up to 2 summary scales:  physical component 
summary (PCS) and mental component summary (MCS) scores.  A higher score 
indicates better health.

The SF-12 summary scales (Physical Component Summary [PCS] and Mental 
Component summary [MCS]) were calculated by using the QualityMetric Health 
Outcomes Scoring Software (Man-001377).

All patients in the FAS who responded to questions from the form at the baseline visit 
were included in the analysis. No Missing Score Estimator options were used in 
QualityMetric software to calculate PCS and MCS.

SF-12 summary scales (PCS and MCS) were summarized overall and by country.

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 44 of 1214



 Baseline Morisky Medication Adherence Scale 8-Item (MMAS-8) was detailed as 
follows:  the MMAS-8 is a simple 8 items questionnaire.  Questions 1, 2, 3, 4, 6 and 7 
are scored 1 if the answer is ‘No’ and 0 for ‘Yes’. For question 5, answer of ‘Yes’ is 
scored 1 and ‘No’ is scored 0. The last question is scored as indicated on the 
questionnaire. A patient’s total score is the sum of the patient 8 items scores with 
maximum score of 8.

The score was categorised into High (score = 8), Medium (score ≥ 6 and < 8) and 
Low (score < 6).  A high score indicates greater adherence.

 The median, Q1, and Q3 time (in months) to nonpersistence were presented as well 
as the number of patients who were nonpersistent with Prolia at 12 and 24 months, 
and not at 18 months.

 The safety analysis section states that all serious and nonserious fractures will be 
coded; instead all treatment-emergent clinical fractures were coded as per MedDRA.

 Site 26041:  patients from this site in Germany have been excluded from both 
analysis sets as sign off on the Investigator Verification Page could not be obtained.  
As such, no analyses were conducted on these patients apart from being included in 
the disposition table, summarised in the analysis sets table, and a separate listing of 
adverse drug reactions generated for this site.

 Multivariable analysis was changed to accommodate missing data.  A 2-stage 
process was used:

Stage 1

All covariates significant at the 20% level in the univariate analysis were considered.

Only covariates that did not have a large amount of missing data (> 5%) were

considered.

Stage 2

The model was then constructed considering all covariates in a staged build:  

1) Consider all covariates

2) Drop covariates with > 20% missing

3) Drop covariates with > 10% missing

4) Drop covariates with > 5% missing

The final model was then developed from an iterative model-building process starting 

with the significant terms from final scenarios at each stage above, forming 2 sets of 

significant covariates (which was then amalgamated to be iteratively run through a 

logistic regression to form the final model).
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9.10 Quality Control

To ensure the quality of clinical data across all patients and study centres, a clinical data 

management review was performed on patient data received at Amgen.  During this 

review, patient data were checked for consistency, omissions, and any apparent 

discrepancies.  In addition, the data were reviewed for adherence to the protocol and 

Good Clinical Practice guidelines (as applicable by local law).  To resolve any questions 

arising from the clinical data management review process, data queries and/or study 

centre notifications were created in the electronic data capture system database for 

study centre resolution and closed by an Amgen reviewer.

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 46 of 1214



10. RESULTS

10.1 Participants

A total of 1501 patients were enrolled in the study (Table 14t-1.1.1).

Patient disposition along with reasons for discontinuation are provided in Table 10-1.
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Table 10-1.  Patient Disposition With Discontinuation Reason (All Enrolled Patients)

Germany
(N = 600)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1501)

n (%)

Patients who completed 24-month observation period 461 (76.8) 242 (80.7) 265 (88.3) 266 (88.4) 1234 (82.2)

Patients who did not complete 24-month observation period 139 (23.2) 58 (19.3) 35 (11.7) 35 (11.6) 267 (17.8)

    Lost to follow-up 29 (4.8) 37 (12.3) 15 (5.0) 5 (1.7) 86 (5.7)

    Full consent/agreement withdrawn 54 (9.0) 8 (2.7) 11 (3.7) 4 (1.3) 77 (5.1)

    Other 44 (7.3) 10 (3.3) 7 (2.3) 15 (5.0) 76 (5.1)

    Death 12 (2.0) 3 (1.0) 2 (0.7) 11 (3.7) 28 (1.9)

Patients who discontinued Prolia
® 

during the study 136 (22.7) 53 (17.7) 35 (11.7) 33 (11.0) 257 (17.1)

    Lost to follow-up 21 (3.5) 34 (11.3) 9 (3.0) 5 (1.7) 69 (4.6)

    Patient request 46 (7.7) 8 (2.7) 11 (3.7) 3 (1.0) 68 (4.5)

    Other 20 (3.3) 4 (1.3) 8 (2.7) 6 (2.0) 38 (2.5)

    Adverse event 24 (4.0) 5 (1.7) 3 (1.0) 3 (1.0) 35 (2.3)

    Death 12 (2.0) 2 (0.7) 2 (0.7) 11 (3.7) 27 (1.8)

Page 1 of 2
N = Number of patients enrolled; BP = Bisphosphonate; IV = Intravenous; SERM = Selective estrogen receptor modulator; PTH = Parathyroid hormone.
Percentages based on number of enrolled patients.
Source:  Table 14t-1.2.1
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Table 10-1.  Patient Disposition With Discontinuation Reason (All Enrolled Patients)

Germany
(N = 600)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1501)

n (%)

Patients who discontinued Prolia
® 

during the study (Cont'd)

    Requirement for alternative PMO therapy 8 (1.3) 0 (0.0) 1 (0.3) 5 (1.7) 14 (0.9)
        Oral BP weekly 3 (0.5) 0 (0.0) 1 (0.3) 2 (0.7) 6 (0.4)
        IV BP quarterly 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)
        SERM 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)
        IV BP yearly 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
        Oral BP monthly 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
        Other 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
        PTH/Teriparatide 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
    Non-compliance 5 (0.8) 0 (0.0) 1 (0.3) 0 (0.0) 6 (0.4)

Patients who did not receive Prolia
® 

1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Page 2 of 2
N = Number of patients enrolled; BP = Bisphosphonate; IV = Intravenous; SERM = Selective estrogen receptor modulator; PTH = Parathyroid hormone.
Percentages based on number of enrolled patients.
Source:  Table 14t-1.2.1
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10.2 Descriptive Data

A summary of baseline demographics and disease characteristics is provided in 

Table 10-2.

A detailed list of the prior osteoporosis medications by type, route, and frequency is 

provided in Table 14t-2.1.7.

Table 10-2.  Summary of Baseline Demographics and Disease Characteristics
(Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Age (years)
n 579 300 299 301 1479
Mean 72.5 71.0 66.3 71.2 70.7
SD 8.7 9.5 9.2 10.4 9.6

Body mass index (kg/m
2
)

    n 566 273 299 278 1416
    Mean 25.47 24.91 26.22 24.72 25.37
    SD 4.40 3.92 4.41 4.58 4.37
Age at menopause (years)
    n 483 296 299 273 1351
    Mean 47.9 49.6 47.7 49.4 48.5
    SD 5.8 5.2 5.3 4.7 5.4
    Median 50.0 50.0 49.0 50.0 50.0
    Q1, Q3 45.0, 52.0 48.0, 53.0 45.0, 51.0 47.0, 52.0 46.0, 52.0
    Min, Max 18, 62 24, 59 23, 59 26, 62 18, 62
Cause of menopause - n (%)
    Natural onset 374 (64.6) 256 (85.3) 271 (90.6) 247 (82.1) 1148 (77.6)
    Clinically/surgically induced 102 (17.6) 40 (13.3) 24 (8.0) 45 (15.0) 211 (14.3)
    Not available 96 (16.6) 4 (1.3) 4 (1.3) 8 (2.7) 112 (7.6)
    Missing 7 (1.2) 0 (0.0) 0 (0.0) 1 (0.3) 8 (0.5)
Time since PMO diagnosis to enrolment (years)
    n 565 289 296 290 1440
    Mean 6.0 6.5 6.4 6.4 6.3
    SD 5.7 6.5 6.3 8.2 6.6
    Median 5.0 5.0 5.0 3.0 5.0
    Q1, Q3 1.0, 9.0 1.0, 10.0 1.0, 10.0 0.0, 10.0 1.0, 10.0
    Min, Max 0, 30 0, 42 0, 42 0, 47 0, 47
Prior hospitalization for osteoporotic fracture - n (%)
    Yes 106 (18.3) 50 (16.7) 20 (6.7) 51 (16.9) 227 (15.3)
    No 468 (80.8) 250 (83.3) 279 (93.3) 250 (83.1) 1247 (84.3)
    Missing 5 (0.9) 0 (0.0) 0 (0.0) 0 (0.0) 5 (0.3)
Secondary osteoporosis - n (%)
    Yes 66 (11.4) 48 (16.0) 23 (7.7) 33 (11.0) 170 (11.5)
    No 507 (87.6) 252 (84.0) 276 (92.3) 268 (89.0) 1303 (88.1)
    Missing 6 (1.0) 0 (0.0) 0 (0.0) 0 (0.0) 6 (0.4)

Page 1 of 2
N = Number of patients in the full analysis set; PMO = postmenopausal osteoporosis; IV = intravenous
a 

Bisphosphonates include alendronate, etidronate, ibandronate, risedronate, zolendronate and other 
bisphosphonate.

b 
Oral bisphosphonates include alendronate, etidronate, ibandronate, risedronate and other bisphosphonate 
with route of oral only.

Percentages based on number of patients in the full analysis set.
Source:  Table 14t-2.1.1, Table 14t-2.1.2, Table 14t-2.1.3, Table 14t-2.1.4, Table 14t-2.1.6, Table 14t-2.1.9, 
and Table 14t-2.1.10
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Table 10-2.  Summary of Baseline Demographics and Disease Characteristics
(Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

 1 fall in the 12 months prior to enrolment - n (%)
    Yes 103 (17.8) 57 (19.0) 49 (16.4) 62 (20.6) 271 (18.3)
    No 458 (79.1) 243 (81.0) 250 (83.6) 239 (79.4) 1190 (80.5)
    Missing 18 (3.1) 0 (0.0) 0 (0.0) 0 (0.0) 18 (1.2)

 1 Occurrence of immobility in the last 12 months prior to enrolment - n (%)

    Yes 44 (7.6) 26 (8.7) 15 (5.0) 40 (13.3) 125 (8.5)
    No 524 (90.5) 274 (91.3) 284 (95.0) 261 (86.7) 1343 (90.8)
    Missing 11 (1.9) 0 (0.0) 0 (0.0) 0 (0.0) 11 (0.7)
Number of patients 
reporting a history 

of at least 1 comorbidity 549 (94.8) 268 (89.3) 262 (87.6) 269 (89.4) 1348 (91.1)

Modified-Wolfe comorbidity 
index

    n 579 300 299 301 1479
    Mean 1.4 1.5 1.1 1.6 1.4
    SD 1.3 1.3 1.1 1.4 1.3

Was the patient ever exposed to prior PMO therapy?

    Yes 513 (88.6) 252 (84.0) 244 (81.6) 256 (85.0) 1265 (85.5)

    No 65 (11.2) 48 (16.0) 53 (17.7) 45 (15.0) 211 (14.3)

    Missing 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

Did the patient have any historical fractures and prior PMO therapy?

    Yes 362 (62.5) 121 (40.3) 86 (28.8) 148 (49.2) 717 (48.5)

    No 217 (37.5) 179 (59.7) 212 (70.9) 153 (50.8) 761 (51.5)

    Missing 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Did the patient receive any PMO therapy during the 12 months prior to enrolment?

    Yes 447 (77.2) 232 (77.3) 216 (72.2) 222 (73.8) 1117 (75.5)

    No 132 (22.8) 68 (22.7) 81 (27.1) 79 (26.2) 360 (24.3)

    Missing 0 (0.0) 0 (0.0) 2 (0.7) 0 (0.0) 2 (0.1)

Did the patient receive any prior bisphosphonate?
a

Yes 411 (71.0) 207 (69.0) 187 (62.5) 149 (49.5) 954 (64.5)

No 168 (29.0) 93 (31.0) 112 (37.5) 152 (50.5) 525 (35.5)

Did the patient receive any prior oral bisphosphonate?
b

Yes 356 (61.5) 175 (58.3) 166 (55.5) 121 (40.2) 818 (55.3)

No 223 (38.5) 125 (41.7) 133 (44.5) 180 (59.8) 661 (44.7)

Did the patient receive prior IV zoledronate and/or IV ibandronate?

Yes 128 (22.1) 51 (17.0) 32 (10.7) 35 (11.6) 246 (16.6)

No 451 (77.9) 249 (83.0) 267 (89.3) 266 (88.4) 1233 (83.4)

Page 2 of 2
N = Number of patients in the full analysis set; PMO = postmenopausal osteoporosis; IV = intravenous
a 

Bisphosphonates include alendronate, etidronate, ibandronate, risedronate, zolendronate and other 
bisphosphonate.

b 
Oral bisphosphonates include alendronate, etidronate, ibandronate, risedronate and other bisphosphonate 
with route of oral only.

Percentages based on number of patients in the full analysis set
Source:  Table 14t-2.1.1, Table 14t-2.1.2, Table 14t-2.1.3, Table 14t-2.1.4, Table 14t-2.1.6, 
Table 14t-2.1.9, and Table 14t-2.1.10
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Approximately 69% of patients in Germany, 47% in Austria, 38% in Greece, and 56% in 

Belgium had a history of fracture (Table 10-3).

Table 10-3.  Fracture History (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Any historical fracture - n (%) 399 (68.9) 141 
(47.0)

112 (37.5) 169 
(56.1)

821 (55.5)

Osteoporotic
a

366 (63.2) 122 
(40.7)

92 (30.8) 151 
(50.2)

731 (49.4)

Vertebral 180 (31.1) 28 (9.3) 34 (11.4) 52 (17.3) 294 (19.9)

Nonvertebral 256 (44.2) 101 
(33.7)

65 (21.7) 126 
(41.9)

548 (37.1)

Major nonvertebral
b

159 (27.5) 56 (18.7) 44 (14.7) 93 (30.9) 352 (23.8)

Hip 19 (3.3) 11 (3.7) 13 (4.3) 25 (8.3) 68 (4.6)

≥ 2 historical fractures 187 (32.3) 54 (18.0) 26 (8.7) 74 (24.6) 341 (23.1)

Time since most recent fracture to first Prolia
®

injection (years)
n 384 137 102 169 792

Mean 4.9 4.9 5.9 5.0 5.0

SD 7.4 7.7 9.2 7.9 7.8

Median 2.0 2.0 2.0 2.0 2.0

Q1, Q3 0.0, 6.0 0.0, 6.0 0.0, 9.0 0.0, 6.0 0.0, 6.0

Min, Max 0, 57 0, 44 0, 58 0, 46 0, 58

Time since most recent fracture to first Prolia
®

injection - n (%)

< 12 months 102 (17.6) 51 (17.0) 36 (12.0) 54 (17.9) 243 (16.4)

≥ 12 months 282 (48.7) 86 (28.7) 66 (22.1) 115 
(38.2)

549 (37.1)

Any historical fracture at ≥ 50 
years - n (%)

364 (62.9) 130 
(43.3)

91 (30.4) 155 
(51.5)

740 (50.0)

Osteoporotic
a

335 (57.9) 110 
(36.7)

74 (24.7) 140 
(46.5)

659 (44.6)

Vertebral 164 (28.3) 25 (8.3) 24 (8.0) 50 (16.6) 263 (17.8)

Nonvertebral 227 (39.2) 91 (30.3) 54 (18.1) 115 
(38.2)

487 (32.9)

Major nonvertebral
b

139 (24.0) 52 (17.3) 39 (13.0) 87 (28.9) 317 (21.4)

Hip 18 (3.1) 11 (3.7) 13 (4.3) 25 (8.3) 67 (4.5)

≥ 2 historical fractures 151 (26.1) 46 (15.3) 15 (5.0) 66 (21.9) 278 (18.8)

N = Number of patients in the full analysis set.
a

Any fracture recorded on the CRF not including skull, facial bones, fingers, and toes and not associated     
with known high trauma severity or pathological fractures.
b

A subset of nonvertebral fractures including the following locations: pelvis, hip, upper leg (not hip), lower 
leg (not knee or ankle), ribs, shoulder, forearm, and wrist and not associated with known high trauma 
severity or pathological fractures.
Percentages based on number of patients in the full analysis set. Table displays self-reported data captured 
on the historical fracture CRF page since adulthood.
Source:  Table 14t-2.1.11
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Most of the patients (81.5% in Germany, 70.3% in Austria, 93.6% in Greece, and 92.4% 

in Belgium) in the study had at least 1 baseline DXA/quantitative computed tomography

(QCT) assessment (Table 14t-2.1.13).  Mean baseline BMD by DXA densitometer is 

provided in Table 14t-2.1.14 and by QCT in Table 14t-2.1.15.

Baseline BMD T-score was defined as the closest complete DXA T-score from all sites 

(total hip, femoral neck, lumbar spine) within the window of up to 1 year before first 

Prolia injection and no more than 90 days after first injection. Baseline BMD T-score by 

DXA is provided in Table 10-4.

The number of patients with a baseline BMD T-score of  -2.5 was as follows 

(Table 14t-2.1.17):

 Germany - 382/466 (82.0%)

 Austria - 165/210 (78.6%)

 Greece - 239/280 (85.4%)

 Belgium - 247/278 (88.8%)
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Table 10-4.  Baseline Bone Mineral Density (BMD) T-score by DXA
(Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Total hip BMD T-score

    n 359 162 53 208 782

    Mean -2.065 -1.973 -2.043 -2.132 -2.062

    SD 0.841 0.811 0.862 0.891 0.850

    Median -2.100 -2.000 -1.800 -2.200 -2.100

    Q1, Q3 -2.600, -1.500 -2.500, -1.490 -2.650, -1.500 -2.700, -1.600 -2.600, -1.500

    Min, Max -5.30, 0.40 -4.40, 0.30 -4.60, -0.54 -4.30, 2.00 -5.30, 2.00

Total hip BMD T-score – n (%)

≤ -2.5 120 (20.7) 42 (14.0) 17 (5.7) 77 (25.6) 256 (17.3)

> -2.5 239 (41.3) 120 (40.0) 36 (12.0) 131 (43.5) 526 (35.6)

    Missing 220 (38.0) 138 (46.0) 246 (82.3) 93 (30.9) 697 (47.1)

Femoral neck BMD T-score

    N 395 180 154 231 960

    Mean -2.258 -2.240 -2.607 -2.508 -2.371

    SD 0.852 0.844 0.809 0.731 0.828

    Median -2.300 -2.200 -2.635 -2.600 -2.400

    Q1, Q3 -2.800, -1.700 -2.800, -1.700 -3.100, -2.000 -3.000, -2.100 -2.900, -1.900

    Min, Max -4.80, 0.40 -4.77, 0.00 -4.62, -0.10 -4.30, 0.20 -4.80, 0.40

Femoral neck BMD T-score – n (%)

    ≤ -2.5 164 (28.3) 72 (24.0) 95 (31.8) 139 (46.2) 470 (31.8)

    > -2.5 231 (39.9) 108 (36.0) 59 (19.7) 92 (30.6) 490 (33.1)

    Missing 184 (31.8) 120 (40.0) 145 (48.5) 70 (23.3) 519 (35.1)

Lumbar spine BMD T-score

    N 440 178 206 274 1098

    Mean -2.724 -2.774 -2.709 -2.229 -2.606

    SD 1.086 0.871 0.789 1.275 1.078

    Median -2.900 -2.805 -2.700 -2.600 -2.700

    Q1, Q3 -3.400, -2.290 -3.300, -2.400 -3.200, -2.400 -3.000, -1.600 -3.300, -2.200

    Min, Max -5.80, 3.70 -4.58, 0.10 -5.00, -0.30 -5.40, 4.30 -5.80, 4.30

Lumbar spine BMD T-score – n (%)

    ≤ -2.5 305 (52.7) 131 (43.7) 150 (50.2) 153 (50.8) 739 (50.0)

    > -2.5 135 (23.3) 47 (15.7) 56 (18.7) 121 (40.2) 359 (24.3)

    Missing 139 (24.0) 122 (40.7) 93 (31.1) 27 (9.0) 381 (25.8)

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set.  Includes the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection.  If two records are equidistant the earlier one is used.
Source:  Table 14t-2.1.16

The reasons for prescribing Prolia in the 4 countries are provided in Table 10-5
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Table 10-5.  Prescribing Prolia (Full Analysis Set) 

 

Germany 
(N = 579) 

n (%) 

Austria 
(N = 300) 

n (%) 

Greece 
(N = 299) 

n (%) 

Belgium 
(N = 301) 

n (%) 

Overall 
(N = 1479) 

n (%) 

Reason for prescribing Prolia® to 
postmenopausal patient with osteoporosisa 

     

Patient with a history of osteoporotic 
fracture 

281 
(48.5) 

74  
(24.7) 

83  
(27.8) 

104 (34.6) 542  
(36.6) 

Patient with multiple risk factors for 
fracture 

278 
(48.0) 

106 
(35.3) 

137 
(45.8) 

165 (54.8) 686  
(46.4) 

Patient failed other available 
osteoporosis therapy 

193 
(33.3) 

83  
(27.7) 

134 
(44.8) 

80  
(26.6) 

490  
(33.1) 

Patient was intolerant to other 
osteoporosis therapy 

114 
(19.7) 

105 
(35.0) 

63  
(21.1) 

39  
(13.0) 

321  
(21.7) 

Other reasons 66  
(11.4) 

18  
(6.0) 

35  
(11.7) 

54  
(17.9) 

173  
(11.7) 

N = Number of patients in the full analysis set. 
a Every patient has at least 1 reason for being prescribed Prolia®. 
Percentages based on number of patients in the full analysis set. 
Source:  Table 14t-2.1.20   

10.2.1 Patient-reported Outcomes at Baseline 
10.2.1.1 Short Form-12 Health Survey 
Summary results from the SF-12 survey at baseline are provided in Table 10-6.  The 

detailed patient responses to each of the 12 questions are provided in Table 14t-2.1.23. 



Table 10-6.  Patient-reported Outcome at Baseline - Short Form-12 Health 
Well-being (Summary) (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Physical component summary score (PCS)

    n 534 293 252 277 1356

    Mean 39.926 42.048 45.673 42.340 41.946

    SD 9.981 10.603 10.055 10.740 10.482

    Median 40.130 42.020 47.570 42.570 42.155

    Q1, Q3 32.690, 47.510 35.090, 50.380 38.465, 53.735 34.110, 52.410 34.335, 50.310

    Min, Max 15.29, 65.07 12.96, 61.42 21.33, 68.68 14.96, 63.20 12.96, 68.68

Mental component summary score (MCS)

    n 532 293 253 277 1355

    Mean 48.383 49.376 45.461 46.820 47.733

    SD 10.416 10.455 10.643 10.359 10.534

    Median 49.485 50.380 45.590 47.000 48.570

    Q1, Q3 40.725, 56.710 42.840, 56.890 38.140, 53.800 39.150, 55.270 40.290, 56.150

    Min, Max 17.69, 75.69 17.98, 71.98 18.22, 65.07 22.66, 68.18 17.69, 75.69

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.  PCS and MCS were analysed by 
QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

Source:  Table 14t-2.1.24

10.2.1.2 Morisky Medication Adherence Scale 8-Item

Summary results from the Morisky medication adherence scale at baseline are provided 

in Table 10-7.  The detailed patient responses to each of the 8 questions are provided in 

Table 14t-2.1.21.
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Table 10-7.  Patient-reported Outcome at Baseline - Morisky Medication Adherence 
Scale (Summary) (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Morisky medication adherence total score

    n 451 267 249 262 1229

    Mean 7.007 6.595 6.189 7.097 6.771

    SD 1.276 1.513 1.759 1.557 1.533

    Median 7.000 7.000 6.750 8.000 7.000

    Q1, Q3 6.750, 
8.000

6.000, 
8.000

4.750, 
8.000

7.000, 
8.000

6.000, 8.000

    Min, Max 1.00, 8.00 1.00, 8.00 1.25, 8.00 0.25, 8.00 0.25, 8.00

Morisky medication adherence categorical score - n (%)

    High - (score = 8) 190 (32.8) 90 (30.0) 63 (21.1) 149 (49.5) 492 (33.3)

    Medium - (score ≥ 6 and < 8) 204 (35.2) 114 (38.0) 102 (34.1) 78 (25.9) 498 (33.7)

    Low - (score < 6) 57 (9.8) 63 (21.0) 84 (28.1) 35 (11.6) 239 (16.2)

    Missing 128 (22.1) 33 (11.0) 50 (16.7) 39 (13.0) 250 (16.9)

N = Number of patients in the full analysis set.
Percentages are based on the number of patients in the full analysis set. Scores calculated from patients 
who answered all questions and were receiving osteoporosis therapy.
Source:  Table 14t-2.1.22

Physician and study centre characteristics are provided in Table 14t-2.1.19 and 

responses to the patient questionnaire at baseline including marital status, living 

situation, education, employment, health insurance, reminder service are provided in 

Table 14t-2.1.25.

10.3 Outcome Data

The number of patients included in each of the analysis sets is provided in Table 10-8.

Table 10-8.  Analysis Sets (All Enrolled Patients)

Germany
(N = 600)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1501)

n (%)

Full analysis set 579 (96.5) 300 (100) 299 (99.7) 301 (100) 1479 (98.5)

Safety analysis set 579 (96.5) 300 (100) 300 (100) 301 (100) 1480 (98.6)

N = Number of patients enrolled.
Percentages based on number of enrolled patients.  Twenty patients from site 26041 in Germany have been 
excluded from both analysis sets as the sign off on the Investigator Verification Page could not be obtained.  
A patient in Germany who did not receive any Prolia

®
injections was also excluded from both sets.  A male 

patient from Greece who enrolled and received Prolia
®

injection was excluded from the full analysis set only.
Source:  Table 14t-1.4.1
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10.4 Main Results

10.4.1 Medication-taking Behavior Outcomes at 12 and 24 Months

10.4.1.1 Persistence Rate With Prolia at 12 and 24 Months

At 12 months, the percentage of patients who were persistent with Prolia was 92.2% in 

Germany, 89.3% in Austria, 94.3% in Greece, and 95.7% in Belgium.  At 24 months, the 

percentage of patients who were persistent with Prolia was 75.1% in Germany, 79.7% in 

Austria, 82.6% in Greece, and 86.0% in Belgium (Table 10-9).  Sensitivity analyses 

based on the alternate windows between injections are also provided in Table 10-9.

Table 10-9.  Persistence Rate at 12 and 24 Months (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

12 months

Primary: 

6 months + 8 weeks

534 (92.2)
(89.7, 94.3)

268 (89.3)
(85.3, 92.6)

282 (94.3)
(91.1, 96.7)

288 (95.7)
(92.7, 97.7)

1372 (92.8)
(91.3, 94.0)

Sensitivity 1: 

6 months + 4 weeks

514 (88.8)
(85.9, 91.2)

260 (86.7)
(82.3, 90.3)

270 (90.3)
(86.4, 93.4)

277 (92.0)
(88.4, 94.8)

1321 (89.3)
(87.6, 90.8)

Sensitivity 2: 

6 months + 6 weeks

525 (90.7)
(88.0, 92.9)

265 (88.3)
(84.1, 91.7)

279 (93.3)
(89.9, 95.9)

284 (94.4)
(91.1, 96.7)

1353 (91.5)
(89.9, 92.9)

Sensitivity 3: 

6 months + 12 weeks

537 (92.7)
(90.3, 94.7)

271 (90.3)
(86.4, 93.4)

286 (95.7)
(92.7, 97.7)

290 (96.3)
(93.6, 98.2)

1384 (93.6)
(92.2, 94.8)

24 Months

Primary: 

6 months + 8 weeks

435 (75.1)
(71.4, 78.6)

239 (79.7)
(74.7, 84.1)

247 (82.6)
(77.8, 86.7)

259 (86.0)
(81.6, 89.8)

1180 (79.8)
(77.6, 81.8)

Sensitivity 1: 

6 months + 4 weeks

378 (65.3)
(61.3, 69.2)

208 (69.3)
(63.8, 74.5)

217 (72.6)
(67.1, 77.6)

230 (76.4)
(71.2, 81.1)

1033 (69.8)
(67.4, 72.2)

Sensitivity 2: 

6 months + 6 weeks

418 (72.2)
(68.4, 75.8)

234 (78.0)
(72.9, 82.6)

237 (79.3)
(74.2, 83.7)

246 (81.7)
(76.9, 85.9)

1135 (76.7)
(74.5, 78.9)

Sensitivity 3: 6 months + 
12 weeks

448 (77.4)
(73.7, 80.7)

246 (82.0)
(77.2, 86.2)

259 (86.6)
(82.2, 90.3)

264 (87.7)
(83.5, 91.2)

1217 (82.3)
(80.2, 84.2)

N = Number of patients in the full analysis set; n = Number of persistent patients; CI = Confidence interval 
based on exact method.
Percentages are based on the number of patients in the full analysis set.
Source:  Table 14t-4.1.1.1
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The persistence rates at 12 and 24 months by various baseline covariates classified 

under the 6 dimensions (therapy-related, condition-related, patient-related, 

physician-related, health care system-related, and sociodemographic-related) are 

provided in Tables 14t-4.1.2.1 to 14t-4.1.2.13.

10.4.1.2 Adherence Rate With Prolia at 12 and 24 Months

At 12 months, the adherence rates with Prolia were 87.6% in Germany, 85.0% in 

Austria, 89.6% in Greece, and 89.0% in Belgium.  At 24 months, the adherence rates 

with Prolia were 62.9% in Germany, 66.0% in Austria, 69.6% in Greece, and 70.1% in 

Belgium (Table 10-10).

Table 10-10.  Adherence Rate at 12 and 24 Months (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

12 months

Primary: 

6 months ± 4 weeks

507 (87.6)
(84.6, 90.1)

255 (85.0)
(80.4, 88.8)

268 (89.6)
(85.6, 92.8)

268 (89.0)
(84.9, 92.3)

1298 (87.8)
(86.0, 89.4)

Sensitivity 1: 

6 months ± 6 weeks

524 (90.5)
(87.8, 92.8)

264 (88.0)
(83.8, 91.5)

278 (93.0)
(89.5, 95.6)

282 (93.7)
(90.3, 96.2)

1348 (91.1)
(89.6, 92.5)

Sensitivity 2: 

6 months ± 8 weeks

534 (92.2)
(89.7, 94.3)

268 (89.3)
(85.3, 92.6)

281 (94.0)
(90.7, 96.4)

288 (95.7)
(92.7, 97.7)

1371 (92.7)
(91.3, 94.0)

Sensitivity 3: 

6 months ± 12 weeks

537 (92.7)
(90.3, 94.7)

271 (90.3)
(86.4, 93.4)

285 (95.3)
(92.3, 97.4)

290 (96.3)
(93.6, 98.2)

1383 (93.5)
(92.1, 94.7)

24 Months

Primary: 

6 months ± 4 weeks

364 (62.9)
(58.8, 66.8)

198 (66.0)
(60.3, 71.3)

208 (69.6)
(64.0, 74.7)

211 (70.1)
(64.6, 75.2)

981 (66.3)
(63.9, 68.7)

Sensitivity 1: 

6 months ± 6 weeks

412 (71.2)
(67.3, 74.8)

231 (77.0)
(71.8, 81.6)

235 (78.6)
(73.5, 83.1)

240 (79.7)
(74.7, 84.1)

1118 (75.6)
(73.3, 77.8)

Sensitivity 2: 

6 months ± 8 weeks

433 (74.8)
(71.0, 78.3)

239 (79.7)
(74.7, 84.1)

245 (81.9)
(77.1, 86.1)

256 (85.0)
(80.5, 88.9)

1173 (79.3)
(77.2, 81.3)

Sensitivity 3: 

6 months ± 12 weeks

447 (77.2)
(73.6, 80.6)

246 (82.0)
(77.2, 86.2)

259 (86.6)
(82.2, 90.3)

262 (87.0)
(82.7, 90.6)

1214 (82.1)
(80.0, 84.0)

N = Number of patients in the full analysis set; n = Number of adherent patients; CI = Confidence interval 
based on exact method.
Percentages are based on the number of patients in the full analysis set.
Source:  Table 14t-4.2.1.1
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The adherence rates at 12 and 24 months by various baseline covariates classified 

under the 6 dimensions (therapy-related, condition-related, patient-related, 

physician-related, health care system-related, and sociodemographic-related) are 

provided in Tables 14t-4.2.2.1 to Table 14t-4.2.2.13.

10.4.1.3 Medication Coverage Ratio at 12 and 24 Months

Most of the patients in the 4 countries had an MCR  80% at 12 and 24 months 

(Table 10-11).

Table 10-11.  Medication Coverage Ratio (MCR %) at 12 and 24 Months

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Mean 
(95% CI)

Mean 
(95% CI)

Mean 
(95% CI)

Mean 
(95% CI)

Mean 
(95% CI)

MCR (%) at 
12 months

94.5 
(93.5, 95.5)

93.2 
(91.6, 94.9)

95.8 
(94.6, 96.9)

96.2 
(95.1, 97.3)

94.9 
(94.2, 95.5)

MCR (%) at 
24 months

87.4 
(85.8, 89.1)

87.9 
(85.3, 90.4)

91.2 
(89.3, 93.1)

92.4 
(90.5, 94.2)

89.3 
(88.3, 90.3)

n (%) n (%) n (%) n (%) n (%)

MCR  80% at 
12 months

536 (92.6) 269 (89.7) 285 (95.3) 290 (96.3) 1380 (93.3)

MCR < 80% at 
12 months

43 (7.4) 31 (10.3) 14 (4.7) 11 (3.7) 99 (6.7)

MCR  80% at 
24 months

453 (78.2) 250 (83.3) 259 (86.6) 268 (89.0) 1230 (83.2)

MCR < 80% at 
24 months

126 (21.8) 50 (16.7) 40 (13.4) 33 (11.0) 249 (16.8)

N = Number of patients in the full analysis set; CI = Confidence interval.
Percentages based on number of patients in the full analysis set.
Source:  Table 14t-4.3.1.1 and Table 14t-4.3.3.1

The MCR% at 12 and 24 months by various baseline covariates classified under the 

6 dimensions (therapy-related, condition-related, patient-related, physician-related, 

health care system-related, and sociodemographic-related) are provided in 

Tables 14t-4.3.2.1 to Table 14t-4.3.2.13.

10.4.2 Time to Nonpersistence Over 24 Months

Patients were considered persistent at 24 months if they received at least 4 injections,

including the baseline injection, with no more than 6 months + 8 weeks apart between 

any 2 consecutive injections.  Among the nonpersistent patients at 24 months, the 
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median time (in months) to nonpersistence was 12.23 in Germany, 6.03 in Austria, 12.00 

in Greece, and 12.20 in Belgium (Table 10-12).

Table 10-12.  Time to Nonpersistence (Based on the 6 Months Plus 8 Weeks 
Window) (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 144 (24.9) 61 (20.3) 52 (17.4) 42 (14.0) 299 (20.2)

Persistence - n (%) 435 (75.1) 239 (79.7) 247 (82.6) 259 (86.0) 1180 
(79.8)

Time to non-persistence (months)
a, b

Number of patients with 
non-persistence at 24 months

144 61 52 42 299

Mean 12.33 10.17 11.59 12.11 11.73

SD 4.96 4.97 4.70 4.92 4.96

Median 12.23 6.03 12.00 12.20 12.07

Q1, Q3 6.03, 17.89 6.03, 13.05 6.03, 13.38 6.03, 17.51 6.03, 17.51

Min, Max 6.0, 20.0 3.3, 20.5 4.8, 19.8 5.3, 19.6 3.3, 20.5

KM estimate
b, c

- %

12 months 92.2 89.3 94.3 95.7 92.8

(95% CI) (89.7, 
94.1)

(85.3, 
92.3)

(91.0, 
96.4)

(92.7, 
97.5)

(91.3, 
94.0)

24 months 75.1 79.7 82.6 86.0 79.8

(95% CI) (71.4, 
78.4)

(74.7, 
83.8)

(77.8, 
86.5)

(81.6, 
89.5)

(77.6, 
81.7)

N = Number of patients in the full analysis set; CI = Confidence interval; KM = Kaplan-Meier
a

Time was calculated for patients who were nonpersistent only.  Patients were considered nonpersistent at 
the study day defined as the date of last injection received during the period where the patient was still 
classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time was calculated as the number of days from first injection to nonpersistence, divided by 30.5.
c

Time to nonpersistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd 
(24 months) postbaseline injection were censored at the study day associated with the date of this injection 
plus 6 months (183 days) or date of death, whichever occurred first.
Source:  Table 14t-4.4.1.1

The results from the sensitivity analysis are presented in Table 14t-4.4.1.2 to 

Table 14t-4.4.1.4 and Table 14t-4.4.2.1 to Table 14t-4.4.2.4.

10.4.3 Number of Prolia Injections Within the Specified Window Over 
24 Months

The mean number of Prolia injections per patient over 24 months was 4.3 in Germany, 

4.4 in Austria, 4.6 in Greece, and 4.6 in Belgium (Table 10-13).
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Table 10-13.  Number of Prolia Injections Received (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Number of injections per patient

    n 579 300 299 301 1479

    Mean 4.3 4.4 4.6 4.6 4.5

    SD 1.2 1.2 0.9 0.9 1.1

Number of postbaseline injections

6 Months Plus 8 Weeks Window

    n 579 300 299 301 1479

    Mean 2.6 2.6 2.7 2.8 2.6

    SD 0.9 0.9 0.7 0.7 0.8

6 Months Plus 4 Weeks Window

    n 579 300 299 301 1479

    Mean 2.4 2.4 2.6 2.6 2.5

    SD 0.9 1.0 0.8 0.7 0.9

6 Months Plus 6 Weeks Window

    n 579 300 299 301 1479

    Mean 2.5 2.5 2.7 2.7 2.6

    SD 0.9 1.0 0.7 0.7 0.8

6 Months Plus 12 Weeks Window

    n 579 300 299 301 1479

    Mean 2.6 2.6 2.7 2.8 2.7

    SD 0.9 0.9 0.7 0.7 0.8

Number of injections per patient – n (%)

    1 31 (5.4) 25 (8.3) 6 (2.0) 11 (3.7) 73 (4.9)

    2 42 (7.3) 11 (3.7) 17 (5.7) 6 (2.0) 76 (5.1)

    3 41 (7.1) 10 (3.3) 8 (2.7) 13 (4.3) 72 (4.9)

    4 45 (7.8) 30 (10.0) 41 (13.7) 26 (8.6) 142 (9.6)

    5 420 (72.5) 224 (74.7) 227 (75.9) 245 (81.4) 1116 
(75.5)

Number of postbaseline injections – n (%)

6 Months Plus 8 Weeks Window
    0 34 (5.9) 29 (9.7) 8 (2.7) 11 (3.7) 82 (5.5)

    1 45 (7.8) 11 (3.7) 21 (7.0) 9 (3.0) 86 (5.8)

    2 65 (11.2) 21 (7.0) 23 (7.7) 22 (7.3) 131 (8.9)

    3 435 (75.1) 239 (79.7) 247 (82.6) 259 (86.0) 1180 
(79.8)

Page 1 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.  Number of injections includes the baseline 
injection.  Only the first 3 postbaseline injections are considered, including injections received after study 
day 732 (24 months).  Includes number of injections received within the specific window from previous 
injection whether or not that previous injection was taken within the specified window.
Source:  Table 14t-5.1.1, Table 14t-5.2.1, Table 14t-5.2.2, Table 14t-5.2.3, and Table 14t-5.2.4
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Table 10-13.  Number of Prolia Injections Received (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

6 Months Plus 4 Weeks Window
0 36 (6.2) 30 (10.0) 13 (4.3) 11 (3.7) 90 (6.1)

1 55 (9.5) 19 (6.3) 26 (8.7) 13 (4.3) 113 (7.6)

2 110 (19.0) 43 (14.3) 43 (14.4) 47 (15.6) 243 (16.4)

3 378 (65.3) 208 (69.3) 217 (72.6) 230 (76.4) 1033 
(69.8)

6 Months Plus 6 Weeks Window

0 34 (5.9) 30 (10.0) 9 (3.0) 11 (3.7) 84 (5.7)

1 49 (8.5) 14 (4.7) 22 (7.4) 10 (3.3) 95 (6.4)

2 78 (13.5) 22 (7.3) 31 (10.4) 34 (11.3) 165 (11.2)

3 418 (72.2) 234 (78.0) 237 (79.3) 246 (81.7) 1135 
(76.7)

6 Months Plus 12 Weeks Window

0 33 (5.7) 27 (9.0) 8 (2.7) 11 (3.7) 79 (5.3)

1 45 (7.8) 12 (4.0) 19 (6.4) 8 (2.7) 84 (5.7)

2 53 (9.2) 15 (5.0) 13 (4.3) 18 (6.0) 99 (6.7)

3 448 (77.4) 246 (82.0) 259 (86.6) 264 (87.7) 1217 
(82.3)

Page 2 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.  Number of injections includes the baseline 
injection.  Only the first 3 postbaseline injections are considered, including injections received after study 
day 732 (24 months).  Includes number of injections received within the specific window from previous 
injection whether or not that previous injection was taken within the specified window.

Source:  Table 14t-5.1.1, Table 14t-5.2.1, Table 14t-5.2.2, Table 14t-5.2.3, and Table 14t-5.2.4

10.4.4 Bone Mineral Density

The percent change from baseline in DXA BMD at 24 months is provided in Table 10-14.  

Details on DXA BMD by densitometer type and visit are provided in Table 14t-4.5.1.
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Table 10-14.  Percent Change From Baseline in DXA Bone Mineral Density (BMD) 
at 24 Months (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Total hip BMD - All machine types

    n 100 28 10 31 169

    Mean 4.4 4.1 6.6 4.1 4.4

    SD 6.2 3.2 6.6 6.3 5.8

Femoral neck BMD - All machine types

    n 116 28 29 31 204

    Mean 3.4 3.7 6.0 3.1 3.7

    SD 5.4 5.7 9.5 9.3 6.9

Lumbar spine BMD - All machine types

    n 131 24 57 34 246

    Mean 6.5 8.2 8.4 7.8 7.3

    SD 6.2 4.6 8.3 5.9 6.6

N = Number of patients in the full analysis set; n = Number of patients with a baseline value and ≥ 1 
comparable postbaseline value at the timepoint; DXA = Dual energy X-ray absorptiometry.
Postbaseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD from 
baseline is only calculated when body side (femoral neck only) and machine type are the same at baseline 
and the timepoint of interest.
Source:  Table 14t-4.5.2

Details on DXA BMD T-score and change from baseline at month 24 are provided in

Table 10-15.
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Table 10-15.  DXA Bone Mineral Density (BMD) T-score and Change From Baseline 
in DXA BMD T-score at Month 24 (Full Analysis Set)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Total hip BMD T-score

    n 126 37 26 38 227
    Mean -1.83 -1.70 -1.59 -1.90 -1.79
    SD 0.86 0.78 0.83 1.60 1.00
    Median -1.80 -1.70 -1.43 -1.65 -1.70
    Q1, Q3 -2.40, -1.20 -2.20, -1.00 -2.40, -1.00 -2.50, -1.00 -2.40, -1.10
    Min, Max -6.0, 0.3 -3.9, -0.2 -3.7, -0.3 -9.4, 0.4 -9.4, 0.4

Change in Total hip BMD T-score

    n 108 28 14 34 184

    Mean 0.29 0.25 0.24 0.03 0.23
    SD 0.32 0.18 0.41 1.42 0.67
    Median 0.27 0.26 0.26 0.30 0.30

    Q1, Q3 0.10, 0.40 0.20, 0.40 0.10, 0.50 0.10, 0.40 0.10, 0.40
    Min, Max -0.6, 1.5 -0.3, 0.5 -0.9, 0.8 -7.8, 1.0 -7.8, 1.5

Femoral neck BMD T-score

    n 157 37 90 40 324
    Mean -2.06 -1.94 -2.08 -2.15 -2.06
    SD 0.93 0.79 0.73 0.79 0.85

    Median -2.20 -1.80 -2.20 -2.10 -2.13

    Q1, Q3 -2.70, -1.60 -2.31, -1.40 -2.60, -1.56 -2.70, -1.70 -2.62, -1.59

    Min, Max -5.0, 1.4 -4.5, -0.4 -3.7, -0.1 -3.5, -0.8 -5.0, 1.4

Change in Femoral neck BMD T-score

    n 119 28 63 36 246
    Mean 0.19 0.21 0.45 0.26 0.27
    SD 0.29 0.32 0.50 0.42 0.39
    Median 0.20 0.17 0.40 0.20 0.20
    Q1, Q3 0.00, 0.40 0.00, 0.40 0.10, 0.74 0.00, 0.45 0.00, 0.41
    Min, Max -0.7, 1.0 -0.3, 1.0 -0.6, 1.8 -0.4, 1.6 -0.7, 1.8

Lumbar spine BMD T-score

    n 159 34 88 38 319
    Mean -2.28 -2.18 -2.19 -1.70 -2.18
    SD 0.97 0.82 0.58 1.49 0.96

    Median -2.40 -2.20 -2.30 -2.15 -2.31

    Q1, Q3 -2.90, -1.80 -2.70, -1.70 -2.50, -1.90 -2.70, -1.10 -2.80, -1.80
    Min, Max -4.3, 1.5 -3.6, 0.1 -3.4, -0.4 -4.2, 3.2 -4.3, 3.2
Change in Lumbar spine BMD T-score

    n 141 27 81 38 287
    Mean 0.50 0.53 0.56 0.64 0.54
    SD 0.43 0.29 0.55 0.61 0.48
    Median 0.50 0.50 0.60 0.50 0.50

    Q1, Q3 0.30, 0.80 0.30, 0.70 0.23, 0.80 0.27, 0.80 0.29, 0.80
    Min, Max -0.6, 1.8 0.1, 1.3 -1.1, 2.4 -0.4, 3.1 -1.1, 3.1

N = Number of patients in the full analysis set; n = Number of patients with a baseline value and ≥ 1 
comparable postbaseline value at the timepoint; DXA = Dual energy X-ray absorptiometry.
Postbaseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date.  Change in T-score is only
calculated when body side (femoral neck only) is the same at baseline and the timepoint of interest.
Source:  Tables 14t-4.5.3 and Table 14t-4.5.4
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10.5 Other Analyses

10.5.1 Univariate Analyses of Persistence at 24 Months (Based on the 
6 Months Plus 8 Weeks Window)

A summary of the univariate analyses of persistence at 24 months by country is provided 

in Table 10-16.  The covariates presented in the table are with p-values of < 0.05.
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Table 10-16.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) (Full Analysis Set)

n p-value
a 

In Germany
Lumbar spine DXA BMD T-score 440 0.0010

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 574 0.0132

Centre type 579 0.0169

Reason for prescribing: failed other available osteoporosis therapy
b 

579 0.0257

Academic centre 571 0.0351

Region 579 0.0395

Number of concomitant medications taken at baseline (median = 2.0) 579 0.0408

Prior glucocorticoid use 563 0.0485

In Austria

Site participating in Prolong patient support program 227 <.0001

Physician speciality 300 0.0002

Prior calcium and/or vitamin D supplements 300 0.0026

Parent fractured hip 300 0.0097

≥ 2 historical fractures 300 0.0142

Ever exposed to prior PMO therapy 300 0.0166

≥ 1 occurrence of immobility in the 12 months prior to enrolment 300 0.0199

Reminder service 299 0.0341

Exposed to prior PMO therapy during the 12 months prior to enrolment 300 0.0364
In Greece

Physician gender 299 0.0006

Age group 299 0.0008

Reason for prescribing: history of osteoporotic fracture
b 

299 0.0015

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 299 0.0025

≥ 1 occurrence of immobility in the 12 months prior to enrolment 299 0.0046

Centre type 299 0.0052

Sole physician 299 0.0058

Historical fracture 299 0.0082

Site participating in Prolong patient support program 220 0.0260

≥ 1 fall in the 12 months prior to enrolment 299 0.0266

Reason for prescribing: failed other available osteoporosis therapy
b 

299 0.0270

Exposed to prior PMO therapy during the 12 months prior to enrolment 297 0.0287

Femoral neck DXA BMD T-score 154 0.0463
In Belgium

Academic centre 287 0.0021

Height loss since self-reported maximal height (cm) (median = 4.00) 152 0.0044

≥ 1 fall in the 12 months prior to enrolment 301 0.0107

Time since most recent fracture to first Prolia
®

injection 169 0.0183

Prior hospitalization for osteoporotic fracture 301 0.0337

Marital status 275 0.0354

Centre type 301 0.0418

n = Number of patients in the full analysis set included in the model, ie with nonmissing covariate data; 
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; PMO = Postmenopausal 
osteoporosis
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

Source:  Tables 14t-4.1.8.2, Table 14t-4.1.8.3, Table 14t-4.1.8.4, and Table 14t-4.1.8.5

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 67 of 1214



10.5.2 Multivariable Analyses of Persistence at 24 Months

For a variable to be significant in the multivariable logistic regression final model, a Wald 

chi-square test significance level of 0.25 was required to allow a variable to enter the 

model (slentry = 0.25), and a significance level of 0.30 was required for a variable to stay 

in the model (slstay = 0.30) (SAP Section 10.4.1.2.2).

The significant covariates across all 4 countries are provided in Table 10-17.  It was 

observed that several covariates offered information on what drives Prolia persistent 

behaviour in patients in multiple countries (for instance, physician speciality and 

academic centre were common to 3 of the 4 countries), but there were several 

covariates significant only in 1 country.
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Table 10-17.  Significant Covariates From the Multivariable Logistic Regression 
Final Model at 24 Months (Full Analysis Set)

Covariates Germany Austria Greece Belgium
Age Group x

a

Reason for prescribing: failed other available 
osteoporosis therapy

x x
a

Academic centre x
a

x
a

x
a

Reason for prescribing: intolerant to other 
osteoporosis therapy

x

Reason for prescribing: multiple risk factors for 
fracture

x x

Any chronic medical condition x
a

Employment status x

Centre type x

Proximity to clinic (minutes) x

Region x

History of discontinuation of osteoporosis therapy 
(not calcium or vitamin D)

x

≥ 1 fall in the 12 months prior to enrolment x
a

x x
a

≥ 2 historical fractures x

Any History of Hip Fracture x

Number of concomitant medications taken at 
baseline

x

≥ 1 occurrence of immobility in the 12 months prior to 
enrolment

x
a

Current smoker x
a

Former smoker x

Cause of menopause x

Modified-Wolfe comorbidity index (MWCI) x
a

x

Physician gender x x
a

Physician speciality x x
a

x
a

Physician years of practice x
a

x

Exposed to prior PMO therapy in the 12 months 
before enrolment

x

Prior calcium and/or vitamin D supplements x x

Reminder service x
a

x
a

X = Significant covariate in the multivariate analyses.
a 

Covariates with p-value < 0.05.
p-value represented the statistical significance of the covariate adjusted for the other covariates in the 
model.
Source:  Table 14t-4.1.9.1, Table 14t-4.1.9.2, Table 14t-4.1.9.3, and Table 14t-4.1.9.4

10.5.3 Univariate Analyses of Adherence at 24 Months (Based on the 
6 Months Plus or Minus 4 Weeks Window)

A summary of the univariate analyses of adherence at 24 months by country is provided 

in Table 10-18.  The covariates presented in the table are with p-values of < 0.05.
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Table 10-18.  Summary of Univariate Analyses of Adherence at 24 Months (Based 
on the 6 Months Plus or Minus 4 Weeks Window) (Full Analysis Set)

n p-value
a 

In Germany

≥ 1 fall in the 12 months prior to enrolment 561 0.0421

Current smoker 509 0.0170
Prior glucocorticoid use 563 0.0264

Lumbar spine DXA BMD T-score 440 0.0132

Number of comorbidities (median = 3.0) 579 0.0268

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 579 0.0116

Physician gender 579 0.0248

Sole physician 579 0.0156

Living situation 415 0.0273

In Austria

Cause of menopause 296 0.0099

Parent fractured hip 300 0.0057

Number of concomitant medications taken at baseline (median = 2.0) 300 0.0156

Any chronic medical condition 300 0.0398

Ever exposed to prior PMO therapy 300 0.0282

Exposed to prior PMO therapy during the 12 months prior to enrolment 300 0.0466

Prior calcium and/or vitamin D supplements 300 0.0013

Physician speciality 300 0.0005

Site participating in Prolong patient support program 227 0.0011

In Greece

Historical fracture 299 0.0049

≥ 2 historical fractures 299 0.0271

Current smoker 299 0.0090

Age group 299 0.0211

Exposed to prior PMO therapy during the 12 months prior to enrolment 297 0.0138

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

299 0.0024

Physician gender 299 <0.0001

Sole physician 299 0.0224

Physician group size 154 0.0016

Centre type 299 0.0162

Academic centre 294 0.0342

Site participating in Prolong patient support program 220 <0.0001

Reason for prescribing: history of osteoporotic fracture
b

299 0.0068

In Belgium

Patients PMO support tools and/or programs 301 0.0068

Time since most recent fracture to first Prolia
®

injection 169 0.0239

Academic centre 287 0.0136

n = Number of patients in the full analysis set included in the model, ie with nonmissing covariate data; 
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; PMO = Postmenopausal 
osteoporosis
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

Source:  Table 14t-4.2.4.1 to Table 14t-4.2.4.5, Table 14t-4.2.5.1 to Table 14t-4.2.5.5, Table 14t-4.2.6.1 to 
Table 14t-4.2.6.5, and Table 14t-4.2.7.1 to Table 14t-4.2.7.5
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10.6 Adverse Reactions

Overall 70 patients (4.7%) had adverse drug reactions (40 [6.9%] in Germany, 7 [2.3%] 

in Austria, 14 [4.7%] in Greece, and 9 [3.0%] in Belgium); of these, 3 patients (0.02%) 

had serious adverse drug reactions (2 [0.3%] in Germany and 1 [0.3%] in Belgium) 

(Table 14t-6.1.1).  A serious adverse drug reaction of positively adjudicated

osteonecrosis of the jaw (ONJ) was reported for 2 patients in Germany and 1 patient in 

Belgium had a serious adverse drug reaction of musculoskeletal pain (Table 14t-6.2.2).  

Of the serious adverse drug reactions, ONJ led to discontinuation of Prolia in 1 patient 

(0.2%) in Germany and musculoskeletal pain led to discontinuation of Prolia in 1 patient 

(0.3%) in Belgium.  Serious adverse drug reactions were not reported in Austria or 

Greece (Table 14t-6.1.1).  None of the adverse drug reactions were fatal in any of the 

countries (Table 14t-6.4.1).  

The most common ( 0.2% subject incidence) adverse drug reactions overall were 

arthralgia (7 patients [0.5%]), pruritus (6 patients [0.4%]), cystitis (4 patients [0.3%]), and 

erythema, generalised pruritus, rash, fatigue, and malaise (all in 3 patients (0.2%] each).  

In Germany, the most common adverse drug reaction was pruritus (5 patients [0.9%]); in 

Greece, the most common adverse drug reactions were generalised pruritus, anosmia, 

and headache [2 patients (0.7%) each]; and in Belgium, the most common adverse drug 

reaction was arthralgia (2 patients [0.7%]). In Austria, no single adverse drug reaction

was reported in more than 1 patient (0.3%) (Table 14t-6.2.1).

Adverse drug reactions led to discontinuation of Prolia in 32 patients (2.2%) (21 [3.6%] in 

Germany, 5 [1.7%] in Austria, 3 [1.0%] in Greece, and 3 [1.0%] in Belgium).  In 

Germany, erythema (3 patients [0.5%]) and malaise (2 patients [0.3%]), and in Greece, 

anosmia (2 patients [0.7%]) were the only adverse reactions that led to discontinuation 

of Prolia in > 1 patient; all other adverse reactions that led to discontinuation of Prolia 

were reported in 1 patient each (Table 14t-6.3.1).

A total of 37 patients (6.4%) in Germany, 7 patients (2.3%) in Austria, 9 patients (3.0%) 

in Greece, and 23 patients (7.6%) in Belgium had fractures (Table 10-19).  
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Table 10-19.  Summary of Patient Incidence of Fractures (Safety Analysis Set)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall 
(N = 1480)

n (%)

Number of patients reporting 
fractures

37 (6.4) 7 (2.3) 9 (3.0) 23 (7.6) 76 (5.1)

    Osteoporotic fractures
a

30 (5.2) 4 (1.3) 9 (3.0) 21 (7.0) 64 (4.3)

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures.  A male patient who enrolled and received Prolia

®
injection was 

excluded from the full analysis set but included in the safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding those of the skull, facial bones, 
mandible, metacarpus, finger phalanges, toe phalanges and cervical vertebrae and not associated with 
known high trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or 
equivalent [> 20 inches] or severe trauma other than a fall) or pathological fractures.
Source:  Table 14t-6.5.1

Details on osteoporotic fractures by location of fracture are provided in Table 10-20.
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Table 10-20.  Osteoporotic Fractures by Location (Safety Analysis Set)

Location 

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)
Number of patients reporting 
osteoporotic fractures

a 
30 (5.2) 4 (1.3) 9 (3.0) 21 (7.0) 64 (4.3)

Forearm 6 (1.0) 0 (0.0) 2 (0.7) 5 (1.7) 13 (0.9)

    Radius 5 (0.9) 0 (0.0) 2 (0.7) 5 (1.7) 12 (0.8)

    Ulna 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Hip 6 (1.0) 0 (0.0) 0 (0.0) 4 (1.3) 10 (0.7)

    Femur neck 6 (1.0) 0 (0.0) 0 (0.0) 2 (0.7) 8 (0.5)

    Femur intertrochanter 0 (0.0) 0 (0.0) 0 (0.0) 3 (1.0) 3 (0.2)

Pelvis 2 (0.3) 2 (0.7) 2 (0.7) 4 (1.3) 10 (0.7)

    Ischium 1 (0.2) 0 (0.0) 2 (0.7) 1 (0.3) 4 (0.3)

    Pubis 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.7) 3 (0.2)

    Sacrum 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Ilium 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Shoulder 4 (0.7) 1 (0.3) 1 (0.3) 3 (1.0) 9 (0.6)

    Humerus 4 (0.7) 1 (0.3) 1 (0.3) 2 (0.7) 8 (0.5)

    Scapula 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Spine 7 (1.2) 0 (0.0) 1 (0.3) 1 (0.3) 9 (0.6)

    Lumbar vertebrae 4 (0.7) 0 (0.0) 1 (0.3) 1 (0.3) 6 (0.4)

    Thoracic vertebrae 4 (0.7) 0 (0.0) 0 (0.0) 0 (0.0) 4 (0.3)

Thorax 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

    Ribs 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

Foot 3 (0.5) 0 (0.0) 0 (0.0) 1 (0.3) 4 (0.3)

    Metatarsus 3 (0.5) 0 (0.0) 0 (0.0) 1 (0.3) 4 (0.3)

Thigh 2 (0.3) 0 (0.0) 0 (0.0) 2 (0.7) 4 (0.3)

    Patella 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Femur distal 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Femur midshaft 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Hand 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

    Carpus 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

Lower leg 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Tibia 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures.  A male patient who enrolled and received Prolia

®
injection was 

excluded from the full analysis set but included in the safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding those of the skull, facial bones, mandible, 
metacarpus, finger phalanges, toe phalanges and cervical vertebrae and not associated with known high 
trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or equivalent 
[> 20 inches] or severe trauma other than a fall) or pathological fractures.
Source:  Table 14t-6.5.3

One patient from Belgium had a femoral fracture that was adjudicated as consistent with 

the definition of atypical femoral fracture (Table 14t-6.5.5, dataset aae.sas7bdat, 

23 October 2015). The 80-year-old woman with no report of any previous history of 

BP/antiresorptive therapy developed a distal femur fracture approximately 2 years after 
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the first dose of Prolia.  The fracture was reported as resolved following surgery.  Prolia 

was continued in this patient.  The femur fracture was reported as healed within 

6 months. 

Two patients (0.3%) from Germany had jaw necrosis that was adjudicated as consistent 

with the definition of ONJ (Table 14t-6.5.4, dataset aae.sas7bdat, 23 October 2015). 

One subject was a 69-year-old woman with a history of alendronate and risedronate use, 

who developed jaw necrosis following a tooth extraction approximately 7 months after 

the first dose of Prolia. Treatment provided was surgical intervention. The ONJ event 

was reported as resolved. Prolia was discontinued.  The other subject was a 

78-year-old woman with a history of unspecified bisphonate therapy, developed jaw 

necrosis with poor healing and a fistula after a tooth extraction approximately 6 months 

after the first dose of Prolia. Treatment provided was oral rinses and sequestromy. The 

event outcome was unknown.  Prolia was discontinued.
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11. DISCUSSION

11.1 Key Results

The number of persistent patients at 12 months (ie, received at least 1 Prolia injection 

following the baseline injection no later than 6 months + 8 weeks) was 534 (92.2%) in 

Germany, 268 (89.3%) in Austria, 282 (94.3%) in Greece, and 288 (95.7%) in Belgium.  

The number of persistent patients at 24 months (ie, received at least 4 injections 

including the baseline injection with no more than 6 months + 8 weeks duration between 

any 2 consecutive injections) was 435 (75.1%) in Germany, 239 (79.7%) in Austria, 

247 (82.6%) in Greece, and 259 (86.0%) in Belgium.

The number of patients who adhered to Prolia treatment at 12 months (ie, received at 

least 1 Prolia injection following the baseline injection no later than 6 months ± 4 weeks) 

was 507 (87.6%) in Germany, 255 (85.0%) in Austria, 268 (89.6%) in Greece, and 

268 (89.0%) in Belgium.  The number of patients who adhered to Prolia treatment at 

24 months (ie, received at least 4 injections including the baseline injection with no more 

than 6 months ± 4 weeks duration between any 2 consecutive injections) was 

364 (62.9%) in Germany, 198 (66.0%) in Austria, 208 (69.6%) in Greece, and 

211 (70.1%) in Belgium.

The mean MCR % (95% CI) at 12 months was 94.5 (93.5, 95.5) in Germany, 

93.2 (91.6, 94.9) in Austria, 95.8 (94.6, 96.9) in Greece, and 96.2 (95.1, 97.3) in 

Belgium.  The mean MCR % (95% CI) at 24 months was 87.4 (85.8, 89.1) in Germany, 

87.9 (85.3, 90.4) in Austria, 91.2 (89.3, 93.1) in Greece, and 92.4 (90.5, 94.2) in 

Belgium.

While the 24-month persistence was defined based on the first 4 injections (including the 

baseline injection), most of the patients received 5 injections during the 24-month study; 

72.5% in Germany, 74.7% in Austria, 75.9% in Greece, and 81.4% in Belgium.

Patients were considered persistent at 24 months if they received at least 4 injections, 

including the baseline injection, with no more than 6 months + 8 weeks duration between 

any 2 consecutive injections.  The number of nonpersistent patients at 24 months was 

144 (24.9%) in Germany, 61 (20.3%) in Austria, 52 (17.4%) in Greece, and 42 (14.0%) 

in Belgium.  Among the nonpersistent patients at 24 months, the median (Q1, Q3) time 

(in months) to nonpersistence was 12.23 (6.03, 17.89) in Germany, 6.03 (6.03, 13.05) in 

Austria, 12.00 (6.03, 13.38) in Greece, and 12.20 (6.03, 17.51) in Belgium.
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The percentage of patients reporting fractures was 6.4% in Germany, 2.3% in Austria, 

3.0% in Greece, and 7.6% in Belgium.

No new safety risks were identified as the reported adverse drug reactions were either 

consistent with the known safety profile of Prolia or reflected common diseases 

observed in elderly women.  Two patients in Germany had positively adjudicated ONJ

and 1 patient in Belgium had positively adjudicated atypical femoral fracture.

11.2 Limitations

There were no mandated study procedures in this study and therefore it was as close to 

a patient’s natural course of clinical care as possible.  The prospective observational 

nature of the study may have impacted the investigator and patient’s subjective 

response to treatment.  Further details are provided in Section 9.6.

Study centres were selected from the available list of potential sites in the country, 

following feasibility checks.  After feasibility, study centres selected represented those 

providing overall PMO care in each country and region, with regards to the type and 

location of study centre.  However, distribution-wise, this may not fully represent PMO 

patients treated with Prolia in each of these countries; but this probability may be quite 

low, particularly with respect to the distribution of patients and their characteristics.

11.3 Interpretation

The reasons for prescribing Prolia to most of the PMO patients are as per the approved 

indication for Prolia in postmenopausal women with osteoporosis at high risk of fracture.  

In Germany, Austria, Greece, and Belgium, these reasons were:  history of osteoporotic 

fracture, multiple risk factors for fracture, failure to respond to other available 

osteoporosis therapy, and intolerance to other osteoporosis therapy.  A low percentage 

of patients were prescribed Prolia for other reasons.

In all 4 countries, the persistence rate was higher at 12 months compared with 

24 months based on the injection window of 6 months + 8 weeks.  The alternate 

definition using windows 6 months + 4 weeks, 6 months + 6 weeks, and 

6 months + 12 weeks also showed similar results in all 4 countries.  The adherence rate 

at 12 and 24 months for the injection window of 6 months ± 4 weeks and using the 

alternative windows showed a similar trend as persistence rate, where a higher 

adherence rate was seen at 12 months.  Most of the patients showed MCR  80% at 

12 and 24 months in Germany, Austria, Greece, and Belgium.
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Most of the patients were persistent at 24 months.  For the patients who were 

nonpersistent, the mean time to nonpersistence was approximately 1 year in Germany, 

Greece, and Belgium.  In Austria, the mean time was around 6 months.  

Of a possible 5 injections during the 2-year period (including the baseline injection), most 

of the patients received 5 injections in Germany, Austria, Greece, and Belgium.  A 

similar trend was seen in the 4 countries for the postbaseline injections, where the first 

3 postbaseline injections were considered.

The percentage of patients reporting fractures was generally low in Germany, Austria, 

Greece, and Belgium.  The overall safety profile of Prolia in the treatment of PMO 

patients in the 4 countries was similar to the known safety profile of Prolia.

11.4 Generalizability

The study population was drawn from various study centres within Germany, Austria, 

Greece, and Belgium over a fixed time frame. The population was expected to be 

heterogeneous, representing a mix of demographics, comorbid conditions, and disease 

severity in postmenopausal women. It may therefore be seen to be a reflection of the 

broader European female osteoporosis population and similar results could be obtained 

with a similar sample of the population.
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12. OTHER INFORMATION

Not Applicable.
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13. CONCLUSION

The main conclusions from this study are as follows:

 The persistence rate was > 89% at 12 months and > 75% at 24 months in Germany, 
Austria, Greece, and Belgium. The adherence rate was  85% at 12 months and 
> 62% at 24 months in all 4 countries.  The MCR% was > 93% at 12 months and 
> 87% at 24 months in all 4 countries.

 Most of the patients received 5 Prolia injections (including the baseline injection) 
during the 2-year period.

 Among the nonpersistent patients at 24 months, the median time to nonpersistence 
was around 1 year in Germany, Greece, and Belgium; in Austria, it was around 
6 months.

 No new safety risks were identified as the reported adverse drug reactions were 
either consistent with the known safety profile of Prolia or reflected common 
diseases observed in elderly women.
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Table 14t-1.1.1.  Patients Not Meeting Eligibility Criteria
(All Enrolled Patients)

(Final Analysis)

n (%)

Number of enrolled patients 1501

Number of patients not meeting inclusion or meeting exclusion criteria 33 (2.2)

Patients not meeting the following inclusion criteria

Enrolled within 4 weeks from first injection
a

30 (2.0)

Indicated for treatment of OP in postmenopausal women at increased 
risk of fractures

b
2 (0.1)

IC given per local country regulations 1 (0.1)

Page 1 of 1
IC = Informed consent.
Percentages based on number of enrolled patients. Inclusion and exclusion criteria violations were 
identified after the patients enrolled on to the study.
a

Including one patient who signed informed consent and enrolled but withdrew from the study before the 
baseline injection.
b

Including one male patient who was mistakenly enrolled.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-disp-failcrit.sas 
Output: t14t-01-001-001-base-disp-failcrit-p.rtf (Date Generated: 05NOV2015: 8:07:08)  Source Data: 
adam.adv, adam.aslinfo
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Table 14t-1.2.1.  Patient Disposition With Discontinuation Reason
(All Enrolled Patients)

(Final Analysis)
  

Germany 
(N = 600) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1501) 

n (%)

Patients who completed 24-month observation period 461 (76.8) 242 (80.7) 265 (88.3) 266 (88.4) 1234 (82.2)

Patients who did not complete 24-month observation period 139 (23.2) 58 (19.3) 35 (11.7) 35 (11.6) 267 (17.8)

    Lost to follow-up 29 (4.8) 37 (12.3) 15 (5.0) 5 (1.7) 86 (5.7)

    Full consent/agreement withdrawn 54 (9.0) 8 (2.7) 11 (3.7) 4 (1.3) 77 (5.1)

    Other 44 (7.3) 10 (3.3) 7 (2.3) 15 (5.0) 76 (5.1)

    Death 12 (2.0) 3 (1.0) 2 (0.7) 11 (3.7) 28 (1.9)

Patients who discontinued Prolia
® 

during the study 136 (22.7) 53 (17.7) 35 (11.7) 33 (11.0) 257 (17.1)

    Lost to follow-up 21 (3.5) 34 (11.3) 9 (3.0) 5 (1.7) 69 (4.6)

    Patient request 46 (7.7) 8 (2.7) 11 (3.7) 3 (1.0) 68 (4.5)

    Other 20 (3.3) 4 (1.3) 8 (2.7) 6 (2.0) 38 (2.5)

    Adverse event 24 (4.0) 5 (1.7) 3 (1.0) 3 (1.0) 35 (2.3)

    Death 12 (2.0) 2 (0.7) 2 (0.7) 11 (3.7) 27 (1.8)
Page 1 of 2

N = Number of patients enrolled; BP = Bisphosphonate; IV = Intravenous; SERM = Selective estrogen receptor modulator.
PTH = Parathyroid hormone.
Percentages based on number of enrolled patients.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-accnt-disp.sas
Output: t14t-01-002-001-accnt-disp-l.rtf  (Date Generated: 02NOV15:05:18:59) Source Data: adam.aslinfo
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Table 14t-1.2.1.  Patient Disposition With Discontinuation Reason
(All Enrolled Patients)

(Final Analysis)

Germany 
(N = 600) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1501) 

n (%)

Patients who discontinued Prolia
® 

during the study (Cont'd)

    Requirement for alternative PMO therapy 8 (1.3) 0 (0.0) 1 (0.3) 5 (1.7) 14 (0.9)

        Oral BP weekly 3 (0.5) 0 (0.0) 1 (0.3) 2 (0.7) 6 (0.4)

        IV BP quarterly 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

        SERM 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

        IV BP yearly 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

        Oral BP monthly 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

        Other 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

        PTH/Teriparatide 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Non-compliance 5 (0.8) 0 (0.0) 1 (0.3) 0 (0.0) 6 (0.4)

Patients who did not receive Prolia
® 

1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
Page 2 of 2

N = Number of patients enrolled; BP = Bisphosphonate; IV = Intravenous; SERM = Selective estrogen receptor modulator.
PTH = Parathyroid hormone.
Percentages based on number of enrolled patients.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-accnt-disp.sas
Output: t14t-01-002-001-accnt-disp-l.rtf  (Date Generated: 02NOV15:05:18:59) Source Data: adam.aslinfo
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Table 14t-1.3.1.  Summary of Study Reporting Period
(All Enrolled Patients)

(Final Analysis)

Description of Key Dates Date

First patient enrollment 28NOV2011

Last patient enrollment 31AUG2013

Last patient end of study 31AUG2015

Page 1 of 1
Sites in Germany, Austria and Greece were informed not to report any assessments 
made after the 12 Nov 2014. Sites in Belgium were informed not to report any 
assessments made after the 31 Aug 2015.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-
accnt-study-period.sas 
Output: t14t-01-003-001-accnt-study-period-p.rtf (Date Generated: 04NOV2015: 
3:25:28)  Source Data: adam.aslinfo
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Table 14t-1.4.1.  Analysis Sets
(All Enrolled Patients)

(Final Analysis)
  

Germany 
(N = 600) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1501) 

n (%)

Full analysis set 579 (96.5) 300 (100) 299 (99.7) 301 (100) 1479 (98.5)

Safety analysis set 579 (96.5) 300 (100) 300 (100) 301 (100) 1480 (98.6)
Page 1 of 1

N = Number of patients enrolled.
Percentages based on number of enrolled patients. 20 patients from site 26041 in Germany have been 
excluded from both analysis sets as sign off on the Investigator Verification Page could not be 
obtained. A patient in Germany who did not receive any Prolia

®
injections was also excluded from both 

sets. A male patient from Greece who enrolled and received Prolia
®

injection was excluded from the full 
analysis set only.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-accnt-disp-
analsets.sas
Output: t14t-01-004-001-accnt-disp-analsets-p.rtf  (Date Generated: 02NOV15:05:18:30) Source Data: 
adam.aslbase
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Table 14t-2.1.1.  Baseline Demographics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Age (years)

n 579 300 299 301 1479

Mean 72.5 71.0 66.3 71.2 70.7

SD 8.7 9.5 9.2 10.4 9.6

Median 73.0 71.0 66.0 73.0 72.0

Q1, Q3 67.0, 79.0 65.0, 79.0 59.0, 73.0 63.0, 80.0 63.0, 78.0

Min, Max 48, 92 46, 91 41, 92 44, 96 41, 96

Age group - n (%)

< 65 years 116 (20.0) 73 (24.3) 137 (45.8) 88 (29.2) 414 (28.0)

≥ 65 to < 75 years 217 (37.5) 123 (41.0) 103 (34.4) 83 (27.6) 526 (35.6)

≥ 75 years 246 (42.5) 104 (34.7) 59 (19.7) 130 (43.2) 539 (36.4)

Page 1 of 1
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-demog.sas 
Output: t14t-02-001-001-base-demog-p.rtf (Date Generated: 02NOV2015: 5:34:13)  Source Data: 
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Table 14t-2.1.2.  Baseline Medical History Status
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of concomitant medications taken at baseline

    n 579 300 299 301 1479

    Mean 2.9 3.0 2.6 4.8 3.2

    SD 3.1 3.0 2.2 3.4 3.1

    Median 2.0 2.0 2.0 4.0 2.0

    Q1, Q3 0.0, 4.0 0.0, 4.0 1.0, 4.0 2.0, 7.0 1.0, 5.0

    Min, Max 0, 19 0, 12 0, 12 0, 17 0, 19

Number of comorbidities

    n 579 300 299 301 1479

    Mean 3.5 3.4 2.6 3.4 3.3

    SD 2.3 2.4 2.0 2.7 2.4

    Median 3.0 3.0 2.0 3.0 3.0

    Q1, Q3 2.0, 5.0 2.0, 5.0 1.0, 4.0 1.0, 5.0 1.0, 5.0

    Min, Max 0, 14 0, 13 0, 12 0, 12 0, 14

Modified-Wolfe comorbidity index (MWCI)

    n 579 300 299 301 1479

    Mean 1.4 1.5 1.1 1.6 1.4

    SD 1.3 1.3 1.1 1.4 1.3

    Median 1.0 1.0 1.0 1.0 1.0

    Q1, Q3 0.0, 2.0 0.0, 2.0 0.0, 2.0 0.0, 3.0 0.0, 2.0

    Min, Max 0, 6 0, 7 0, 5 0, 6 0, 7

Time since PMO diagnosis to enrollment (years)

    n 565 289 296 290 1440

    Mean 6.0 6.5 6.4 6.4 6.3

    SD 5.7 6.5 6.3 8.2 6.6

    Median 5.0 5.0 5.0 3.0 5.0

    Q1, Q3 1.0, 9.0 1.0, 10.0 1.0, 10.0 0.0, 10.0 1.0, 10.0

    Min, Max 0, 30 0, 42 0, 42 0, 47 0, 47
Page 1 of 1

N = Number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-medhis.sas
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Table 14t-2.1.3.  Summary of Baseline Disease Characteristics
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Age at menopause (years)

    n 483 296 299 273 1351

    Mean 47.9 49.6 47.7 49.4 48.5

    SD 5.8 5.2 5.3 4.7 5.4

    Median 50.0 50.0 49.0 50.0 50.0

    Q1, Q3 45.0, 52.0 48.0, 53.0 45.0, 51.0 47.0, 52.0 46.0, 52.0

    Min, Max 18, 62 24, 59 23, 59 26, 62 18, 62

Cause of menopause - n (%)

    Natural onset 374 (64.6) 256 (85.3) 271 (90.6) 247 (82.1) 1148 (77.6)

    Clinically/surgically induced 102 (17.6) 40 (13.3) 24 (8.0) 45 (15.0) 211 (14.3)

    Not available 96 (16.6) 4 (1.3) 4 (1.3) 8 (2.7) 112 (7.6)

    Missing 7 (1.2) 0 (0.0) 0 (0.0) 1 (0.3) 8 (0.5)
Page 1 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Mental illness including depression.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-disease.sas
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Table 14t-2.1.3.  Summary of Baseline Disease Characteristics
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Prior glucocorticoid use - n (%)

    Yes 73 (12.6) 22 (7.3) 31 (10.4) 30 (10.0) 156 (10.5)

    No 490 (84.6) 278 (92.7) 268 (89.6) 271 (90.0) 1307 (88.4)

    Missing 16 (2.8) 0 (0.0) 0 (0.0) 0 (0.0) 16 (1.1)

Prior hospitalization for osteoporotic fracture - n (%)

    Yes 106 (18.3) 50 (16.7) 20 (6.7) 51 (16.9) 227 (15.3)

    No 468 (80.8) 250 (83.3) 279 (93.3) 250 (83.1) 1247 (84.3)

    Missing 5 (0.9) 0 (0.0) 0 (0.0) 0 (0.0) 5 (0.3)

≥ 1 fall in the 12 months prior to enrollment - n (%)

    Yes 103 (17.8) 57 (19.0) 49 (16.4) 62 (20.6) 271 (18.3)

    No 458 (79.1) 243 (81.0) 250 (83.6) 239 (79.4) 1190 (80.5)

    Missing 18 (3.1) 0 (0.0) 0 (0.0) 0 (0.0) 18 (1.2)
Page 2 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Mental illness including depression.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-disease.sas
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Table 14t-2.1.3.  Summary of Baseline Disease Characteristics
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

≥ 1 occurrence of immobility in the 12 months prior to enrollment - n (%)

    Yes 44 (7.6) 26 (8.7) 15 (5.0) 40 (13.3) 125 (8.5)

    No 524 (90.5) 274 (91.3) 284 (95.0) 261 (86.7) 1343 (90.8)

    Missing 11 (1.9) 0 (0.0) 0 (0.0) 0 (0.0) 11 (0.7)

Secondary osteoporosis - n (%)

    Yes 66 (11.4) 48 (16.0) 23 (7.7) 33 (11.0) 170 (11.5)

    No 507 (87.6) 252 (84.0) 276 (92.3) 268 (89.0) 1303 (88.1)

    Missing 6 (1.0) 0 (0.0) 0 (0.0) 0 (0.0) 6 (0.4)

Mental illness
a

- n (%)

    Yes 57 (9.8) 64 (21.3) 38 (12.7) 70 (23.3) 229 (15.5)

    Unknown 121 (20.9) 6 (2.0) 1 (0.3) 4 (1.3) 132 (8.9)

    Missing 401 (69.3) 230 (76.7) 260 (87.0) 227 (75.4) 1118 (75.6)
Page 3 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Mental illness including depression.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-disease.sas
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Table 14t-2.1.3.  Summary of Baseline Disease Characteristics
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Parent fractured hip - n (%)

    Yes 54 (9.3) 34 (11.3) 52 (17.4) 29 (9.6) 169 (11.4)

    No 272 (47.0) 197 (65.7) 192 (64.2) 188 (62.5) 849 (57.4)

    Unknown 253 (43.7) 69 (23.0) 55 (18.4) 84 (27.9) 461 (31.2)

Parent fractured hip - n (%)

    Mother 45 (7.8) 30 (10.0) 43 (14.4) 24 (8.0) 142 (9.6)

    Father 5 (0.9) 2 (0.7) 8 (2.7) 3 (1.0) 18 (1.2)

    Both mother and father 4 (0.7) 2 (0.7) 1 (0.3) 2 (0.7) 9 (0.6)

    Neither mother nor father 272 (47.0) 197 (65.7) 192 (64.2) 188 (62.5) 849 (57.4)

    Unknown 253 (43.7) 69 (23.0) 55 (18.4) 84 (27.9) 461 (31.2)

Alcoholic beverages - n (%)

    None 322 (55.6) 202 (67.3) 254 (84.9) 214 (71.1) 992 (67.1)

    ≤ 2 per day 164 (28.3) 93 (31.0) 45 (15.1) 78 (25.9) 380 (25.7)

    ≥ 3 per day 4 (0.7) 5 (1.7) 0 (0.0) 8 (2.7) 17 (1.1)

    Missing 89 (15.4) 0 (0.0) 0 (0.0) 1 (0.3) 90 (6.1)
Page 4 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Mental illness including depression.
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Table 14t-2.1.3.  Summary of Baseline Disease Characteristics
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Tobacco use - n (%)

    Never 407 (70.3) 212 (70.7) 228 (76.3) 236 (78.4) 1083 (73.2)

    Former 52 (9.0) 40 (13.3) 24 (8.0) 32 (10.6) 148 (10.0)

    Currently 50 (8.6) 48 (16.0) 47 (15.7) 33 (11.0) 178 (12.0)

    Missing 70 (12.1) 0 (0.0) 0 (0.0) 0 (0.0) 70 (4.7)
Page 5 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Mental illness including depression.
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Table 14t-2.1.4.  History of Significant Comorbidities or Conditions
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Number of patients reporting a history of at least 1 comorbidity 549 (94.8) 268 (89.3) 262 (87.6) 269 (89.4) 1348 (91.1)

  Hypertension 273 (47.2) 131 (43.7) 110 (36.8) 126 (41.9) 640 (43.3)

  Chronic back pain 295 (50.9) 152 (50.7) 58 (19.4) 110 (36.5) 615 (41.6)

  Historical spine-hip-leg fracture 228 (39.4) 76 (25.3) 57 (19.1) 74 (24.6) 435 (29.4)

  Osteoarthritis 178 (30.7) 74 (24.7) 52 (17.4) 96 (31.9) 400 (27.0)

  Endocrine disease 151 (26.1) 91 (30.3) 111 (37.1) 36 (12.0) 389 (26.3)

  Gastrointestinal disorders 136 (23.5) 82 (27.3) 61 (20.4) 88 (29.2) 367 (24.8)

  Depression 50 (8.6) 59 (19.7) 33 (11.0) 64 (21.3) 206 (13.9)

  Heart disease 91 (15.7) 50 (16.7) 27 (9.0) 38 (12.6) 206 (13.9)

  Visual impairment 58 (10.0) 49 (16.3) 33 (11.0) 46 (15.3) 186 (12.6)

  Obesity 61 (10.5) 15 (5.0) 36 (12.0) 20 (6.6) 132 (8.9)

  Kidney disease 63 (10.9) 31 (10.3) 16 (5.4) 21 (7.0) 131 (8.9)

  Diabetes - type 1 or 2 47 (8.1) 28 (9.3) 26 (8.7) 27 (9.0) 128 (8.7)

  Rheumatoid arthritis 64 (11.1) 11 (3.7) 27 (9.0) 19 (6.3) 121 (8.2)

  Lung disease 54 (9.3) 19 (6.3) 9 (3.0) 36 (12.0) 118 (8.0)
Page 1 of 2

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Protocol specified comorbidities or conditions reported within the 12 months before enrollment, 
patients may have more than one comorbidity.
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Table 14t-2.1.4.  History of Significant Comorbidities or Conditions
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

  Genito-urinary disease 33 (5.7) 24 (8.0) 11 (3.7) 37 (12.3) 105 (7.1)

  Rheumatologic diseases (excluding osteoarthritism 40 (6.9) 6 (2.0) 21 (7.0) 27 (9.0) 94 (6.4)

  degenerative arthritis and rheumatoid arthritis)

  Cancer 47 (8.1) 11 (3.7) 11 (3.7) 20 (6.6) 89 (6.0)

  Anemia or other blood disease 32 (5.5) 14 (4.7) 19 (6.4) 23 (7.6) 88 (5.9)

  Peripheral vascular disease 26 (4.5) 24 (8.0) 11 (3.7) 23 (7.6) 84 (5.7)

  Hearing impairment 20 (3.5) 28 (9.3) 12 (4.0) 23 (7.6) 83 (5.6)

  Neurological disease 37 (6.4) 14 (4.7) 7 (2.3) 17 (5.6) 75 (5.1)

  Liver disease 23 (4.0) 11 (3.7) 6 (2.0) 19 (6.3) 59 (4.0)

  Stroke 23 (4.0) 3 (1.0) 6 (2.0) 18 (6.0) 50 (3.4)

  Mental illness (excluding depression) 13 (2.2) 6 (2.0) 5 (1.7) 11 (3.7) 35 (2.4)

  Myocardial infarction 7 (1.2) 4 (1.3) 0 (0.0) 7 (2.3) 18 (1.2)

  Alcohol or drug problem 4 (0.7) 2 (0.7) 0 (0.0) 5 (1.7) 11 (0.7)
Page 2 of 2

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Protocol specified comorbidities or conditions reported within the 12 months before enrollment, 
patients may have more than one comorbidity.
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Table 14t-2.1.5.  Chronic Medical Conditions of Interest
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Number of patients reporting at least 1 chronic medical condition 546 (94.3) 278 (92.7) 273 (91.3) 264 (87.7) 1361 (92.0)

Diabetes 39 (6.7) 28 (9.3) 22 (7.4) 23 (7.6) 112 (7.6)

Osteoporosis 485 (83.8) 207 (69.0) 216 (72.2) 164 (54.5) 1072 (72.5)

Hypertension 263 (45.4) 131 (43.7) 107 (35.8) 134 (44.5) 635 (42.9)

Other
a

280 (48.4) 173 (57.7) 198 (66.2) 197 (65.4) 848 (57.3)

Number of chronic medical conditions (excluding 'Other')
b

0 57 (9.8) 50 (16.7) 56 (18.7) 91 (30.2) 254 (17.2)

1 289 (49.9) 153 (51.0) 151 (50.5) 114 (37.9) 707 (47.8)

2 201 (34.7) 78 (26.0) 82 (27.4) 81 (26.9) 442 (29.9)

3 32 (5.5) 19 (6.3) 10 (3.3) 15 (5.0) 76 (5.1)

Number of patients reporting at least 1 chronic medical condition 
excluding osteoporosis

409 (70.6) 217 (72.3) 224 (74.9) 242 (80.4) 1092 (73.8)

Page 1 of 1
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Chronic medical conditions (for which the patient is taking medications regularly). Patients 
may have > 1 chronic medical condition recorded.
a

Other may include > 1 chronic medical condition.
b

Number of chronic medical conditions including diabetes, osteoporosis and hypertension only.
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Table 14t-2.1.6.  Summary of Prior Osteoporosis Medications
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Was the patient ever exposed to prior PMO therapy?

Yes 513 (88.6) 252 (84.0) 244 (81.6) 256 (85.0) 1265 (85.5)

No 65 (11.2) 48 (16.0) 53 (17.7) 45 (15.0) 211 (14.3)

Missing 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

Did the patient have any historical fractures and prior PMO therapy?

Yes 362 (62.5) 121 (40.3) 86 (28.8) 148 (49.2) 717 (48.5)

No 217 (37.5) 179 (59.7) 212 (70.9) 153 (50.8) 761 (51.5)

Missing 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 447 (77.2) 232 (77.3) 216 (72.2) 222 (73.8) 1117 (75.5)

No 132 (22.8) 68 (22.7) 81 (27.1) 79 (26.2) 360 (24.3)

Missing 0 (0.0) 0 (0.0) 2 (0.7) 0 (0.0) 2 (0.1)

Page 1 of 3
N = Number of patients in the full analysis set; PTH = Parathyroid hormone; SERM = Selective estrogen receptor modulator.
Percentages based on number of patients in the full analysis set.
a

Includes all PMO medications that patients were ever exposed to prior to enrollment.
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Table 14t-2.1.6.  Summary of Prior Osteoporosis Medications
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

All PMO medications excluding calcium and vitamin D supplements
a

Alendronate 235 (40.6) 131 (43.7) 93 (31.1) 68 (22.6) 527 (35.6)

Risedronate 127 (21.9) 58 (19.3) 66 (22.1) 50 (16.6) 301 (20.4)

Ibandronate 115 (19.9) 49 (16.3) 38 (12.7) 21 (7.0) 223 (15.1)

Strontium ranelate 72 (12.4) 27 (9.0) 35 (11.7) 2 (0.7) 136 (9.2)

Zoledronate 51 (8.8) 9 (3.0) 32 (10.7) 28 (9.3) 120 (8.1)

PTH/Teriparatide 32 (5.5) 16 (5.3) 50 (16.7) 11 (3.7) 109 (7.4)

SERMs 37 (6.4) 11 (3.7) 18 (6.0) 14 (4.7) 80 (5.4)

Hormone replacement therapy 22 (3.8) 13 (4.3) 3 (1.0) 18 (6.0) 56 (3.8)

Calcitonin 7 (1.2) 6 (2.0) 31 (10.4) 4 (1.3) 48 (3.2)

Other bisphosphonate 13 (2.2) 4 (1.3) 1 (0.3) 17 (5.6) 35 (2.4)

Other (non-bisphosphonate) 18 (3.1) 7 (2.3) 3 (1.0) 6 (2.0) 34 (2.3)

Etidronate 16 (2.8) 3 (1.0) 3 (1.0) 6 (2.0) 28 (1.9)

Page 2 of 3
N = Number of patients in the full analysis set; PTH = Parathyroid hormone; SERM = Selective estrogen receptor modulator.
Percentages based on number of patients in the full analysis set.
a

Includes all PMO medications that patients were ever exposed to prior to enrollment.
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Table 14t-2.1.6.  Summary of Prior Osteoporosis Medications
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Calcium and/or vitamin D supplements
a

382 (66.0) 151 (50.3) 121 (40.5) 225 (74.8) 879 (59.4)

Calcium and vitamin D 235 (40.6) 126 (42.0) 78 (26.1) 193 (64.1) 632 (42.7)

Vitamin D only 98 (16.9) 13 (4.3) 8 (2.7) 18 (6.0) 137 (9.3)

Calcium only 49 (8.5) 12 (4.0) 35 (11.7) 14 (4.7) 110 (7.4)

Page 3 of 3
N = Number of patients in the full analysis set; PTH = Parathyroid hormone; SERM = Selective estrogen receptor modulator.
Percentages based on number of patients in the full analysis set.
a

Includes all PMO medications that patients were ever exposed to prior to enrollment.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Alendronate 235 131 93 68 527

Type

Branded 122 (51.9) 115 (87.8) 82 (88.2) 55 (80.9) 374 (71.0)

Generic 113 (48.1) 16 (12.2) 11 (11.8) 14 (20.6) 154 (29.2)

Route

Oral 232 (98.7) 130 (99.2) 93 (100) 67 (98.5) 522 (99.1)

Unknown 3 (1.3) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.6)

Frequency

Daily 14 (6.0) 10 (7.6) 2 (2.2) 6 (8.8) 32 (6.1)

Every week 216 (91.9) 120 (91.6) 89 (95.7) 61 (89.7) 486 (92.2)

Every month 1 (0.4) 0 (0.0) 2 (2.2) 1 (1.5) 4 (0.8)

Every 3 months 0 (0.0) 3 (2.3) 0 (0.0) 0 (0.0) 3 (0.6)

Unknown 9 (3.8) 2 (1.5) 0 (0.0) 2 (2.9) 13 (2.5)

Page 1 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Calcitonin 7 6 31 4 48

Type

Branded 5 (71.4) 6 (100) 21 (67.7) 4 (100) 36 (75.0)

Generic 2 (28.6) 0 (0.0) 11 (35.5) 0 (0.0) 13 (27.1)

Route

Other 7 (100) 6 (100) 31 (100) 4 (100) 48 (100)

Frequency

Daily 5 (71.4) 6 (100) 29 (93.5) 3 (75.0) 43 (89.6)

Every week 0 (0.0) 0 (0.0) 0 (0.0) 1 (25.0) 1 (2.1)

Other 2 (28.6) 0 (0.0) 1 (3.2) 0 (0.0) 3 (6.3)

Unknown 0 (0.0) 0 (0.0) 1 (3.2) 0 (0.0) 1 (2.1)

Page 2 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Calcium supplements 284 138 113 207 742

Type

Branded 144 (50.7) 125 (90.6) 105 (92.9) 161 (77.8) 535 (72.1)

Generic 132 (46.5) 13 (9.4) 9 (8.0) 49 (23.7) 203 (27.4)

Route

Oral 282 (99.3) 138 (100) 113 (100) 207 (100) 740 (99.7)

Unknown 2 (0.7) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.3)

Frequency

Daily 267 (94.0) 136 (98.6) 112 (99.1) 204 (98.6) 719 (96.9)

Every week 2 (0.7) 2 (1.4) 0 (0.0) 0 (0.0) 4 (0.5)

Every 3 months 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.5) 1 (0.1)

Other 3 (1.1) 0 (0.0) 1 (0.9) 1 (0.5) 5 (0.7)

Unknown 12 (4.2) 0 (0.0) 0 (0.0) 2 (1.0) 14 (1.9)

Page 3 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Etidronate 16 3 3 6 28

Type

Branded 13 (81.3) 3 (100) 3 (100) 6 (100) 25 (89.3)

Generic 2 (12.5) 0 (0.0) 0 (0.0) 0 (0.0) 2 (7.1)

Route

Oral 15 (93.8) 3 (100) 3 (100) 6 (100) 27 (96.4)

Unknown 1 (6.3) 0 (0.0) 0 (0.0) 0 (0.0) 1 (3.6)

Frequency

Daily 9 (56.3) 1 (33.3) 1 (33.3) 3 (50.0) 14 (50.0)

Every 3 months 0 (0.0) 0 (0.0) 2 (66.7) 2 (33.3) 4 (14.3)

Other 5 (31.3) 1 (33.3) 0 (0.0) 1 (16.7) 7 (25.0)

Unknown 2 (12.5) 1 (33.3) 0 (0.0) 0 (0.0) 3 (10.7)

Page 4 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Hormone replacement therapy 22 13 3 18 56

Type

Branded 17 (77.3) 12 (92.3) 3 (100) 16 (88.9) 48 (85.7)

Generic 4 (18.2) 1 (7.7) 0 (0.0) 2 (11.1) 7 (12.5)

Route

Oral 20 (90.9) 9 (69.2) 3 (100) 13 (72.2) 45 (80.4)

Other 3 (13.6) 4 (30.8) 0 (0.0) 6 (33.3) 13 (23.2)

Frequency

Daily 20 (90.9) 9 (69.2) 2 (66.7) 15 (83.3) 46 (82.1)

Every week 2 (9.1) 3 (23.1) 0 (0.0) 1 (5.6) 6 (10.7)

Other 1 (4.5) 1 (7.7) 0 (0.0) 2 (11.1) 4 (7.1)

Unknown 0 (0.0) 0 (0.0) 1 (33.3) 1 (5.6) 2 (3.6)

Page 5 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Ibandronate 115 49 38 21 223

Type

Branded 85 (73.9) 48 (98.0) 38 (100) 21 (100) 192 (86.1)

Generic 29 (25.2) 1 (2.0) 0 (0.0) 0 (0.0) 30 (13.5)

Route

Intravenous 87 (75.7) 45 (91.8) 0 (0.0) 8 (38.1) 140 (62.8)

Oral 36 (31.3) 2 (4.1) 38 (100) 13 (61.9) 89 (39.9)

Unknown 1 (0.9) 2 (4.1) 0 (0.0) 0 (0.0) 3 (1.3)

Frequency

Daily 4 (3.5) 0 (0.0) 1 (2.6) 0 (0.0) 5 (2.2)

Every week 3 (2.6) 0 (0.0) 2 (5.3) 0 (0.0) 5 (2.2)

Every month 30 (26.1) 2 (4.1) 35 (92.1) 14 (66.7) 81 (36.3)

Every 3 months 84 (73.0) 46 (93.9) 0 (0.0) 7 (33.3) 137 (61.4)

Other 2 (1.7) 1 (2.0) 0 (0.0) 0 (0.0) 3 (1.3)

Unknown 3 (2.6) 0 (0.0) 0 (0.0) 0 (0.0) 3 (1.3)

Page 6 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Other (non-bisphosphonate) 18 7 3 6 34

Type

Branded 15 (83.3) 6 (85.7) 3 (100) 6 (100) 30 (88.2)

Generic 2 (11.1) 0 (0.0) 0 (0.0) 0 (0.0) 2 (5.9)

Route

Intravenous 0 (0.0) 1 (14.3) 0 (0.0) 1 (16.7) 2 (5.9)

Oral 17 (94.4) 6 (85.7) 3 (100) 5 (83.3) 31 (91.2)

Unknown 1 (5.6) 0 (0.0) 0 (0.0) 0 (0.0) 1 (2.9)

Frequency

Daily 16 (88.9) 3 (42.9) 2 (66.7) 3 (50.0) 24 (70.6)

Every month 0 (0.0) 0 (0.0) 0 (0.0) 2 (33.3) 2 (5.9)

Every 3 months 0 (0.0) 1 (14.3) 0 (0.0) 1 (16.7) 2 (5.9)

Per year 0 (0.0) 0 (0.0) 0 (0.0) 1 (16.7) 1 (2.9)

Other 0 (0.0) 1 (14.3) 0 (0.0) 0 (0.0) 1 (2.9)

Unknown 2 (11.1) 1 (14.3) 1 (33.3) 0 (0.0) 4 (11.8)

Page 7 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Other bisphosphonate 13 4 1 17 35

Type

Branded 3 (23.1) 3 (75.0) 0 (0.0) 17 (100) 23 (65.7)

Generic 9 (69.2) 1 (25.0) 1 (100) 0 (0.0) 11 (31.4)

Route

Intravenous 4 (30.8) 2 (50.0) 0 (0.0) 13 (76.5) 19 (54.3)

Oral 8 (61.5) 2 (50.0) 1 (100) 4 (23.5) 15 (42.9)

Unknown 1 (7.7) 0 (0.0) 0 (0.0) 0 (0.0) 1 (2.9)

Frequency

Daily 3 (23.1) 0 (0.0) 0 (0.0) 4 (23.5) 7 (20.0)

Every week 0 (0.0) 2 (50.0) 1 (100) 6 (35.3) 9 (25.7)

Every month 2 (15.4) 0 (0.0) 0 (0.0) 3 (17.6) 5 (14.3)

Every 3 months 5 (38.5) 0 (0.0) 0 (0.0) 1 (5.9) 6 (17.1)

Per year 0 (0.0) 0 (0.0) 0 (0.0) 1 (5.9) 1 (2.9)

Other 0 (0.0) 1 (25.0) 0 (0.0) 3 (17.6) 4 (11.4)

Unknown 3 (23.1) 1 (25.0) 0 (0.0) 0 (0.0) 4 (11.4)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

PTH/Teriparatide 32 16 50 11 109

Type

Branded 27 (84.4) 16 (100) 50 (100) 11 (100) 104 (95.4)

Generic 5 (15.6) 0 (0.0) 0 (0.0) 0 (0.0) 5 (4.6)

Route

Other 31 (96.9) 14 (87.5) 49 (98.0) 11 (100) 105 (96.3)

Unknown 1 (3.1) 3 (18.8) 1 (2.0) 0 (0.0) 5 (4.6)

Frequency

Daily 28 (87.5) 16 (100) 49 (98.0) 11 (100) 104 (95.4)

Every month 2 (6.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (1.8)

Other 2 (6.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (1.8)

Unknown 0 (0.0) 1 (6.3) 1 (2.0) 0 (0.0) 2 (1.8)

Page 9 of 14
N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Risedronate 127 58 66 50 301

Type

Branded 98 (77.2) 56 (96.6) 63 (95.5) 46 (92.0) 263 (87.4)

Generic 28 (22.0) 3 (5.2) 3 (4.5) 4 (8.0) 38 (12.6)

Route

Oral 126 (99.2) 58 (100) 66 (100) 50 (100) 300 (99.7)

Unknown 1 (0.8) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3)

Frequency

Daily 7 (5.5) 6 (10.3) 0 (0.0) 3 (6.0) 16 (5.3)

Every week 120 (94.5) 54 (93.1) 45 (68.2) 47 (94.0) 266 (88.4)

Every month 1 (0.8) 0 (0.0) 18 (27.3) 0 (0.0) 19 (6.3)

Per year 0 (0.0) 2 (3.4) 0 (0.0) 0 (0.0) 2 (0.7)

Other 0 (0.0) 0 (0.0) 4 (6.1) 0 (0.0) 4 (1.3)

Unknown 3 (2.4) 0 (0.0) 0 (0.0) 0 (0.0) 3 (1.0)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
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Percentages based on number of patients who took the medication. Patients may be counted in more than 
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

SERMs 37 11 18 14 80

Type

Branded 31 (83.8) 11 (100) 18 (100) 14 (100) 74 (92.5)

Generic 5 (13.5) 0 (0.0) 0 (0.0) 0 (0.0) 5 (6.3)

Route

Oral 37 (100) 11 (100) 18 (100) 14 (100) 80 (100)

Frequency

Daily 36 (97.3) 11 (100) 17 (94.4) 12 (85.7) 76 (95.0)

Every week 0 (0.0) 0 (0.0) 1 (5.6) 2 (14.3) 3 (3.8)

Unknown 1 (2.7) 0 (0.0) 0 (0.0) 0 (0.0) 1 (1.3)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Strontium ranelate 72 27 35 2 136

Type

Branded 56 (77.8) 27 (100) 35 (100) 2 (100) 120 (88.2)

Generic 14 (19.4) 0 (0.0) 0 (0.0) 0 (0.0) 14 (10.3)

Route

Oral 72 (100) 27 (100) 35 (100) 2 (100) 136 (100)

Frequency

Daily 66 (91.7) 25 (92.6) 35 (100) 2 (100) 128 (94.1)

Every week 1 (1.4) 1 (3.7) 0 (0.0) 0 (0.0) 2 (1.5)

Per year 0 (0.0) 1 (3.7) 0 (0.0) 0 (0.0) 1 (0.7)

Other 1 (1.4) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.7)

Unknown 3 (4.2) 0 (0.0) 0 (0.0) 0 (0.0) 3 (2.2)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Vitamin D supplements 333 139 86 211 769

Type

Branded 228 (68.5) 127 (91.4) 81 (94.2) 205 (97.2) 641 (83.4)

Generic 105 (31.5) 12 (8.6) 5 (5.8) 7 (3.3) 129 (16.8)

Route

Intravenous 0 (0.0) 2 (1.4) 0 (0.0) 0 (0.0) 2 (0.3)

Oral 325 (97.6) 137 (98.6) 86 (100) 211 (100) 759 (98.7)

Other 14 (4.2) 0 (0.0) 0 (0.0) 0 (0.0) 14 (1.8)

Unknown 3 (0.9) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.4)

Frequency

Daily 241 (72.4) 116 (83.5) 85 (98.8) 135 (64.0) 577 (75.0)

Every week 33 (9.9) 22 (15.8) 1 (1.2) 19 (9.0) 75 (9.8)

Every month 33 (9.9) 0 (0.0) 0 (0.0) 57 (27.0) 90 (11.7)

Every 3 months 11 (3.3) 3 (2.2) 0 (0.0) 0 (0.0) 14 (1.8)

Other 33 (9.9) 0 (0.0) 0 (0.0) 11 (5.2) 44 (5.7)

Unknown 13 (3.9) 0 (0.0) 0 (0.0) 3 (1.4) 16 (2.1)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
SERM = Selective estrogen receptor modulator.
Percentages based on number of patients who took the medication. Patients may be counted in more than 
one medication, type, route or frequency, but patients are only counted once within each row.
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Table 14t-2.1.7.  Prior Osteoporosis Medications by Medication Type, Route and 
Frequency

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Zoledronate 51 9 32 28 120

Type

Branded 47 (92.2) 9 (100) 32 (100) 28 (100) 116 (96.7)

Generic 3 (5.9) 0 (0.0) 0 (0.0) 0 (0.0) 3 (2.5)

Route

Intravenous 51 (100) 9 (100) 32 (100) 27 (96.4) 119 (99.2)

Unknown 0 (0.0) 0 (0.0) 0 (0.0) 1 (3.6) 1 (0.8)

Frequency

Every month 1 (2.0) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.8)

Per year 43 (84.3) 9 (100) 31 (96.9) 28 (100) 111 (92.5)

Other 7 (13.7) 0 (0.0) 1 (3.1) 0 (0.0) 8 (6.7)
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N = Number of patients in the full analysis set; PTH = Parathyroid hormone.
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Table 14t-2.1.8.  Prior Osteoporosis Medication
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of prior PMO medications

    n 579 300 299 301 1479

    Mean 2.6 2.1 2.0 2.3 2.3

    SD 1.9 1.6 1.6 1.6 1.7

    Median 2.0 2.0 2.0 2.0 2.0

    Q1, Q3 1.0, 3.0 1.0, 3.0 1.0, 3.0 1.0, 3.0 1.0, 3.0

    Min, Max 0, 13 0, 7 0, 8 0, 7 0, 13

Number of prior PMO medications excluding calcium and vitamin D

    n 579 300 299 301 1479

    Mean 1.4 1.2 1.3 0.9 1.2

    SD 1.4 1.1 1.1 1.0 1.2

    Median 1.0 1.0 1.0 1.0 1.0

    Q1, Q3 1.0, 2.0 0.0, 2.0 1.0, 2.0 0.0, 1.0 0.0, 2.0

    Min, Max 0, 9 0, 6 0, 6 0, 5 0, 9

Number of prior PMO medications excluding calcium, vitamin D and HRT

    n 579 300 299 301 1479

    Mean 1.4 1.1 1.3 0.8 1.2

    SD 1.3 1.0 1.1 1.0 1.2

    Median 1.0 1.0 1.0 1.0 1.0

    Q1, Q3 0.0, 2.0 0.0, 1.5 1.0, 2.0 0.0, 1.0 0.0, 2.0

    Min, Max 0, 8 0, 6 0, 6 0, 5 0, 8
Page 1 of 1

N = Number of patients in the full analysis set; HRT = Hormone replacement therapy.
Includes all PMO medications that were ever taken prior to baseline. Prior PMO medications received 
more than once by a patient will be counted more than once in the table, patients who did not receive prior 
PMO medications are counted as 0s.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-osteo-meds-
sum.sas
Output: t14t-02-001-008-base-osteo-meds-sum-p.rtf  (Date Generated: 02NOV15:05:36:41) Source Data: 
adam.aslbase, adam.aslinfo

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 114 of 1214



Table 14t-2.1.9.  Summary of Selected Prior PMO Medications
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Did the patient receive any prior bisphosphonate?
a

Yes 411 (71.0) 207 (69.0) 187 (62.5) 149 (49.5) 954 (64.5)

No 168 (29.0) 93 (31.0) 112 (37.5) 152 (50.5) 525 (35.5)

Did the patient receive any prior oral bisphosphonate?
b

Yes 356 (61.5) 175 (58.3) 166 (55.5) 121 (40.2) 818 (55.3)

No 223 (38.5) 125 (41.7) 133 (44.5) 180 (59.8) 661 (44.7)

Did the patient receive prior IV zoledronate and/or IV ibandronate?

Yes 128 (22.1) 51 (17.0) 32 (10.7) 35 (11.6) 246 (16.6)

No 451 (77.9) 249 (83.0) 267 (89.3) 266 (88.4) 1233 (83.4)

Page 1 of 1
N = Number of patients in the full analysis set; IV = Intravenous.
Percentages based on number of patients in the full analysis set.
a

Bisphosphonates include alendronate, etidronate, ibandronate, risedronate, zolendronate and other bisphosphonate.
b

Oral bisphosphonates include alendronate, etidronate, ibandronate, risedronate and other bisphosphonate with route of oral only.
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Table 14t-2.1.10.  Baseline Body Composition
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Height (cm)

    n 566 274 299 278 1417

    Mean 159.0 160.7 158.0 157.9 158.9

    SD 6.8 6.6 7.1 6.9 6.9

    Median 159.0 161.0 158.0 158.0 159.0

    Q1, Q3 155.0, 164.0 156.0, 165.0 154.0, 162.0 153.0, 163.0 155.0, 164.0

    Min, Max 139, 180 138, 187 132, 178 140, 178 132, 187

Weight (kg)

    n 567 274 299 279 1419

    Mean 64.3 64.2 65.4 61.7 64.0

    SD 11.3 10.1 11.2 11.7 11.2

    Median 63.5 63.6 65.0 61.0 63.1

    Q1, Q3 57.0, 70.3 57.0, 70.0 58.0, 71.0 53.0, 70.0 56.0, 70.3

    Min, Max 32, 124 40, 105 39, 102 37, 102 32, 124

Body mass index (kg/m
2
)

    n 566 273 299 278 1416

    Mean 25.47 24.91 26.22 24.72 25.37

    SD 4.40 3.92 4.41 4.58 4.37

    Median 25.00 24.54 26.04 24.33 24.97

    Q1, Q3 22.19, 28.12 22.13, 27.14 23.19, 28.72 21.76, 27.27 22.22, 28.10

    Min, Max 13.0, 46.7 16.0, 39.4 14.7, 47.2 15.1, 48.5 13.0, 48.5

Body mass index – n (%)

    ≤ 25 kg/m
2

283 (48.9) 152 (50.7) 127 (42.5) 157 (52.2) 719 (48.6)

    > 25 kg/m
2

283 (48.9) 121 (40.3) 172 (57.5) 121 (40.2) 697 (47.1)

    Missing 13 (2.2) 27 (9.0) 0 (0.0) 23 (7.6) 63 (4.3)
Page 1 of 2

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
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Table 14t-2.1.10.  Baseline Body Composition
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Height decreased since self-reported maximal height – n (%)

    Yes 418 (72.2) 223 (74.3) 140 (46.8) 156 (51.8) 937 (63.4)

    No 125 (21.6) 75 (25.0) 151 (50.5) 122 (40.5) 473 (32.0)

    Missing 36 (6.2) 2 (0.7) 8 (2.7) 23 (7.6) 69 (4.7)

Height loss since self-reported maximal height (cm)

    n 416 221 134 152 923

    Mean 5.19 3.73 4.29 4.40 4.58

    SD 3.61 2.81 2.40 2.94 3.22

    Median 4.00 3.00 4.00 4.00 4.00

    Q1, Q3 2.00, 7.00 2.00, 4.00 2.50, 5.00 2.00, 6.00 2.00, 6.00

    Min, Max 0.5, 23.0 0.5, 20.0 1.0, 14.0 0.5, 14.0 0.5, 23.0
Page 2 of 2

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
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Table 14t-2.1.11.  Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Any historical fracture - n (%) 399 (68.9) 141 (47.0) 112 (37.5) 169 (56.1) 821 (55.5)

Osteoporotic
a

366 (63.2) 122 (40.7) 92 (30.8) 151 (50.2) 731 (49.4)

Vertebral 180 (31.1) 28 (9.3) 34 (11.4) 52 (17.3) 294 (19.9)

Nonvertebral 256 (44.2) 101 (33.7) 65 (21.7) 126 (41.9) 548 (37.1)

Major nonvertebral
b

159 (27.5) 56 (18.7) 44 (14.7) 93 (30.9) 352 (23.8)

Hip 19 (3.3) 11 (3.7) 13 (4.3) 25 (8.3) 68 (4.6)

≥ 2 historical fractures 187 (32.3) 54 (18.0) 26 (8.7) 74 (24.6) 341 (23.1)

Time since most recent fracture to first Prolia
®

injection (years)

n 384 137 102 169 792

Mean 4.9 4.9 5.9 5.0 5.0

SD 7.4 7.7 9.2 7.9 7.8

Median 2.0 2.0 2.0 2.0 2.0

Q1, Q3 0.0, 6.0 0.0, 6.0 0.0, 9.0 0.0, 6.0 0.0, 6.0

Min, Max 0, 57 0, 44 0, 58 0, 46 0, 58

Page 1 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Table displays self-reported data captured on the historical fracture CRF page since 
adulthood.
a

Any fracture recorded on the CRF not including skull, facial bones, fingers, and toes and not associated with known high trauma severity or pathological 
fractures.
b

A subset of nonvertebral fractures including the following locations: pelvis, hip, upper leg (not hip), lower leg (not knee or ankle), ribs, shoulder, forearm, 
and wrist and not associated with known high trauma severity or pathological fractures.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-fxhx.sas 
Output: t14t-02-001-011-base-fxhx-l.rtf (Date Generated: 02NOV2015: 9:01:31)  Source Data: adam.aslbase, adam.amhfx

Product or Therapeutic Area:

Date:
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Table 14t-2.1.11.  Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time since most recent fracture to first Prolia
®

injection - n (%)

< 12 months 102 (17.6) 51 (17.0) 36 (12.0) 54 (17.9) 243 (16.4)

≥ 12 months 282 (48.7) 86 (28.7) 66 (22.1) 115 (38.2) 549 (37.1)

Any historical fracture at ≥ 50 years - n (%) 364 (62.9) 130 (43.3) 91 (30.4) 155 (51.5) 740 (50.0)

Osteoporotic
a

335 (57.9) 110 (36.7) 74 (24.7) 140 (46.5) 659 (44.6)

Vertebral 164 (28.3) 25 (8.3) 24 (8.0) 50 (16.6) 263 (17.8)

Nonvertebral 227 (39.2) 91 (30.3) 54 (18.1) 115 (38.2) 487 (32.9)

Major nonvertebral
b

139 (24.0) 52 (17.3) 39 (13.0) 87 (28.9) 317 (21.4)

Hip 18 (3.1) 11 (3.7) 13 (4.3) 25 (8.3) 67 (4.5)

≥ 2 historical fractures 151 (26.1) 46 (15.3) 15 (5.0) 66 (21.9) 278 (18.8)

Page 2 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Table displays self-reported data captured on the historical fracture CRF page since 
adulthood.
a

Any fracture recorded on the CRF not including skull, facial bones, fingers, and toes and not associated with known high trauma severity or pathological 
fractures.
b

A subset of nonvertebral fractures including the following locations: pelvis, hip, upper leg (not hip), lower leg (not knee or ankle), ribs, shoulder, forearm, 
and wrist and not associated with known high trauma severity or pathological fractures.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-fxhx.sas 
Output: t14t-02-001-011-base-fxhx-l.rtf (Date Generated: 02NOV2015: 9:01:31)  Source Data: adam.aslbase, adam.amhfx

Product or Therapeutic Area:

Date:
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Table 14t-2.1.12.  Height Loss by Fracture Type
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Patient's height loss since maximal height (cm)

< 4
a

288 (49.7) 207 (69.0) 213 (71.2) 194 (64.5) 902 (61.0)

≥ 4 253 (43.7) 89 (29.7) 72 (24.1) 80 (26.6) 494 (33.4)

Missing 38 (6.6) 4 (1.3) 14 (4.7) 27 (9.0) 83 (5.6)

Patient's height loss since maximal height with previous osteoporotic vertebral fractures
b

(cm)

< 4
a

69 (11.9) 15 (5.0) 20 (6.7) 26 (8.6) 130 (8.8)

≥ 4 97 (16.8) 13 (4.3) 10 (3.3) 18 (6.0) 138 (9.3)

Missing 14 (2.4) 0 (0.0) 4 (1.3) 8 (2.7) 26 (1.8)

Patient's height loss since maximal height with previous osteoporotic nonvertebral fractures
c

(cm)

< 4
a

113 (19.5) 61 (20.3) 40 (13.4) 69 (22.9) 283 (19.1)

≥ 4 125 (21.6) 39 (13.0) 19 (6.4) 44 (14.6) 227 (15.3)

Missing 18 (3.1) 1 (0.3) 6 (2.0) 13 (4.3) 38 (2.6)

Page 1 of 1
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Includes patients with no height loss.
b

Vertebral fracture is defined as any fracture recorded on the CRF including spine or tailbone and not associated with known high trauma severity or 
pathological fractures.
c

Nonvertebral fracture is defined as any fracture recorded on the CRF not including spine, tailbone, fingers, skull, facial bones, toes and not associated 
with known high trauma severity or pathological fractures.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-hgloss-fx.sas 
Output: t14t-02-001-012-base-hgloss-fx-l.rtf (Date Generated: 02NOV2015: 5:35:17)  Source Data: adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.13.  Timing of Baseline DXA/QCT Assessment
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

At least one baseline DXA/QCT assessment
a

    No 107 (18.5) 89 (29.7) 19 (6.4) 23 (7.6) 238 (16.1)

    Yes 472 (81.5) 211 (70.3) 280 (93.6) 278 (92.4) 1241 (83.9)

        6-12 months before first dose 49 (8.5) 16 (5.3) 18 (6.0) 11 (3.7) 94 (6.4)

        3-6 months before first dose 60 (10.4) 26 (8.7) 46 (15.4) 28 (9.3) 160 (10.8)

        Up to 3 months before first dose 299 (51.6) 156 (52.0) 192 (64.2) 235 (78.1) 882 (59.6)

        Same day as first dose 56 (9.7) 10 (3.3) 14 (4.7) 4 (1.3) 84 (5.7)

        Post first dose (up to study day 91) 7 (1.2) 0 (0.0) 7 (2.3) 0 (0.0) 14 (0.9)

        Partial assessment date 1 (0.2) 3 (1.0) 3 (1.0) 0 (0.0) 7 (0.5)
Page 1 of 1

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry; QCT = Quantitative computed tomography.
Percentages based on number of patients in the full analysis set. QCT T-score assessment is included in this table but it is not summarised in 
any other TFL.
a

Includes the closest complete DXA/QCT assessment within the window of up to 1 year prior to first Prolia
®

injection and no more than 90 days 
after first injection. If two records are equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-timesince-bmts.sas
Output: t14t-02-001-013-base-timesince-bmts-l.rtf  (Date Generated: 09NOV15:04:34:08) Source Data: adam.aslinfo, adam.abmdxa, 
adam.abmqct

Product or Therapeutic Area:

Date:
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Table 14t-2.1.14.  Baseline Bone Mineral Density (BMD) by DXA Densitometer Type
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Lunar

    n 242 85 23 85 435

    Mean 0.750 0.773 0.747 0.757 0.756

    SD 0.111 0.111 0.106 0.120 0.113

    Median 0.751 0.757 0.764 0.737 0.751

    Q1, Q3 0.686, 0.824 0.703, 0.841 0.682, 0.832 0.677, 0.844 0.686, 0.832

    Min, Max 0.36, 1.06 0.47, 1.04 0.52, 0.91 0.49, 1.25 0.36, 1.25

Total hip BMD (g/cm
2
) - Hologic

    n 102 59 7 89 257

    Mean 0.722 0.716 0.691 0.677 0.704

    SD 0.097 0.091 0.137 0.100 0.099

    Median 0.719 0.734 0.667 0.674 0.700

    Q1, Q3 0.652, 0.803 0.671, 0.782 0.583, 0.785 0.601, 0.732 0.642, 0.776

    Min, Max 0.49, 0.98 0.41, 0.88 0.49, 0.91 0.44, 0.93 0.41, 0.98

Total hip BMD (g/cm
2
) - Norland

    n 0 0 3 0 3

    Mean . . 0.746 . 0.746

    SD . . 0.031 . 0.031

    Median . . 0.762 . 0.762

    Q1, Q3 ., . ., . 0.710, 0.765 ., . 0.710, 0.765

    Min, Max ., . ., . 0.71, 0.77 ., . 0.71, 0.77

Femoral neck BMD (g/cm
2
) - Lunar

    n 286 90 63 99 538

    Mean 0.727 0.737 0.702 0.706 0.722

    SD 0.100 0.088 0.102 0.104 0.099

    Median 0.713 0.731 0.711 0.697 0.712

    Q1, Q3 0.659, 0.793 0.679, 0.792 0.647, 0.782 0.644, 0.759 0.659, 0.788

    Min, Max 0.40, 1.02 0.52, 0.98 0.43, 0.88 0.51, 1.07 0.40, 1.07
Page 1 of 3

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd.sas
Output: t14t-02-001-014-base-bmd-dxa-p.rtf  (Date Generated: 02NOV15:05:33:08) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.14.  Baseline Bone Mineral Density (BMD) by DXA Densitometer Type
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Hologic

    n 104 59 13 95 271

    Mean 0.620 0.600 0.602 0.569 0.597

    SD 0.084 0.074 0.105 0.083 0.085

    Median 0.615 0.596 0.600 0.561 0.593

    Q1, Q3 0.569, 0.656 0.551, 0.647 0.502, 0.714 0.520, 0.630 0.541, 0.644

    Min, Max 0.45, 0.92 0.38, 0.79 0.44, 0.74 0.38, 0.80 0.38, 0.92

Femoral neck BMD (g/cm
2
) - Norland

    n 0 0 10 0 10

    Mean . . 0.620 . 0.620

    SD . . 0.071 . 0.071

    Median . . 0.641 . 0.641

    Q1, Q3 ., . ., . 0.587, 0.678 ., . 0.587, 0.678

    Min, Max ., . ., . 0.46, 0.70 ., . 0.46, 0.70

Lumbar spine BMD (g/cm
2
) - Lunar

    n 305 75 94 104 578

    Mean 0.854 0.871 0.833 0.948 0.870

    SD 0.152 0.121 0.091 0.162 0.147

    Median 0.834 0.860 0.838 0.907 0.851

    Q1, Q3 0.766, 0.898 0.797, 0.921 0.762, 0.885 0.842, 1.024 0.784, 0.920

    Min, Max 0.48, 1.99 0.65, 1.21 0.66, 1.07 0.54, 1.53 0.48, 1.99

Lumbar spine BMD (g/cm
2
) - Hologic

    n 115 57 11 102 285

    Mean 0.762 0.718 0.750 0.808 0.769

    SD 0.111 0.089 0.068 0.164 0.132

    Median 0.734 0.717 0.750 0.775 0.738

    Q1, Q3 0.693, 0.817 0.658, 0.764 0.715, 0.802 0.703, 0.874 0.693, 0.826

    Min, Max 0.58, 1.14 0.54, 0.93 0.60, 0.85 0.52, 1.76 0.52, 1.76
Page 2 of 3

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd.sas
Output: t14t-02-001-014-base-bmd-dxa-p.rtf  (Date Generated: 02NOV15:05:33:08) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.14.  Baseline Bone Mineral Density (BMD) by DXA Densitometer Type
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Norland

    n 0 0 10 0 10

    Mean . . 0.810 . 0.810

    SD . . 0.121 . 0.121

    Median . . 0.787 . 0.787

    Q1, Q3 ., . ., . 0.716, 0.912 ., . 0.716, 0.912

    Min, Max ., . ., . 0.64, 1.01 ., . 0.64, 1.01
Page 3 of 3

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd.sas
Output: t14t-02-001-014-base-bmd-dxa-p.rtf  (Date Generated: 02NOV15:05:33:08) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.15.  Baseline Bone Mineral Density (BMD) by QCT
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
3
)

    n 3 1 0 0 4

    Mean 0.208 0.709 . . 0.333

    SD 0.244 . . . 0.320

    Median 0.074 0.709 . . 0.282

    Q1, Q3 0.060, 0.490 0.709, 0.709 ., . ., . 0.067, 0.600

    Min, Max 0.06, 0.49 0.71, 0.71 ., . ., . 0.06, 0.71
Page 1 of 1

N = Number of patients in the full analysis set; QCT = Quantitative computed tomography.
Includes the closest complete QCT assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd.sas
Output: t14t-02-001-015-base-bmd-qct-p.rtf  (Date Generated: 02NOV15:05:33:11) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.16.  Baseline Bone Mineral Density (BMD) T-score by DXA
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD T-score

    n 359 162 53 208 782

    Mean -2.065 -1.973 -2.043 -2.132 -2.062

    SD 0.841 0.811 0.862 0.891 0.850

    Median -2.100 -2.000 -1.800 -2.200 -2.100

    Q1, Q3 -2.600, -1.500 -2.500, -1.490 -2.650, -1.500 -2.700, -1.600 -2.600, -1.500

    Min, Max -5.30, 0.40 -4.40, 0.30 -4.60, -0.54 -4.30, 2.00 -5.30, 2.00

Total hip BMD T-score – n (%)

    ≤ -2.5 120 (20.7) 42 (14.0) 17 (5.7) 77 (25.6) 256 (17.3)

    > -2.5 239 (41.3) 120 (40.0) 36 (12.0) 131 (43.5) 526 (35.6)

    Missing 220 (38.0) 138 (46.0) 246 (82.3) 93 (30.9) 697 (47.1)

Femoral neck BMD T-score

    n 395 180 154 231 960

    Mean -2.258 -2.240 -2.607 -2.508 -2.371

    SD 0.852 0.844 0.809 0.731 0.828

    Median -2.300 -2.200 -2.635 -2.600 -2.400

    Q1, Q3 -2.800, -1.700 -2.800, -1.700 -3.100, -2.000 -3.000, -2.100 -2.900, -1.900

    Min, Max -4.80, 0.40 -4.77, 0.00 -4.62, -0.10 -4.30, 0.20 -4.80, 0.40

Femoral neck BMD T-score – n (%)

    ≤ -2.5 164 (28.3) 72 (24.0) 95 (31.8) 139 (46.2) 470 (31.8)

    > -2.5 231 (39.9) 108 (36.0) 59 (19.7) 92 (30.6) 490 (33.1)

    Missing 184 (31.8) 120 (40.0) 145 (48.5) 70 (23.3) 519 (35.1)
Page 1 of 2

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Includes the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd-ts.sas
Output: t14t-02-001-016-base-bmd-ts-dxa-p.rtf  (Date Generated: 02NOV15:05:32:41) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.16.  Baseline Bone Mineral Density (BMD) T-score by DXA
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD T-score

    n 440 178 206 274 1098

    Mean -2.724 -2.774 -2.709 -2.229 -2.606

    SD 1.086 0.871 0.789 1.275 1.078

    Median -2.900 -2.805 -2.700 -2.600 -2.700

    Q1, Q3 -3.400, -2.290 -3.300, -2.400 -3.200, -2.400 -3.000, -1.600 -3.300, -2.200

    Min, Max -5.80, 3.70 -4.58, 0.10 -5.00, -0.30 -5.40, 4.30 -5.80, 4.30

Lumbar spine BMD T-score – n (%)

    ≤ -2.5 305 (52.7) 131 (43.7) 150 (50.2) 153 (50.8) 739 (50.0)

    > -2.5 135 (23.3) 47 (15.7) 56 (18.7) 121 (40.2) 359 (24.3)

    Missing 139 (24.0) 122 (40.7) 93 (31.1) 27 (9.0) 381 (25.8)
Page 2 of 2

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Includes the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd-ts.sas
Output: t14t-02-001-016-base-bmd-ts-dxa-p.rtf  (Date Generated: 02NOV15:05:32:41) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.17.  Baseline DXA Bone Mineral Density (BMD) T-score ≤ -2.5
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)
n/N1 (%)

Austria
(N = 300)
n/N1 (%)

Greece
(N = 299)
n/N1 (%)

Belgium
(N = 301)
n/N1 (%)

Overall
(N = 1479)
n/N1 (%)

BMD T-score ≤ -2.5 382/466 (82.0) 165/210 (78.6) 239/280 (85.4) 247/278 (88.8) 1033/1234 (83.7)

Page 1 of 1
N = Number of patients in the full analysis set; N1 = Number of patients with a baseline DXA BMD T-score; DXA = Dual energy X-ray absorptiometry.
Percentages based on N1. Includes the closest complete DXA T-score from all sites (total hip, femoral neck, lumbar spine) within the window of up to 1 year 
prior to first Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-bmd-ts-any.sas 
Output: t14t-02-001-017-base-bmd-ts-any-l.rtf (Date Generated: 02NOV2015: 5:32:18)  Source Data: adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-2.1.18.  At Least one Baseline DXA Assessment
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

At least one baseline DXA assessment

    Yes 466 (80.5) 210 (70.0) 280 (93.6) 278 (92.4) 1234 (83.4)

    No 113 (19.5) 90 (30.0) 19 (6.4) 23 (7.6) 245 (16.6)
Page 1 of 1

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Includes the closest complete DXA 
assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of 
up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records are 

equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-any-dxa.sas
Output: t14t-02-001-018-base-any-dxa-p.rtf  (Date Generated: 09NOV15:06:14:18) Source Data: 
adam.aslbase

Product or Therapeutic Area:

Date:
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Table 14t-2.1.19.  Physician and Site Characteristics
(Final Analysis)

Germany
(N = 47)

n (%)

Austria
(N = 22)

n (%)

Greece
(N = 27)

n (%)

Belgium
(N = 44)

n (%)

Overall
(N = 140)

n (%)

Physician speciality

Orthopedist 25 (53.2) 3 (13.6) 9 (33.3) 0 (0.0) 37 (26.4)

Trauma surgeon 1 (2.1) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.7)

Rheumatologist 8 (17.0) 1 (4.5) 5 (18.5) 7 (15.9) 21 (15.0)

Internist 1 (2.1) 3 (13.6) 1 (3.7) 0 (0.0) 5 (3.6)

Endocrinologist 6 (12.8) 3 (13.6) 11 (40.7) 0 (0.0) 20 (14.3)

Rehabilitation medicine 0 (0.0) 0 (0.0) 0 (0.0) 1 (2.3) 1 (0.7)

Geriatrician 0 (0.0) 0 (0.0) 0 (0.0) 3 (6.8) 3 (2.1)

Obstetrician/gynecologist 2 (4.3) 7 (31.8) 0 (0.0) 1 (2.3) 10 (7.1)

Family physician/general 
practitioner

2 (4.3) 4 (18.2) 0 (0.0) 30 (68.2) 36 (25.7)

Other 2 (4.3) 1 (4.5) 0 (0.0) 2 (4.5) 5 (3.6)

Not available 0 (0.0) 0 (0.0) 1 (3.7) 0 (0.0) 1 (0.7)

Sole physician

Sole 21 (44.7) 16 (72.7) 12 (44.4) 20 (45.5) 69 (49.3)

Group 26 (55.3) 6 (27.3) 15 (55.6) 24 (54.5) 71 (50.7)

Physician group size

2 - 3 15 (31.9) 3 (13.6) 7 (25.9) 13 (29.5) 38 (27.1)

4 - 5 9 (19.1) 0 (0.0) 7 (25.9) 4 (9.1) 20 (14.3)

6 - 10 2 (4.3) 3 (13.6) 0 (0.0) 7 (15.9) 12 (8.6)

> 10 0 (0.0) 0 (0.0) 1 (3.7) 0 (0.0) 1 (0.7)

Physician gender

Male 43 (91.5) 12 (54.5) 22 (81.5) 36 (81.8) 113 (80.7)

Female 4 (8.5) 10 (45.5) 5 (18.5) 8 (18.2) 27 (19.3)

Physician years of practice

1 to 4 years 0 (0.0) 0 (0.0) 0 (0.0) 1 (2.3) 1 (0.7)

5 to 9 years 6 (12.8) 2 (9.1) 10 (37.0) 2 (4.5) 20 (14.3)

≥ 10 years 41 (87.2) 20 (90.9) 17 (63.0) 41 (93.2) 119 (85.0)

Page 1 of 2
N = Number of sites.
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Table 14t-2.1.19.  Physician and Site Characteristics
(Final Analysis)

Germany
(N = 47)

n (%)

Austria
(N = 22)

n (%)

Greece
(N = 27)

n (%)

Belgium
(N = 44)

n (%)

Overall
(N = 140)

n (%)

Centre type

Public 19 (40.4) 12 (54.5) 15 (55.6) 10 (22.7) 56 (40.0)

Private 27 (57.4) 10 (45.5) 12 (44.4) 34 (77.3) 83 (59.3)

Other 1 (2.1) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.7)

Academic centre

Academic 15 (31.9) 12 (54.5) 7 (25.9) 5 (11.4) 39 (27.9)

Non-academic 24 (51.1) 7 (31.8) 18 (66.7) 33 (75.0) 82 (58.6)

Both 6 (12.8) 3 (13.6) 1 (3.7) 3 (6.8) 13 (9.3)

Not available 2 (4.3) 0 (0.0) 1 (3.7) 3 (6.8) 6 (4.3)

Site participating in Prolong patient support program

Yes 7 (14.9) 9 (40.9) 1 (3.7) 0 (0.0) 17 (12.1)

No 28 (59.6) 7 (31.8) 19 (70.4) 28 (63.6) 82 (58.6)

Unknown 12 (25.5) 5 (22.7) 7 (25.9) 16 (36.4) 40 (28.6)

Missing 0 (0.0) 1 (4.5) 0 (0.0) 0 (0.0) 1 (0.7)

Region

Urban 39 (83.0) 20 (90.9) 27 (100) 26 (59.1) 112 (80.0)

Rural 8 (17.0) 2 (9.1) 0 (0.0) 18 (40.9) 28 (20.0)

Page 2 of 2
N = Number of sites.
Percentages are based on the number of sites. Site 26041 in Germany has been excluded as sign off 
on the Investigator Verification Page could not be obtained.
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Table 14t-2.1.20.  Prescribing Prolia®

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Reason for prescribing Prolia
®

to post-menopausal patient with 
osteoporosis

a

This patient has had a history of osteoporotic fracture 281 (48.5) 74 (24.7) 83 (27.8) 104 (34.6) 542 (36.6)

This patient has multiple risk factors for fracture 278 (48.0) 106 (35.3) 137 (45.8) 165 (54.8) 686 (46.4)

The patient failed other available osteoporosis therapy 193 (33.3) 83 (27.7) 134 (44.8) 80 (26.6) 490 (33.1)

Patient is intolerant to other osteoporosis therapy 114 (19.7) 105 (35.0) 63 (21.1) 39 (13.0) 321 (21.7)

Other 66 (11.4) 18 (6.0) 35 (11.7) 54 (17.9) 173 (11.7)

Injection administered in investigator's site

Yes 562 (97.1) 274 (91.3) 272 (91.0) 240 (79.7) 1348 (91.1)

No 17 (2.9) 26 (8.7) 27 (9.0) 61 (20.3) 131 (8.9)

Individual administrating injection if outside investigator’s office

Physician 11 (1.9) 26 (8.7) 4 (1.3) 56 (18.6) 97 (6.6)

Pharmacist 0 (0.0) 0 (0.0) 19 (6.4) 0 (0.0) 19 (1.3)

Other health care professional 6 (1.0) 0 (0.0) 4 (1.3) 5 (1.7) 15 (1.0)

Page 1 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-2.1.20.  Prescribing Prolia®

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written)
305 (52.7) 77 (25.7) 163 (54.5) 6 (2.0) 551 (37.3)

Separate appointment 274 (47.3) 223 (74.3) 136 (45.5) 295 (98.0) 928 (62.7)

Page 2 of 2
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-2.1.21.  Patient Reported Outcome at Baseline - Morisky Medication Adherence Scale
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Do you sometimes forget to take your chronic health condition medication(s)?

    Yes 74 (12.8) 61 (20.3) 82 (27.4) 43 (14.3) 260 (17.6)

    No 453 (78.2) 229 (76.3) 171 (57.2) 232 (77.1) 1085 (73.4)

    Missing 52 (9.0) 10 (3.3) 46 (15.4) 26 (8.6) 134 (9.1)

Thinking over the past two weeks, were there any days when you did not take your chronic health condition medication(s)?

    Yes 42 (7.3) 35 (11.7) 45 (15.1) 24 (8.0) 146 (9.9)

    No 485 (83.8) 252 (84.0) 208 (69.6) 252 (83.7) 1197 (80.9)

    Missing 52 (9.0) 13 (4.3) 46 (15.4) 25 (8.3) 136 (9.2)

Have you ever cut back or stopped taking your medication(s) without telling your doctor, because you felt worse when you took it?

    Yes 53 (9.2) 43 (14.3) 75 (25.1) 34 (11.3) 205 (13.9)

    No 473 (81.7) 245 (81.7) 178 (59.5) 242 (80.4) 1138 (76.9)

    Missing 53 (9.2) 12 (4.0) 46 (15.4) 25 (8.3) 136 (9.2)
Page 1 of 3

N = Number of patients in the full analysis set.
Percentages are based on the number of patients in the full analysis set. Full detail of Morisky medication adherence scale can be found in statistical 
analysis plan section 14.3.2.
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Table 14t-2.1.21.  Patient Reported Outcome at Baseline - Morisky Medication Adherence Scale
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

When you travel or leave home, do you sometimes forget to bring along your chronic health condition medication(s)?

    Yes 28 (4.8) 37 (12.3) 42 (14.0) 22 (7.3) 129 (8.7)

    No 498 (86.0) 251 (83.7) 209 (69.9) 252 (83.7) 1210 (81.8)

    Missing 53 (9.2) 12 (4.0) 48 (16.1) 27 (9.0) 140 (9.5)

Did you take your chronic health condition medication(s) yesterday?

    Yes 401 (69.3) 236 (78.7) 188 (62.9) 235 (78.1) 1060 (71.7)

    No 116 (20.0) 50 (16.7) 63 (21.1) 40 (13.3) 269 (18.2)

    Missing 62 (10.7) 14 (4.7) 48 (16.1) 26 (8.6) 150 (10.1)

When you feel like your chronic health condition is under control, do you sometimes stop taking your medication(s)?

    Yes 32 (5.5) 37 (12.3) 53 (17.7) 24 (8.0) 146 (9.9)

    No 493 (85.1) 249 (83.0) 200 (66.9) 251 (83.4) 1193 (80.7)

    Missing 54 (9.3) 14 (4.7) 46 (15.4) 26 (8.6) 140 (9.5)
Page 2 of 3

N = Number of patients in the full analysis set.
Percentages are based on the number of patients in the full analysis set. Full detail of Morisky medication adherence scale can be found in statistical 
analysis plan section 14.3.2.
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Table 14t-2.1.21.  Patient Reported Outcome at Baseline - Morisky Medication Adherence Scale
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Do you ever feel hassled about sticking to your chronic health condition treatment plan?

    Yes 151 (26.1) 115 (38.3) 58 (19.4) 41 (13.6) 365 (24.7)

    No 374 (64.6) 171 (57.0) 194 (64.9) 235 (78.1) 974 (65.9)

    Missing 54 (9.3) 14 (4.7) 47 (15.7) 25 (8.3) 140 (9.5)

How often do you have difficulty remembering to take all your medication(s)?

    Never/rarely 375 (64.8) 197 (65.7) 140 (46.8) 219 (72.8) 931 (62.9)

    Once in a while 59 (10.2) 44 (14.7) 69 (23.1) 25 (8.3) 197 (13.3)

    Sometimes 26 (4.5) 23 (7.7) 34 (11.4) 14 (4.7) 97 (6.6)

    Usually 6 (1.0) 3 (1.0) 7 (2.3) 7 (2.3) 23 (1.6)

    All the time 4 (0.7) 4 (1.3) 3 (1.0) 0 (0.0) 11 (0.7)

    Missing 109 (18.8) 29 (9.7) 46 (15.4) 36 (12.0) 220 (14.9)
Page 3 of 3

N = Number of patients in the full analysis set.
Percentages are based on the number of patients in the full analysis set. Full detail of Morisky medication adherence scale can be found in statistical 
analysis plan section 14.3.2.
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Table 14t-2.1.22.  Patient Reported Outcome at Baseline - Morisky Medication Adherence Scale (Summary)
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Morisky medication adherence total score

    n 451 267 249 262 1229

    Mean 7.007 6.595 6.189 7.097 6.771

    SD 1.276 1.513 1.759 1.557 1.533

    Median 7.000 7.000 6.750 8.000 7.000

    Q1, Q3 6.750, 8.000 6.000, 8.000 4.750, 8.000 7.000, 8.000 6.000, 8.000

    Min, Max 1.00, 8.00 1.00, 8.00 1.25, 8.00 0.25, 8.00 0.25, 8.00

Morisky medication adherence categorical score - n (%)

    High - (score = 8) 190 (32.8) 90 (30.0) 63 (21.1) 149 (49.5) 492 (33.3)

    Medium - (score ≥ 6 and < 8) 204 (35.2) 114 (38.0) 102 (34.1) 78 (25.9) 498 (33.7)

    Low - (score < 6) 57 (9.8) 63 (21.0) 84 (28.1) 35 (11.6) 239 (16.2)

    Missing 128 (22.1) 33 (11.0) 50 (16.7) 39 (13.0) 250 (16.9)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages are based on the number of patients in the full analysis set. Scores calculated from patients who answered all questions.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

In general, would you say your health is

    Excellent 9 (1.6) 8 (2.7) 12 (4.0) 7 (2.3) 36 (2.4)

    Very good 34 (5.9) 46 (15.3) 48 (16.1) 45 (15.0) 173 (11.7)

    Good 240 (41.5) 147 (49.0) 102 (34.1) 123 (40.9) 612 (41.4)

    Fair 212 (36.6) 83 (27.7) 77 (25.8) 87 (28.9) 459 (31.0)

    Poor 42 (7.3) 10 (3.3) 14 (4.7) 17 (5.6) 83 (5.6)

    Missing 42 (7.3) 6 (2.0) 46 (15.4) 22 (7.3) 116 (7.8)

Does your health now limit moderate activities

    Yes, limited a lot 153 (26.4) 61 (20.3) 49 (16.4) 75 (24.9) 338 (22.9)

    Yes, limited a little 251 (43.4) 136 (45.3) 99 (33.1) 106 (35.2) 592 (40.0)

    No, not limited at all 131 (22.6) 95 (31.7) 104 (34.8) 98 (32.6) 428 (28.9)

    Missing 44 (7.6) 8 (2.7) 47 (15.7) 22 (7.3) 121 (8.2)
Page 1 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Does your health now limit climbing several flights of stairs

    Yes, limited a lot 122 (21.1) 53 (17.7) 58 (19.4) 73 (24.3) 306 (20.7)

    Yes, limited a little 236 (40.8) 125 (41.7) 114 (38.1) 104 (34.6) 579 (39.1)

    No, not limited at all 176 (30.4) 111 (37.0) 78 (26.1) 99 (32.9) 464 (31.4)

    Missing 45 (7.8) 11 (3.7) 49 (16.4) 25 (8.3) 130 (8.8)

Physical health problems: accomplished less than you would like

    All of the time 53 (9.2) 26 (8.7) 16 (5.4) 27 (9.0) 122 (8.2)

    Most of the time 130 (22.5) 69 (23.0) 46 (15.4) 74 (24.6) 319 (21.6)

    Some of the time 187 (32.3) 102 (34.0) 53 (17.7) 66 (21.9) 408 (27.6)

    A little of the time 98 (16.9) 56 (18.7) 65 (21.7) 54 (17.9) 273 (18.5)

    None of the time 66 (11.4) 38 (12.7) 72 (24.1) 54 (17.9) 230 (15.6)

    Missing 45 (7.8) 9 (3.0) 47 (15.7) 26 (8.6) 127 (8.6)
Page 2 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Physical health problems: limited in the kind of work or other activities

    All of the time 51 (8.8) 31 (10.3) 16 (5.4) 30 (10.0) 128 (8.7)

    Most of the time 114 (19.7) 60 (20.0) 41 (13.7) 71 (23.6) 286 (19.3)

    Some of the time 158 (27.3) 78 (26.0) 49 (16.4) 76 (25.2) 361 (24.4)

    A little of the time 107 (18.5) 58 (19.3) 61 (20.4) 40 (13.3) 266 (18.0)

    None of the time 97 (16.8) 61 (20.3) 82 (27.4) 59 (19.6) 299 (20.2)

    Missing 52 (9.0) 12 (4.0) 50 (16.7) 25 (8.3) 139 (9.4)

Emotional problems: accomplished less than you would like

    All of the time 26 (4.5) 10 (3.3) 17 (5.7) 7 (2.3) 60 (4.1)

    Most of the time 72 (12.4) 27 (9.0) 38 (12.7) 42 (14.0) 179 (12.1)

    Some of the time 148 (25.6) 77 (25.7) 64 (21.4) 82 (27.2) 371 (25.1)

    A little of the time 121 (20.9) 78 (26.0) 58 (19.4) 55 (18.3) 312 (21.1)

    None of the time 166 (28.7) 101 (33.7) 75 (25.1) 90 (29.9) 432 (29.2)

    Missing 46 (7.9) 7 (2.3) 47 (15.7) 25 (8.3) 125 (8.5)
Page 3 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

Emotional problems: did work or other activities less carefully than usual

    All of the time 27 (4.7) 15 (5.0) 14 (4.7) 4 (1.3) 60 (4.1)

    Most of the time 58 (10.0) 33 (11.0) 31 (10.4) 45 (15.0) 167 (11.3)

    Some of the time 154 (26.6) 67 (22.3) 53 (17.7) 69 (22.9) 343 (23.2)

    A little of the time 119 (20.6) 71 (23.7) 69 (23.1) 69 (22.9) 328 (22.2)

    None of the time 171 (29.5) 103 (34.3) 83 (27.8) 88 (29.2) 445 (30.1)

    Missing 50 (8.6) 11 (3.7) 49 (16.4) 26 (8.6) 136 (9.2)

During the past 4 weeks, how much did pain interfere with your normal work

    Not at all 64 (11.1) 53 (17.7) 80 (26.8) 55 (18.3) 252 (17.0)

    A little bit/slightly/somewhat 129 (22.3) 77 (25.7) 49 (16.4) 73 (24.3) 328 (22.2)

    Moderately 128 (22.1) 69 (23.0) 64 (21.4) 67 (22.3) 328 (22.2)

    Quite a bit/a lot/very much 150 (25.9) 64 (21.3) 51 (17.1) 60 (19.9) 325 (22.0)

    Extremely 65 (11.2) 31 (10.3) 10 (3.3) 22 (7.3) 128 (8.7)

    Missing 43 (7.4) 6 (2.0) 45 (15.1) 24 (8.0) 118 (8.0)
Page 4 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

During the past 4 weeks, have you felt calm and peaceful

    All of the time 50 (8.6) 40 (13.3) 27 (9.0) 21 (7.0) 138 (9.3)

    Most of the time 272 (47.0) 141 (47.0) 77 (25.8) 110 (36.5) 600 (40.6)

    Some of the time 117 (20.2) 68 (22.7) 64 (21.4) 75 (24.9) 324 (21.9)

    A little of the time 82 (14.2) 31 (10.3) 66 (22.1) 64 (21.3) 243 (16.4)

    None of the time 11 (1.9) 11 (3.7) 19 (6.4) 8 (2.7) 49 (3.3)

    Missing 47 (8.1) 9 (3.0) 46 (15.4) 23 (7.6) 125 (8.5)

During the past 4 weeks, did you have a lot of energy

    All of the time 35 (6.0) 20 (6.7) 43 (14.4) 30 (10.0) 128 (8.7)

    Most of the time 175 (30.2) 100 (33.3) 77 (25.8) 77 (25.6) 429 (29.0)

    Some of the time 136 (23.5) 83 (27.7) 70 (23.4) 88 (29.2) 377 (25.5)

    A little of the time 144 (24.9) 68 (22.7) 49 (16.4) 66 (21.9) 327 (22.1)

    None of the time 44 (7.6) 18 (6.0) 13 (4.3) 17 (5.6) 92 (6.2)

    Missing 45 (7.8) 11 (3.7) 47 (15.7) 23 (7.6) 126 (8.5)
Page 5 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.23.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 299) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1479) 

n (%)

During the past 4 weeks, have you felt downhearted and depressed

    All of the time 9 (1.6) 6 (2.0) 15 (5.0) 9 (3.0) 39 (2.6)

    Most of the time 62 (10.7) 22 (7.3) 40 (13.4) 38 (12.6) 162 (11.0)

    Some of the time 183 (31.6) 97 (32.3) 85 (28.4) 94 (31.2) 459 (31.0)

    A little of the time 164 (28.3) 93 (31.0) 71 (23.7) 70 (23.3) 398 (26.9)

    None of the time 113 (19.5) 72 (24.0) 42 (14.0) 68 (22.6) 295 (19.9)

    Missing 48 (8.3) 10 (3.3) 46 (15.4) 22 (7.3) 126 (8.5)

During the past 4 weeks, physical health or emotional problems interfered with your social activities

    All of the time 21 (3.6) 5 (1.7) 16 (5.4) 15 (5.0) 57 (3.9)

    Most of the time 50 (8.6) 22 (7.3) 35 (11.7) 40 (13.3) 147 (9.9)

    Some of the time 141 (24.4) 60 (20.0) 50 (16.7) 80 (26.6) 331 (22.4)

    A little of the time 119 (20.6) 82 (27.3) 59 (19.7) 53 (17.6) 313 (21.2)

    None of the time 208 (35.9) 124 (41.3) 92 (30.8) 91 (30.2) 515 (34.8)

    Missing 40 (6.9) 7 (2.3) 47 (15.7) 22 (7.3) 116 (7.8)
Page 6 of 6

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Full detail of SF-12 can be found in statistical analysis plan 
section 14.3.1.
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Table 14t-2.1.24.  Patient Reported Outcome at Baseline - Short Form-12 Health Well-being (Summary)
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Physical component summary score (PCS)

    n 534 293 252 277 1356

    Mean 39.926 42.048 45.673 42.340 41.946

    SD 9.981 10.603 10.055 10.740 10.482

    Median 40.130 42.020 47.570 42.570 42.155

    Q1, Q3 32.690, 47.510 35.090, 50.380 38.465, 53.735 34.110, 52.410 34.335, 50.310

    Min, Max 15.29, 65.07 12.96, 61.42 21.33, 68.68 14.96, 63.20 12.96, 68.68

Mental component summary score (MCS)

    n 532 293 253 277 1355

    Mean 48.383 49.376 45.461 46.820 47.733

    SD 10.416 10.455 10.643 10.359 10.534

    Median 49.485 50.380 45.590 47.000 48.570

    Q1, Q3 40.725, 56.710 42.840, 56.890 38.140, 53.800 39.150, 55.270 40.290, 56.150

    Min, Max 17.69, 75.69 17.98, 71.98 18.22, 65.07 22.66, 68.18 17.69, 75.69
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. PCS and MCS were analysed by QualityMetric Health Outcomes

TM
Scoring 

Software v 4.5.
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Table 14t-2.1.25.  Patient Reported Outcome at Baseline - Patient Questionnaire
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Marital status – n (%)

    Married 244 (42.1) 158 (52.7) 210 (70.2) 153 (50.8) 765 (51.7)

    Never married 22 (3.8) 21 (7.0) 15 (5.0) 15 (5.0) 73 (4.9)

    Divorced 19 (3.3) 26 (8.7) 13 (4.3) 15 (5.0) 73 (4.9)

    Separated 6 (1.0) 1 (0.3) 0 (0.0) 3 (1.0) 10 (0.7)

    Widowed 144 (24.9) 93 (31.0) 60 (20.1) 89 (29.6) 386 (26.1)

    Missing 144 (24.9) 1 (0.3) 1 (0.3) 26 (8.6) 172 (11.6)

Living situation - n (%)

    At home with spouse/family 253 (43.7) 178 (59.3) 236 (78.9) 188 (62.5) 855 (57.8)

    At home with care/support 12 (2.1) 10 (3.3) 2 (0.7) 11 (3.7) 35 (2.4)

    At home alone 145 (25.0) 93 (31.0) 51 (17.1) 91 (30.2) 380 (25.7)

    Nursing home 5 (0.9) 7 (2.3) 0 (0.0) 6 (2.0) 18 (1.2)

    Not available 115 (19.9) 12 (4.0) 10 (3.3) 3 (1.0) 140 (9.5)

    Missing 49 (8.5) 0 (0.0) 0 (0.0) 2 (0.7) 51 (3.4)
Page 1 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active 
reminder and includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder 
and includes No, Unknown and Other reminder.
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Table 14t-2.1.25.  Patient Reported Outcome at Baseline - Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Highest education – n (%)

    No formal education 15 (2.6) 6 (2.0) 5 (1.7) 11 (3.7) 37 (2.5)

    Elementary education 132 (22.8) 83 (27.7) 109 (36.5) 112 (37.2) 436 (29.5)

    Secondary education 75 (13.0) 156 (52.0) 98 (32.8) 109 (36.2) 438 (29.6)

    University 47 (8.1) 19 (6.3) 43 (14.4) 15 (5.0) 124 (8.4)

    Not applicable 240 (41.5) 36 (12.0) 43 (14.4) 51 (16.9) 370 (25.0)

    Missing 70 (12.1) 0 (0.0) 1 (0.3) 3 (1.0) 74 (5.0)

Employment status - n (%)

    Employed 52 (9.0) 25 (8.3) 30 (10.0) 20 (6.6) 127 (8.6)

    Self employed 4 (0.7) 3 (1.0) 20 (6.7) 2 (0.7) 29 (2.0)

    Unemployed 11 (1.9) 6 (2.0) 47 (15.7) 47 (15.6) 111 (7.5)

    Retired 472 (81.5) 265 (88.3) 201 (67.2) 217 (72.1) 1155 (78.1)

    Missing 40 (6.9) 1 (0.3) 1 (0.3) 15 (5.0) 57 (3.9)
Page 2 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active 
reminder and includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder 
and includes No, Unknown and Other reminder.
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Table 14t-2.1.25.  Patient Reported Outcome at Baseline - Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Proximity to clinic (minutes)

    n 387 296 292 300 1275

    Mean 28.1 23.3 37.1 14.3 25.8

    SD 27.9 18.0 34.4 13.7 26.3

    Median 20.0 20.0 30.0 10.0 20.0

    Q1, Q3 12.0, 30.0 10.0, 30.0 15.0, 45.0 5.0, 15.0 10.0, 30.0

    Min, Max 0, 300 0, 120 3, 300 1, 150 0, 300

Method of transport to health provider – n (%)

    Walk 42 (7.3) 83 (27.7) 31 (10.4) 36 (12.0) 192 (13.0)

    Cycle 4 (0.7) 12 (4.0) 2 (0.7) 14 (4.7) 32 (2.2)

    Public transport 90 (15.5) 91 (30.3) 108 (36.1) 13 (4.3) 302 (20.4)

    Own vehicle 168 (29.0) 97 (32.3) 127 (42.5) 198 (65.8) 590 (39.9)

    Other 62 (10.7) 16 (5.3) 26 (8.7) 39 (13.0) 143 (9.7)

    Missing 213 (36.8) 1 (0.3) 5 (1.7) 1 (0.3) 220 (14.9)
Page 3 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active 
reminder and includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder 
and includes No, Unknown and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-base-patient-pro.sas
Output: t14t-02-001-025-base-patient-pro-l.rtf  (Date Generated: 02NOV15:05:37:31) Source Data: adam.aqspq, adam.aslbase, adam.aslinfo

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 147 of 1214



Table 14t-2.1.25.  Patient Reported Outcome at Baseline - Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Health insurance – n (%)

    Public 466 (80.5) 296 (98.7) 286 (95.7) 280 (93.0) 1328 (89.8)

    Private 100 (17.3) 3 (1.0) 13 (4.3) 19 (6.3) 135 (9.1)

    Other 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Missing 12 (2.1) 0 (0.0) 0 (0.0) 1 (0.3) 13 (0.9)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) – n (%)

    Yes 102 (17.6) 59 (19.7) 47 (15.7) 44 (14.6) 252 (17.0)

    No 334 (57.7) 226 (75.3) 215 (71.9) 217 (72.1) 992 (67.1)

    Not applicable 138 (23.8) 15 (5.0) 37 (12.4) 40 (13.3) 230 (15.6)

    Missing 5 (0.9) 0 (0.0) 0 (0.0) 0 (0.0) 5 (0.3)

Reminder service – n (%)

    Yes 428 (73.9) 223 (74.3) 125 (41.8) 206 (68.4) 982 (66.4)

    No 135 (23.3) 76 (25.3) 172 (57.5) 81 (26.9) 464 (31.4)

    Unknown 16 (2.8) 1 (0.3) 2 (0.7) 14 (4.7) 33 (2.2)
Page 4 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active 
reminder and includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder 
and includes No, Unknown and Other reminder.
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Table 14t-2.1.25.  Patient Reported Outcome at Baseline - Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

If yes, how are patients reminded
a

– n (%)

    Telephone call 265 (45.8) 147 (49.0) 48 (16.1) 48 (15.9) 508 (34.3)

    Mailing (e.g. postcard) 48 (8.3) 53 (17.7) 0 (0.0) 48 (15.9) 149 (10.1)

    Email/SMS 0 (0.0) 2 (0.7) 0 (0.0) 11 (3.7) 13 (0.9)

    Appointment card 159 (27.5) 86 (28.7) 75 (25.1) 69 (22.9) 389 (26.3)

    Sticker from drug package 94 (16.2) 51 (17.0) 9 (3.0) 66 (21.9) 220 (14.9)

    Other 1 (0.2) 3 (1.0) 1 (0.3) 6 (2.0) 11 (0.7)

Patients PMO support tools and/or programs
b

– n (%)

    Active reminder 296 (51.1) 166 (55.3) 48 (16.1) 103 (34.2) 613 (41.4)

    Passive reminder 131 (22.6) 57 (19.0) 76 (25.4) 100 (33.2) 364 (24.6)

    No reminder 152 (26.3) 77 (25.7) 175 (58.5) 98 (32.6) 502 (33.9)
Page 5 of 5

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active 
reminder and includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder 
and includes No, Unknown and Other reminder.
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Table 14t-4.1.1.1.  Persistence Rate at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

12 months

Primary: 6 months + 8 weeks 534 (92.2)
(89.7, 94.3)

268 (89.3)
(85.3, 92.6)

282 (94.3)
(91.1, 96.7)

288 (95.7)
(92.7, 97.7)

1372 (92.8)
(91.3, 94.0)

Sensitivity 1: 6 months + 4 weeks 514 (88.8)
(85.9, 91.2)

260 (86.7)
(82.3, 90.3)

270 (90.3)
(86.4, 93.4)

277 (92.0)
(88.4, 94.8)

1321 (89.3)
(87.6, 90.8)

Sensitivity 2: 6 months + 6 weeks 525 (90.7)
(88.0, 92.9)

265 (88.3)
(84.1, 91.7)

279 (93.3)
(89.9, 95.9)

284 (94.4)
(91.1, 96.7)

1353 (91.5)
(89.9, 92.9)

Sensitivity 3: 6 months + 12 weeks 537 (92.7)
(90.3, 94.7)

271 (90.3)
(86.4, 93.4)

286 (95.7)
(92.7, 97.7)

290 (96.3)
(93.6, 98.2)

1384 (93.6)
(92.2, 94.8)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients; CI = Confidence interval based on exact method.
Percentages are based on the number of patients in the full analysis set.
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Table 14t-4.1.1.1.  Persistence Rate at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

24 months

Primary: 6 months + 8 weeks 435 (75.1)
(71.4, 78.6)

239 (79.7)
(74.7, 84.1)

247 (82.6)
(77.8, 86.7)

259 (86.0)
(81.6, 89.8)

1180 (79.8)
(77.6, 81.8)

Sensitivity 1: 6 months + 4 weeks 378 (65.3)
(61.3, 69.2)

208 (69.3)
(63.8, 74.5)

217 (72.6)
(67.1, 77.6)

230 (76.4)
(71.2, 81.1)

1033 (69.8)
(67.4, 72.2)

Sensitivity 2: 6 months + 6 weeks 418 (72.2)
(68.4, 75.8)

234 (78.0)
(72.9, 82.6)

237 (79.3)
(74.2, 83.7)

246 (81.7)
(76.9, 85.9)

1135 (76.7)
(74.5, 78.9)

Sensitivity 3: 6 months + 12 weeks 448 (77.4)
(73.7, 80.7)

246 (82.0)
(77.2, 86.2)

259 (86.6)
(82.2, 90.3)

264 (87.7)
(83.5, 91.2)

1217 (82.3)
(80.2, 84.2)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients; CI = Confidence interval based on exact method.
Percentages are based on the number of patients in the full analysis set.
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Table 14t-4.1.2.1.  Persistence Rate at 12 and 24 Months by Age
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Age group

< 65 years 109/116 (94.0)
(88.0, 97.5)

68/73 (93.2)
(84.7, 97.7)

131/137 (95.6)
(90.7, 98.4)

85/88 (96.6)
(90.4, 99.3)

393/414 (94.9)
(92.4, 96.8)

≥ 65 to < 75 years 204/217 (94.0)
(90.0, 96.8)

111/123 (90.2)
(83.6, 94.9)

99/103 (96.1)
(90.4, 98.9)

80/83 (96.4)
(89.8, 99.2)

494/526 (93.9)
(91.5, 95.8)

≥ 75 years 221/246 (89.8)
(85.4, 93.3)

89/104 (85.6)
(77.3, 91.7)

52/59 (88.1)
(77.1, 95.1)

123/130 (94.6)
(89.2, 97.8)

485/539 (90.0)
(87.1, 92.4)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.1.  Persistence Rate at 12 and 24 Months by Age
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Age group

< 65 years 89/116 (76.7)
(68.0, 84.1)

62/73 (84.9)
(74.6, 92.2)

112/137 (81.8)
(74.3, 87.8)

75/88 (85.2)
(76.1, 91.9)

338/414 (81.6)
(77.6, 85.3)

≥ 65 to < 75 years 169/217 (77.9)
(71.8, 83.2)

99/123 (80.5)
(72.4, 87.1)

95/103 (92.2)
(85.3, 96.6)

75/83 (90.4)
(81.9, 95.7)

438/526 (83.3)
(79.8, 86.4)

≥ 75 years 177/246 (72.0)
(65.9, 77.5)

78/104 (75.0)
(65.6, 83.0)

40/59 (67.8)
(54.4, 79.4)

109/130 (83.8)
(76.4, 89.7)

404/539 (75.0)
(71.1, 78.6)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 303/328 (92.4)
(89.0, 95.0)

134/156 (85.9)
(79.4, 90.9)

158/168 (94.0)
(89.3, 97.1)

157/162 (96.9)
(92.9, 99.0)

690/750 (92.0)
(89.8, 93.8)

> Median 231/251 (92.0)
(88.0, 95.1)

134/144 (93.1)
(87.6, 96.6)

124/131 (94.7)
(89.3, 97.8)

131/139 (94.2)
(89.0, 97.5)

682/729 (93.6)
(91.5, 95.2)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 295/320 (92.2)
(88.7, 94.9)

151/165 (91.5)
(86.2, 95.3)

162/170 (95.3)
(90.9, 97.9)

172/178 (96.6)
(92.8, 98.8)

831/885 (93.9)
(92.1, 95.4)

> Median 239/259 (92.3)
(88.3, 95.2)

117/135 (86.7)
(79.7, 91.9)

120/129 (93.0)
(87.2, 96.8)

116/123 (94.3)
(88.6, 97.7)

541/594 (91.1)
(88.5, 93.2)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 315/338 (93.2)
(90.0, 95.6)

150/167 (89.8)
(84.2, 94.0)

204/213 (95.8)
(92.1, 98.0)

152/158 (96.2)
(91.9, 98.6)

821/876 (93.7)
(91.9, 95.2)

> Median 219/241 (90.9)
(86.5, 94.2)

118/133 (88.7)
(82.1, 93.5)

78/86 (90.7)
(82.5, 95.9)

136/143 (95.1)
(90.2, 98.0)

551/603 (91.4)
(88.8, 93.5)

Page 2 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Mental illness
a 

Yes 52/57 (91.2)
(80.7, 97.1)

57/64 (89.1)
(78.8, 95.5)

38/38 (100)
(90.7, 100.0)

67/70 (95.7)
(88.0, 99.1)

214/229 (93.4)
(89.4, 96.3)

Unknown 113/121 (93.4)
(87.4, 97.1)

6/6 (100)
(54.1, 100.0)

1/1 (100)
(2.5, 100.0)

4/4 (100)
(39.8, 100.0)

124/132 (93.9)
(88.4, 97.3)

Missing 369/401 (92.0)
(88.9, 94.5)

205/230 (89.1)
(84.4, 92.8)

243/260 (93.5)
(89.7, 96.1)

217/227 (95.6)
(92.0, 97.9)

1034/1118 (92.5)
(90.8, 94.0)

Page 3 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Any chronic medical condition

Yes 506/546 (92.7)
(90.2, 94.7)

248/278 (89.2)
(85.0, 92.6)

258/273 (94.5)
(91.1, 96.9)

254/264 (96.2)
(93.1, 98.2)

1266/1361 (93.0)
(91.5, 94.3)

No 28/33 (84.8)
(68.1, 94.9)

20/22 (90.9)
(70.8, 98.9)

24/26 (92.3)
(74.9, 99.1)

34/37 (91.9)
(78.1, 98.3)

106/118 (89.8)
(82.9, 94.6)

Page 4 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 52/57 (91.2)
(80.7, 97.1)

46/50 (92.0)
(80.8, 97.8)

53/56 (94.6)
(85.1, 98.9)

86/91 (94.5)
(87.6, 98.2)

237/254 (93.3)
(89.5, 96.1)

1 267/289 (92.4)
(88.7, 95.2)

137/153 (89.5)
(83.6, 93.9)

143/151 (94.7)
(89.8, 97.7)

108/114 (94.7)
(88.9, 98.0)

655/707 (92.6)
(90.5, 94.5)

2 185/201 (92.0)
(87.4, 95.4)

68/78 (87.2)
(77.7, 93.7)

78/82 (95.1)
(88.0, 98.7)

79/81 (97.5)
(91.4, 99.7)

410/442 (92.8)
(89.9, 95.0)

3 30/32 (93.8)
(79.2, 99.2)

17/19 (89.5)
(66.9, 98.7)

8/10 (80.0)
(44.4, 97.5)

15/15 (100)
(78.2, 100.0)

70/76 (92.1)
(83.6, 97.0)

Page 5 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 280/304 (92.1)
(88.5, 94.9)

135/155 (87.1)
(80.8, 91.9)

149/160 (93.1)
(88.0, 96.5)

145/149 (97.3)
(93.3, 99.3)

726/786 (92.4)
(90.3, 94.1)

> Median 243/261 (93.1)
(89.3, 95.9)

125/134 (93.3)
(87.6, 96.9)

131/136 (96.3)
(91.6, 98.8)

134/141 (95.0)
(90.0, 98.0)

616/654 (94.2)
(92.1, 95.9)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 308/333 (92.5)
(89.1, 95.1)

148/167 (88.6)
(82.8, 93.0)

154/162 (95.1)
(90.5, 97.8)

158/163 (96.9)
(93.0, 99.0)

810/871 (93.0)
(91.1, 94.6)

> Median 144/150 (96.0)
(91.5, 98.5)

116/129 (89.9)
(83.4, 94.5)

128/137 (93.4)
(87.9, 97.0)

103/110 (93.6)
(87.3, 97.4)

449/480 (93.5)
(91.0, 95.6)

Page 6 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Cause of menopause

Natural onset 355/374 (94.9)
(92.2, 96.9)

227/256 (88.7)
(84.1, 92.3)

255/271 (94.1)
(90.6, 96.6)

238/247 (96.4)
(93.2, 98.3)

1075/1148 (93.6)
(92.1, 95.0)

Clinically/surgically induced 91/102 (89.2)
(81.5, 94.5)

38/40 (95.0)
(83.1, 99.4)

23/24 (95.8)
(78.9, 99.9)

42/45 (93.3)
(81.7, 98.6)

194/211 (91.9)
(87.4, 95.2)

Not available 81/96 (84.4)
(75.5, 91.0)

3/4 (75.0)
(19.4, 99.4)

4/4 (100)
(39.8, 100.0)

7/8 (87.5)
(47.3, 99.7)

95/112 (84.8)
(76.8, 90.9)

Missing 7/7 (100)
(59.0, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

8/8 (100)
(63.1, 100.0)

Page 7 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-medhis.sas 
Output: t14t-04-001-002-002-persis-rate-cov-medhis-l.rtf (Date Generated: 13NOV2015: 7:27:54)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 160 of 1214



Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 257/328 (78.4)
(73.5, 82.7)

118/156 (75.6)
(68.1, 82.1)

136/168 (81.0)
(74.2, 86.6)

143/162 (88.3)
(82.3, 92.8)

600/750 (80.0)
(77.0, 82.8)

> Median 178/251 (70.9)
(64.9, 76.5)

121/144 (84.0)
(77.0, 89.6)

111/131 (84.7)
(77.4, 90.4)

116/139 (83.5)
(76.2, 89.2)

580/729 (79.6)
(76.4, 82.4)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 246/320 (76.9)
(71.9, 81.4)

132/165 (80.0)
(73.1, 85.8)

143/170 (84.1)
(77.7, 89.3)

155/178 (87.1)
(81.2, 91.6)

720/885 (81.4)
(78.6, 83.9)

> Median 189/259 (73.0)
(67.1, 78.3)

107/135 (79.3)
(71.4, 85.8)

104/129 (80.6)
(72.7, 87.0)

104/123 (84.6)
(76.9, 90.4)

460/594 (77.4)
(73.9, 80.7)

Page 8 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 262/338 (77.5)
(72.7, 81.9)

136/167 (81.4)
(74.7, 87.0)

177/213 (83.1)
(77.4, 87.9)

138/158 (87.3)
(81.1, 92.1)

713/876 (81.4)
(78.7, 83.9)

> Median 173/241 (71.8)
(65.6, 77.4)

103/133 (77.4)
(69.4, 84.2)

70/86 (81.4)
(71.6, 89.0)

121/143 (84.6)
(77.6, 90.1)

467/603 (77.4)
(73.9, 80.7)

Page 9 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Mental illness
a 

Yes 42/57 (73.7)
(60.3, 84.5)

49/64 (76.6)
(64.3, 86.2)

32/38 (84.2)
(68.7, 94.0)

56/70 (80.0)
(68.7, 88.6)

179/229 (78.2)
(72.2, 83.3)

Unknown 88/121 (72.7)
(63.9, 80.4)

6/6 (100)
(54.1, 100.0)

1/1 (100)
(2.5, 100.0)

4/4 (100)
(39.8, 100.0)

99/132 (75.0)
(66.7, 82.1)

Missing 305/401 (76.1)
(71.6, 80.2)

184/230 (80.0)
(74.2, 85.0)

214/260 (82.3)
(77.1, 86.7)

199/227 (87.7)
(82.7, 91.6)

902/1118 (80.7)
(78.2, 83.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Any chronic medical condition

Yes 414/546 (75.8)
(72.0, 79.4)

222/278 (79.9)
(74.7, 84.4)

224/273 (82.1)
(77.0, 86.4)

228/264 (86.4)
(81.6, 90.3)

1088/1361 (79.9)
(77.7, 82.0)

No 21/33 (63.6)
(45.1, 79.6)

17/22 (77.3)
(54.6, 92.2)

23/26 (88.5)
(69.8, 97.6)

31/37 (83.8)
(68.0, 93.8)

92/118 (78.0)
(69.4, 85.1)

Page 11 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 41/57 (71.9)
(58.5, 83.0)

39/50 (78.0)
(64.0, 88.5)

45/56 (80.4)
(67.6, 89.8)

77/91 (84.6)
(75.5, 91.3)

202/254 (79.5)
(74.0, 84.3)

1 221/289 (76.5)
(71.1, 81.2)

126/153 (82.4)
(75.4, 88.0)

125/151 (82.8)
(75.8, 88.4)

101/114 (88.6)
(81.3, 93.8)

573/707 (81.0)
(78.0, 83.9)

2 149/201 (74.1)
(67.5, 80.0)

60/78 (76.9)
(66.0, 85.7)

69/82 (84.1)
(74.4, 91.3)

69/81 (85.2)
(75.6, 92.1)

347/442 (78.5)
(74.4, 82.2)

3 24/32 (75.0)
(56.6, 88.5)

14/19 (73.7)
(48.8, 90.9)

8/10 (80.0)
(44.4, 97.5)

12/15 (80.0)
(51.9, 95.7)

58/76 (76.3)
(65.2, 85.3)

Page 12 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 223/304 (73.4)
(68.0, 78.2)

119/155 (76.8)
(69.3, 83.2)

132/160 (82.5)
(75.7, 88.0)

128/149 (85.9)
(79.3, 91.1)

615/786 (78.2)
(75.2, 81.1)

> Median 203/261 (77.8)
(72.2, 82.7)

113/134 (84.3)
(77.0, 90.0)

113/136 (83.1)
(75.7, 89.0)

123/141 (87.2)
(80.6, 92.3)

539/654 (82.4)
(79.3, 85.3)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 260/333 (78.1)
(73.2, 82.4)

133/167 (79.6)
(72.7, 85.5)

136/162 (84.0)
(77.4, 89.2)

143/163 (87.7)
(81.7, 92.3)

707/871 (81.2)
(78.4, 83.7)

> Median 114/150 (76.0)
(68.4, 82.6)

103/129 (79.8)
(71.9, 86.4)

111/137 (81.0)
(73.4, 87.2)

91/110 (82.7)
(74.3, 89.3)

384/480 (80.0)
(76.1, 83.5)

Page 13 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.2.  Persistence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Cause of menopause

Natural onset 296/374 (79.1)
(74.7, 83.2)

200/256 (78.1)
(72.6, 83.0)

222/271 (81.9)
(76.8, 86.3)

211/247 (85.4)
(80.4, 89.6)

929/1148 (80.9)
(78.5, 83.2)

Clinically/surgically induced 77/102 (75.5)
(66.0, 83.5)

36/40 (90.0)
(76.3, 97.2)

21/24 (87.5)
(67.6, 97.3)

40/45 (88.9)
(75.9, 96.3)

174/211 (82.5)
(76.6, 87.3)

Not available 57/96 (59.4)
(48.9, 69.3)

3/4 (75.0)
(19.4, 99.4)

4/4 (100)
(39.8, 100.0)

7/8 (87.5)
(47.3, 99.7)

71/112 (63.4)
(53.8, 72.3)

Missing 5/7 (71.4)
(29.0, 96.3)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

6/8 (75.0)
(34.9, 96.8)

Page 14 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.1.2.3.  Persistence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Was the patient ever exposed to prior PMO therapy?

Yes 474/513 (92.4)
(89.8, 94.5)

231/252 (91.7)
(87.5, 94.8)

230/244 (94.3)
(90.6, 96.8)

243/256 (94.9)
(91.5, 97.3)

1178/1265 (93.1)
(91.6, 94.5)

No 59/65 (90.8)
(81.0, 96.5)

37/48 (77.1)
(62.7, 88.0)

51/53 (96.2)
(87.0, 99.5)

45/45 (100)
(92.1, 100.0)

192/211 (91.0)
(86.3, 94.5)

Missing 1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

0/0 (-)
(-, -)

2/3 (66.7)
(9.4, 99.2)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.3.  Persistence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 412/447 (92.2)
(89.3, 94.5)

214/232 (92.2)
(88.0, 95.3)

204/216 (94.4)
(90.5, 97.1)

212/222 (95.5)
(91.9, 97.8)

1042/1117 (93.3)
(91.7, 94.7)

No 122/132 (92.4)
(86.5, 96.3)

54/68 (79.4)
(67.9, 88.3)

77/81 (95.1)
(87.8, 98.6)

76/79 (96.2)
(89.3, 99.2)

329/360 (91.4)
(88.0, 94.1)

Missing 0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

Prior calcium and/or vitamin D supplements

Yes 356/382 (93.2)
(90.2, 95.5)

144/151 (95.4)
(90.7, 98.1)

115/121 (95.0)
(89.5, 98.2)

212/225 (94.2)
(90.3, 96.9)

827/879 (94.1)
(92.3, 95.6)

No 178/197 (90.4)
(85.3, 94.1)

124/149 (83.2)
(76.2, 88.8)

167/178 (93.8)
(89.2, 96.9)

76/76 (100)
(95.3, 100.0)

545/600 (90.8)
(88.2, 93.0)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.3.  Persistence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Was the patient ever exposed to prior PMO therapy?

Yes 388/513 (75.6)
(71.7, 79.3)

207/252 (82.1)
(76.8, 86.7)

206/244 (84.4)
(79.3, 88.7)

218/256 (85.2)
(80.2, 89.3)

1019/1265 (80.6)
(78.3, 82.7)

No 47/65 (72.3)
(59.8, 82.7)

32/48 (66.7)
(51.6, 79.6)

41/53 (77.4)
(63.8, 87.7)

41/45 (91.1)
(78.8, 97.5)

161/211 (76.3)
(70.0, 81.9)

Missing 0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

0/0 (-)
(-, -)

0/3 (0.0)
(0.0, 70.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.3.  Persistence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 338/447 (75.6)
(71.4, 79.5)

191/232 (82.3)
(76.8, 87.0)

186/216 (86.1)
(80.8, 90.4)

192/222 (86.5)
(81.3, 90.7)

907/1117 (81.2)
(78.8, 83.5)

No 97/132 (73.5)
(65.1, 80.8)

48/68 (70.6)
(58.3, 81.0)

61/81 (75.3)
(64.5, 84.2)

67/79 (84.8)
(75.0, 91.9)

273/360 (75.8)
(71.1, 80.2)

Missing 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

Prior calcium and/or vitamin D supplements

Yes 294/382 (77.0)
(72.4, 81.1)

131/151 (86.8)
(80.3, 91.7)

96/121 (79.3)
(71.0, 86.2)

194/225 (86.2)
(81.0, 90.4)

715/879 (81.3)
(78.6, 83.9)

No 141/197 (71.6)
(64.7, 77.8)

108/149 (72.5)
(64.6, 79.5)

151/178 (84.8)
(78.7, 89.8)

65/76 (85.5)
(75.6, 92.5)

465/600 (77.5)
(73.9, 80.8)
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N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Prior glucocorticoid use

Yes 67/73 (91.8)
(83.0, 96.9)

18/22 (81.8)
(59.7, 94.8)

29/31 (93.5)
(78.6, 99.2)

28/30 (93.3)
(77.9, 99.2)

142/156 (91.0)
(85.4, 95.0)

No 452/490 (92.2)
(89.5, 94.5)

250/278 (89.9)
(85.8, 93.2)

253/268 (94.4)
(90.9, 96.8)

260/271 (95.9)
(92.9, 98.0)

1215/1307 (93.0)
(91.4, 94.3)

Missing 15/16 (93.8)
(69.8, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

15/16 (93.8)
(69.8, 99.8)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Secondary osteoporosis

Yes 59/66 (89.4)
(79.4, 95.6)

44/48 (91.7)
(80.0, 97.7)

22/23 (95.7)
(78.1, 99.9)

31/33 (93.9)
(79.8, 99.3)

156/170 (91.8)
(86.6, 95.4)

No 470/507 (92.7)
(90.1, 94.8)

224/252 (88.9)
(84.3, 92.5)

260/276 (94.2)
(90.8, 96.7)

257/268 (95.9)
(92.8, 97.9)

1211/1303 (92.9)
(91.4, 94.3)

Missing 5/6 (83.3)
(35.9, 99.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/6 (83.3)
(35.9, 99.6)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 97/106 (91.5)
(84.5, 96.0)

46/50 (92.0)
(80.8, 97.8)

18/20 (90.0)
(68.3, 98.8)

46/51 (90.2)
(78.6, 96.7)

207/227 (91.2)
(86.7, 94.5)

No 433/468 (92.5)
(89.8, 94.7)

222/250 (88.8)
(84.2, 92.4)

264/279 (94.6)
(91.3, 97.0)

242/250 (96.8)
(93.8, 98.6)

1161/1247 (93.1)
(91.6, 94.4)

Missing 4/5 (80.0)
(28.4, 99.5)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

4/5 (80.0)
(28.4, 99.5)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 92/103 (89.3)
(81.7, 94.5)

45/57 (78.9)
(66.1, 88.6)

44/49 (89.8)
(77.8, 96.6)

59/62 (95.2)
(86.5, 99.0)

240/271 (88.6)
(84.2, 92.1)

No 424/458 (92.6)
(89.8, 94.8)

223/243 (91.8)
(87.6, 94.9)

238/250 (95.2)
(91.8, 97.5)

229/239 (95.8)
(92.4, 98.0)

1114/1190 (93.6)
(92.1, 94.9)

Missing 18/18 (100)
(81.5, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

18/18 (100)
(81.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 41/44 (93.2)
(81.3, 98.6)

19/26 (73.1)
(52.2, 88.4)

14/15 (93.3)
(68.1, 99.8)

38/40 (95.0)
(83.1, 99.4)

112/125 (89.6)
(82.9, 94.3)

No 482/524 (92.0)
(89.3, 94.2)

249/274 (90.9)
(86.8, 94.0)

268/284 (94.4)
(91.0, 96.7)

250/261 (95.8)
(92.6, 97.9)

1249/1343 (93.0)
(91.5, 94.3)

Missing 11/11 (100)
(71.5, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

11/11 (100)
(71.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Alcoholic beverages

None 294/322 (91.3)
(87.7, 94.1)

176/202 (87.1)
(81.7, 91.4)

239/254 (94.1)
(90.4, 96.7)

202/214 (94.4)
(90.4, 97.1)

911/992 (91.8)
(90.0, 93.5)

≤ 2 per day 154/164 (93.9)
(89.1, 97.0)

87/93 (93.5)
(86.5, 97.6)

43/45 (95.6)
(84.9, 99.5)

78/78 (100)
(95.4, 100.0)

362/380 (95.3)
(92.6, 97.2)

≥ 3 per day 4/4 (100)
(39.8, 100.0)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

7/8 (87.5)
(47.3, 99.7)

16/17 (94.1)
(71.3, 99.9)

Missing 82/89 (92.1)
(84.5, 96.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

83/90 (92.2)
(84.6, 96.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-frax.sas 
Output: t14t-04-001-002-004-persis-rate-cov-frax-l.rtf (Date Generated: 02NOV2015: 5:49:55)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 177 of 1214



Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Tobacco use

Never 373/407 (91.6)
(88.5, 94.1)

185/212 (87.3)
(82.0, 91.4)

217/228 (95.2)
(91.5, 97.6)

227/236 (96.2)
(92.9, 98.2)

1002/1083 (92.5)
(90.8, 94.0)

Former 47/52 (90.4)
(79.0, 96.8)

38/40 (95.0)
(83.1, 99.4)

22/24 (91.7)
(73.0, 99.0)

30/32 (93.8)
(79.2, 99.2)

137/148 (92.6)
(87.1, 96.2)

Currently 49/50 (98.0)
(89.4, 99.9)

45/48 (93.8)
(82.8, 98.7)

43/47 (91.5)
(79.6, 97.6)

31/33 (93.9)
(79.8, 99.3)

168/178 (94.4)
(89.9, 97.3)

Missing 65/70 (92.9)
(84.1, 97.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

65/70 (92.9)
(84.1, 97.6)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Prior glucocorticoid use

Yes 48/73 (65.8)
(53.7, 76.5)

15/22 (68.2)
(45.1, 86.1)

25/31 (80.6)
(62.5, 92.5)

23/30 (76.7)
(57.7, 90.1)

111/156 (71.2)
(63.4, 78.1)

No 375/490 (76.5)
(72.5, 80.2)

224/278 (80.6)
(75.4, 85.1)

222/268 (82.8)
(77.8, 87.2)

236/271 (87.1)
(82.5, 90.8)

1057/1307 (80.9)
(78.6, 83.0)

Missing 12/16 (75.0)
(47.6, 92.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

12/16 (75.0)
(47.6, 92.7)

Page 8 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Secondary osteoporosis

Yes 49/66 (74.2)
(62.0, 84.2)

38/48 (79.2)
(65.0, 89.5)

19/23 (82.6)
(61.2, 95.0)

27/33 (81.8)
(64.5, 93.0)

133/170 (78.2)
(71.3, 84.2)

No 384/507 (75.7)
(71.8, 79.4)

201/252 (79.8)
(74.3, 84.5)

228/276 (82.6)
(77.6, 86.9)

232/268 (86.6)
(81.9, 90.4)

1045/1303 (80.2)
(77.9, 82.3)

Missing 2/6 (33.3)
(4.3, 77.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

2/6 (33.3)
(4.3, 77.7)

Page 9 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 77/106 (72.6)
(63.1, 80.9)

42/50 (84.0)
(70.9, 92.8)

14/20 (70.0)
(45.7, 88.1)

39/51 (76.5)
(62.5, 87.2)

172/227 (75.8)
(69.7, 81.2)

No 355/468 (75.9)
(71.7, 79.7)

197/250 (78.8)
(73.2, 83.7)

233/279 (83.5)
(78.6, 87.7)

220/250 (88.0)
(83.3, 91.8)

1005/1247 (80.6)
(78.3, 82.8)

Missing 3/5 (60.0)
(14.7, 94.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/5 (60.0)
(14.7, 94.7)

Page 10 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 72/103 (69.9)
(60.1, 78.5)

41/57 (71.9)
(58.5, 83.0)

35/49 (71.4)
(56.7, 83.4)

47/62 (75.8)
(63.3, 85.8)

195/271 (72.0)
(66.2, 77.2)

No 347/458 (75.8)
(71.6, 79.6)

198/243 (81.5)
(76.0, 86.2)

212/250 (84.8)
(79.7, 89.0)

212/239 (88.7)
(84.0, 92.4)

969/1190 (81.4)
(79.1, 83.6)

Missing 16/18 (88.9)
(65.3, 98.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

16/18 (88.9)
(65.3, 98.6)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 30/44 (68.2)
(52.4, 81.4)

16/26 (61.5)
(40.6, 79.8)

8/15 (53.3)
(26.6, 78.7)

32/40 (80.0)
(64.4, 90.9)

86/125 (68.8)
(59.9, 76.8)

No 395/524 (75.4)
(71.5, 79.0)

223/274 (81.4)
(76.3, 85.8)

239/284 (84.2)
(79.4, 88.2)

227/261 (87.0)
(82.3, 90.8)

1084/1343 (80.7)
(78.5, 82.8)

Missing 10/11 (90.9)
(58.7, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

10/11 (90.9)
(58.7, 99.8)

Page 12 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Alcoholic beverages

None 238/322 (73.9)
(68.8, 78.6)

153/202 (75.7)
(69.2, 81.5)

211/254 (83.1)
(77.9, 87.5)

181/214 (84.6)
(79.0, 89.1)

783/992 (78.9)
(76.3, 81.4)

≤ 2 per day 128/164 (78.0)
(70.9, 84.1)

81/93 (87.1)
(78.5, 93.2)

36/45 (80.0)
(65.4, 90.4)

70/78 (89.7)
(80.8, 95.5)

315/380 (82.9)
(78.7, 86.5)

≥ 3 per day 4/4 (100)
(39.8, 100.0)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

7/8 (87.5)
(47.3, 99.7)

16/17 (94.1)
(71.3, 99.9)

Missing 65/89 (73.0)
(62.6, 81.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

66/90 (73.3)
(63.0, 82.1)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.4.  Persistence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Tobacco use

Never 304/407 (74.7)
(70.2, 78.8)

163/212 (76.9)
(70.6, 82.4)

193/228 (84.6)
(79.3, 89.1)

203/236 (86.0)
(80.9, 90.2)

863/1083 (79.7)
(77.2, 82.0)

Former 37/52 (71.2)
(56.9, 82.9)

36/40 (90.0)
(76.3, 97.2)

19/24 (79.2)
(57.8, 92.9)

27/32 (84.4)
(67.2, 94.7)

119/148 (80.4)
(73.1, 86.5)

Currently 43/50 (86.0)
(73.3, 94.2)

40/48 (83.3)
(69.8, 92.5)

35/47 (74.5)
(59.7, 86.1)

29/33 (87.9)
(71.8, 96.6)

147/178 (82.6)
(76.2, 87.8)

Missing 51/70 (72.9)
(60.9, 82.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

51/70 (72.9)
(60.9, 82.8)

Page 14 of 14
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.5.  Persistence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Parent fractured hip

Yes 50/54 (92.6)
(82.1, 97.9)

33/34 (97.1)
(84.7, 99.9)

50/52 (96.2)
(86.8, 99.5)

29/29 (100)
(88.1, 100.0)

162/169 (95.9)
(91.7, 98.3)

No 250/272 (91.9)
(88.0, 94.9)

178/197 (90.4)
(85.3, 94.1)

179/192 (93.2)
(88.7, 96.3)

180/188 (95.7)
(91.8, 98.1)

787/849 (92.7)
(90.7, 94.4)

Unknown 234/253 (92.5)
(88.5, 95.4)

57/69 (82.6)
(71.6, 90.7)

53/55 (96.4)
(87.5, 99.6)

79/84 (94.0)
(86.7, 98.0)

423/461 (91.8)
(88.9, 94.1)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.5.  Persistence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Parent fractured hip

Mother 42/45 (93.3)
(81.7, 98.6)

29/30 (96.7)
(82.8, 99.9)

42/43 (97.7)
(87.7, 99.9)

24/24 (100)
(85.8, 100.0)

137/142 (96.5)
(92.0, 98.8)

Father 4/5 (80.0)
(28.4, 99.5)

2/2 (100)
(15.8, 100.0)

7/8 (87.5)
(47.3, 99.7)

3/3 (100)
(29.2, 100.0)

16/18 (88.9)
(65.3, 98.6)

Both mother and father 4/4 (100)
(39.8, 100.0)

2/2 (100)
(15.8, 100.0)

1/1 (100)
(2.5, 100.0)

2/2 (100)
(15.8, 100.0)

9/9 (100)
(66.4, 100.0)

Neither mother nor father 250/272 (91.9)
(88.0, 94.9)

178/197 (90.4)
(85.3, 94.1)

179/192 (93.2)
(88.7, 96.3)

180/188 (95.7)
(91.8, 98.1)

787/849 (92.7)
(90.7, 94.4)

Unknown 234/253 (92.5)
(88.5, 95.4)

57/69 (82.6)
(71.6, 90.7)

53/55 (96.4)
(87.5, 99.6)

79/84 (94.0)
(86.7, 98.0)

423/461 (91.8)
(88.9, 94.1)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.5.  Persistence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Parent fractured hip

Yes 42/54 (77.8)
(64.4, 88.0)

32/34 (94.1)
(80.3, 99.3)

43/52 (82.7)
(69.7, 91.8)

27/29 (93.1)
(77.2, 99.2)

144/169 (85.2)
(78.9, 90.2)

No 202/272 (74.3)
(68.6, 79.4)

160/197 (81.2)
(75.1, 86.4)

158/192 (82.3)
(76.1, 87.4)

160/188 (85.1)
(79.2, 89.9)

680/849 (80.1)
(77.2, 82.7)

Unknown 191/253 (75.5)
(69.7, 80.7)

47/69 (68.1)
(55.8, 78.8)

46/55 (83.6)
(71.2, 92.2)

72/84 (85.7)
(76.4, 92.4)

356/461 (77.2)
(73.1, 81.0)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.5.  Persistence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Parent fractured hip

Mother 36/45 (80.0)
(65.4, 90.4)

28/30 (93.3)
(77.9, 99.2)

35/43 (81.4)
(66.6, 91.6)

22/24 (91.7)
(73.0, 99.0)

121/142 (85.2)
(78.3, 90.6)

Father 3/5 (60.0)
(14.7, 94.7)

2/2 (100)
(15.8, 100.0)

7/8 (87.5)
(47.3, 99.7)

3/3 (100)
(29.2, 100.0)

15/18 (83.3)
(58.6, 96.4)

Both mother and father 3/4 (75.0)
(19.4, 99.4)

2/2 (100)
(15.8, 100.0)

1/1 (100)
(2.5, 100.0)

2/2 (100)
(15.8, 100.0)

8/9 (88.9)
(51.8, 99.7)

Neither mother nor father 202/272 (74.3)
(68.6, 79.4)

160/197 (81.2)
(75.1, 86.4)

158/192 (82.3)
(76.1, 87.4)

160/188 (85.1)
(79.2, 89.9)

680/849 (80.1)
(77.2, 82.7)

Unknown 191/253 (75.5)
(69.7, 80.7)

47/69 (68.1)
(55.8, 78.8)

46/55 (83.6)
(71.2, 92.2)

72/84 (85.7)
(76.4, 92.4)

356/461 (77.2)
(73.1, 81.0)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Body mass index

≤ 25 kg/m² 260/283 (91.9)
(88.1, 94.8)

145/152 (95.4)
(90.7, 98.1)

117/127 (92.1)
(86.0, 96.2)

151/157 (96.2)
(91.9, 98.6)

673/719 (93.6)
(91.6, 95.3)

> 25 kg/m² 262/283 (92.6)
(88.9, 95.3)

108/121 (89.3)
(82.3, 94.2)

165/172 (95.9)
(91.8, 98.3)

114/121 (94.2)
(88.4, 97.6)

649/697 (93.1)
(91.0, 94.9)

Missing 12/13 (92.3)
(64.0, 99.8)

15/27 (55.6)
(35.3, 74.5)

0/0 (-)
(-, -)

23/23 (100)
(85.2, 100.0)

50/63 (79.4)
(67.3, 88.5)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Height decreased since self-reported maximal height

Yes 385/418 (92.1)
(89.1, 94.5)

198/223 (88.8)
(83.9, 92.6)

132/140 (94.3)
(89.1, 97.5)

150/156 (96.2)
(91.8, 98.6)

865/937 (92.3)
(90.4, 93.9)

No 115/125 (92.0)
(85.8, 96.1)

68/75 (90.7)
(81.7, 96.2)

142/151 (94.0)
(89.0, 97.2)

116/122 (95.1)
(89.6, 98.2)

441/473 (93.2)
(90.6, 95.3)

Missing 34/36 (94.4)
(81.3, 99.3)

2/2 (100)
(15.8, 100.0)

8/8 (100)
(63.1, 100.0)

22/23 (95.7)
(78.1, 99.9)

66/69 (95.7)
(87.8, 99.1)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 191/209 (91.4)
(86.7, 94.8)

113/126 (89.7)
(83.0, 94.4)

76/81 (93.8)
(86.2, 98.0)

87/89 (97.8)
(92.1, 99.7)

506/549 (92.2)
(89.6, 94.3)

> Median 192/207 (92.8)
(88.3, 95.9)

83/95 (87.4)
(79.0, 93.3)

52/53 (98.1)
(89.9, 100.0)

59/63 (93.7)
(84.5, 98.2)

347/374 (92.8)
(89.7, 95.2)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Body mass index

≤ 25 kg/m² 216/283 (76.3)
(70.9, 81.2)

132/152 (86.8)
(80.4, 91.8)

104/127 (81.9)
(74.1, 88.2)

134/157 (85.4)
(78.8, 90.5)

586/719 (81.5)
(78.5, 84.3)

> 25 kg/m² 208/283 (73.5)
(68.0, 78.5)

97/121 (80.2)
(71.9, 86.9)

143/172 (83.1)
(76.7, 88.4)

103/121 (85.1)
(77.5, 90.9)

551/697 (79.1)
(75.8, 82.0)

Missing 11/13 (84.6)
(54.6, 98.1)

10/27 (37.0)
(19.4, 57.6)

0/0 (-)
(-, -)

22/23 (95.7)
(78.1, 99.9)

43/63 (68.3)
(55.3, 79.4)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Height decreased since self-reported maximal height

Yes 314/418 (75.1)
(70.7, 79.2)

173/223 (77.6)
(71.5, 82.9)

115/140 (82.1)
(74.8, 88.1)

137/156 (87.8)
(81.6, 92.5)

739/937 (78.9)
(76.1, 81.4)

No 90/125 (72.0)
(63.3, 79.7)

64/75 (85.3)
(75.3, 92.4)

127/151 (84.1)
(77.3, 89.5)

102/122 (83.6)
(75.8, 89.7)

383/473 (81.0)
(77.1, 84.4)

Missing 31/36 (86.1)
(70.5, 95.3)

2/2 (100)
(15.8, 100.0)

5/8 (62.5)
(24.5, 91.5)

20/23 (87.0)
(66.4, 97.2)

58/69 (84.1)
(73.3, 91.8)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.6.  Persistence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 151/209 (72.2)
(65.7, 78.2)

100/126 (79.4)
(71.2, 86.1)

68/81 (84.0)
(74.1, 91.2)

84/89 (94.4)
(87.4, 98.2)

435/549 (79.2)
(75.6, 82.6)

> Median 162/207 (78.3)
(72.0, 83.7)

71/95 (74.7)
(64.8, 83.1)

43/53 (81.1)
(68.0, 90.6)

49/63 (77.8)
(65.5, 87.3)

293/374 (78.3)
(73.8, 82.4)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Historical fracture

Yes 365/399 (91.5)
(88.3, 94.0)

128/141 (90.8)
(84.7, 95.0)

105/112 (93.8)
(87.5, 97.5)

159/169 (94.1)
(89.4, 97.1)

757/821 (92.2)
(90.2, 93.9)

No 169/180 (93.9)
(89.3, 96.9)

140/159 (88.1)
(82.0, 92.6)

177/187 (94.7)
(90.4, 97.4)

129/132 (97.7)
(93.5, 99.5)

615/658 (93.5)
(91.3, 95.2)

Historical osteoporotic hip fracture

Yes 17/19 (89.5)
(66.9, 98.7)

10/11 (90.9)
(58.7, 99.8)

13/13 (100)
(75.3, 100.0)

24/25 (96.0)
(79.6, 99.9)

64/68 (94.1)
(85.6, 98.4)

No 517/560 (92.3)
(89.8, 94.4)

258/289 (89.3)
(85.1, 92.6)

269/286 (94.1)
(90.7, 96.5)

264/276 (95.7)
(92.5, 97.7)

1308/1411 (92.7)
(91.2, 94.0)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 161/180 (89.4)
(84.0, 93.5)

24/28 (85.7)
(67.3, 96.0)

33/34 (97.1)
(84.7, 99.9)

47/52 (90.4)
(79.0, 96.8)

265/294 (90.1)
(86.1, 93.3)

No 373/399 (93.5)
(90.6, 95.7)

244/272 (89.7)
(85.5, 93.0)

249/265 (94.0)
(90.4, 96.5)

241/249 (96.8)
(93.8, 98.6)

1107/1185 (93.4)
(91.9, 94.8)

≥ 2 historical fractures

Yes 167/187 (89.3)
(84.0, 93.3)

53/54 (98.1)
(90.1, 100.0)

23/26 (88.5)
(69.8, 97.6)

68/74 (91.9)
(83.2, 97.0)

311/341 (91.2)
(87.7, 94.0)

No 367/392 (93.6)
(90.7, 95.8)

215/246 (87.4)
(82.6, 91.3)

259/273 (94.9)
(91.5, 97.2)

220/227 (96.9)
(93.7, 98.8)

1061/1138 (93.2)
(91.6, 94.6)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 92/102 (90.2)
(82.7, 95.2)

46/51 (90.2)
(78.6, 96.7)

34/36 (94.4)
(81.3, 99.3)

50/54 (92.6)
(82.1, 97.9)

222/243 (91.4)
(87.1, 94.6)

≥ 12 months 259/282 (91.8)
(88.0, 94.8)

81/86 (94.2)
(87.0, 98.1)

61/66 (92.4)
(83.2, 97.5)

109/115 (94.8)
(89.0, 98.1)

510/549 (92.9)
(90.4, 94.9)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Historical fracture

Yes 298/399 (74.7)
(70.1, 78.9)

117/141 (83.0)
(75.7, 88.8)

84/112 (75.0)
(65.9, 82.7)

142/169 (84.0)
(77.6, 89.2)

641/821 (78.1)
(75.1, 80.9)

No 137/180 (76.1)
(69.2, 82.1)

122/159 (76.7)
(69.4, 83.1)

163/187 (87.2)
(81.5, 91.6)

117/132 (88.6)
(82.0, 93.5)

539/658 (81.9)
(78.8, 84.8)

Historical osteoporotic hip fracture

Yes 13/19 (68.4)
(43.4, 87.4)

10/11 (90.9)
(58.7, 99.8)

12/13 (92.3)
(64.0, 99.8)

20/25 (80.0)
(59.3, 93.2)

55/68 (80.9)
(69.5, 89.4)

No 422/560 (75.4)
(71.6, 78.9)

229/289 (79.2)
(74.1, 83.8)

235/286 (82.2)
(77.2, 86.4)

239/276 (86.6)
(82.0, 90.4)

1125/1411 (79.7)
(77.5, 81.8)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 135/180 (75.0)
(68.0, 81.1)

23/28 (82.1)
(63.1, 93.9)

26/34 (76.5)
(58.8, 89.3)

44/52 (84.6)
(71.9, 93.1)

228/294 (77.6)
(72.3, 82.2)

No 300/399 (75.2)
(70.6, 79.4)

216/272 (79.4)
(74.1, 84.1)

221/265 (83.4)
(78.4, 87.7)

215/249 (86.3)
(81.4, 90.4)

952/1185 (80.3)
(78.0, 82.6)

≥ 2 historical fractures

Yes 133/187 (71.1)
(64.1, 77.5)

50/54 (92.6)
(82.1, 97.9)

20/26 (76.9)
(56.4, 91.0)

59/74 (79.7)
(68.8, 88.2)

262/341 (76.8)
(72.0, 81.2)

No 302/392 (77.0)
(72.6, 81.1)

189/246 (76.8)
(71.0, 82.0)

227/273 (83.2)
(78.2, 87.4)

200/227 (88.1)
(83.2, 92.0)

918/1138 (80.7)
(78.3, 82.9)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.7.  Persistence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 73/102 (71.6)
(61.8, 80.1)

40/51 (78.4)
(64.7, 88.7)

26/36 (72.2)
(54.8, 85.8)

40/54 (74.1)
(60.3, 85.0)

179/243 (73.7)
(67.7, 79.1)

≥ 12 months 214/282 (75.9)
(70.5, 80.8)

76/86 (88.4)
(79.7, 94.3)

49/66 (74.2)
(62.0, 84.2)

102/115 (88.7)
(81.4, 93.8)

441/549 (80.3)
(76.8, 83.6)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.8.  Persistence Rate at 12 and 24 Months by DXA Assessment
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

At least one baseline DXA assessment

Yes 428/466 (91.8)
(89.0, 94.2)

197/210 (93.8)
(89.6, 96.7)

265/280 (94.6)
(91.3, 97.0)

266/278 (95.7)
(92.6, 97.7)

1156/1234 (93.7)
(92.2, 95.0)

No 106/113 (93.8)
(87.7, 97.5)

71/90 (78.9)
(69.0, 86.8)

17/19 (89.5)
(66.9, 98.7)

22/23 (95.7)
(78.1, 99.9)

216/245 (88.2)
(83.4, 91.9)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.
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Table 14t-4.1.2.8.  Persistence Rate at 12 and 24 Months by DXA Assessment
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

At least one baseline DXA assessment

Yes 355/466 (76.2)
(72.0, 80.0)

176/210 (83.8)
(78.1, 88.5)

233/280 (83.2)
(78.3, 87.4)

241/278 (86.7)
(82.1, 90.5)

1005/1234 (81.4)
(79.2, 83.6)

No 80/113 (70.8)
(61.5, 79.0)

63/90 (70.0)
(59.4, 79.2)

14/19 (73.7)
(48.8, 90.9)

18/23 (78.3)
(56.3, 92.5)

175/245 (71.4)
(65.3, 77.0)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-any-dxa.sas 
Output: t14t-04-001-002-008-persis-rate-cov-any-dxa-l.rtf (Date Generated: 02NOV2015: 5:48:50)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 203 of 1214



Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Total hip DXA BMD T-score

≤ -2.5 112/120 (93.3)
(87.3, 97.1)

39/42 (92.9)
(80.5, 98.5)

17/17 (100)
(80.5, 100.0)

74/77 (96.1)
(89.0, 99.2)

242/256 (94.5)
(91.0, 97.0)

> -2.5 217/239 (90.8)
(86.4, 94.1)

114/120 (95.0)
(89.4, 98.1)

34/36 (94.4)
(81.3, 99.3)

126/131 (96.2)
(91.3, 98.7)

491/526 (93.3)
(90.9, 95.3)

Missing 205/220 (93.2)
(89.0, 96.1)

115/138 (83.3)
(76.0, 89.1)

231/246 (93.9)
(90.1, 96.5)

88/93 (94.6)
(87.9, 98.2)

639/697 (91.7)
(89.4, 93.6)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 152/164 (92.7)
(87.6, 96.2)

67/72 (93.1)
(84.5, 97.7)

90/95 (94.7)
(88.1, 98.3)

132/139 (95.0)
(89.9, 98.0)

441/470 (93.8)
(91.3, 95.8)

> -2.5 211/231 (91.3)
(86.9, 94.6)

103/108 (95.4)
(89.5, 98.5)

59/59 (100)
(93.9, 100.0)

90/92 (97.8)
(92.4, 99.7)

463/490 (94.5)
(92.1, 96.3)

Missing 171/184 (92.9)
(88.2, 96.2)

98/120 (81.7)
(73.6, 88.1)

133/145 (91.7)
(86.0, 95.7)

66/70 (94.3)
(86.0, 98.4)

468/519 (90.2)
(87.3, 92.6)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 284/305 (93.1)
(89.7, 95.7)

122/131 (93.1)
(87.4, 96.8)

141/150 (94.0)
(88.9, 97.2)

146/153 (95.4)
(90.8, 98.1)

693/739 (93.8)
(91.8, 95.4)

> -2.5 119/135 (88.1)
(81.5, 93.1)

45/47 (95.7)
(85.5, 99.5)

52/56 (92.9)
(82.7, 98.0)

116/121 (95.9)
(90.6, 98.6)

332/359 (92.5)
(89.2, 95.0)

Missing 131/139 (94.2)
(89.0, 97.5)

101/122 (82.8)
(74.9, 89.0)

89/93 (95.7)
(89.4, 98.8)

26/27 (96.3)
(81.0, 99.9)

347/381 (91.1)
(87.8, 93.7)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Total hip DXA BMD T-score

≤ -2.5 95/120 (79.2)
(70.8, 86.0)

34/42 (81.0)
(65.9, 91.4)

11/17 (64.7)
(38.3, 85.8)

66/77 (85.7)
(75.9, 92.6)

206/256 (80.5)
(75.1, 85.1)

> -2.5 177/239 (74.1)
(68.0, 79.5)

103/120 (85.8)
(78.3, 91.5)

31/36 (86.1)
(70.5, 95.3)

113/131 (86.3)
(79.2, 91.6)

424/526 (80.6)
(77.0, 83.9)

Missing 163/220 (74.1)
(67.8, 79.7)

102/138 (73.9)
(65.8, 81.0)

205/246 (83.3)
(78.1, 87.8)

80/93 (86.0)
(77.3, 92.3)

550/697 (78.9)
(75.7, 81.9)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 128/164 (78.0)
(70.9, 84.1)

58/72 (80.6)
(69.5, 88.9)

75/95 (78.9)
(69.4, 86.6)

116/139 (83.5)
(76.2, 89.2)

377/470 (80.2)
(76.3, 83.7)

> -2.5 175/231 (75.8)
(69.7, 81.1)

93/108 (86.1)
(78.1, 92.0)

54/59 (91.5)
(81.3, 97.2)

83/92 (90.2)
(82.2, 95.4)

405/490 (82.7)
(79.0, 85.9)

Missing 132/184 (71.7)
(64.6, 78.1)

88/120 (73.3)
(64.5, 81.0)

118/145 (81.4)
(74.1, 87.4)

60/70 (85.7)
(75.3, 92.9)

398/519 (76.7)
(72.8, 80.3)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.9.  Persistence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 246/305 (80.7)
(75.8, 84.9)

108/131 (82.4)
(74.8, 88.5)

124/150 (82.7)
(75.6, 88.4)

134/153 (87.6)
(81.3, 92.4)

612/739 (82.8)
(79.9, 85.5)

> -2.5 89/135 (65.9)
(57.3, 73.9)

40/47 (85.1)
(71.7, 93.8)

49/56 (87.5)
(75.9, 94.8)

103/121 (85.1)
(77.5, 90.9)

281/359 (78.3)
(73.6, 82.4)

Missing 100/139 (71.9)
(63.7, 79.2)

91/122 (74.6)
(65.9, 82.0)

74/93 (79.6)
(69.9, 87.2)

22/27 (81.5)
(61.9, 93.7)

287/381 (75.3)
(70.7, 79.6)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Physician speciality

Orthopedist 277/302 (91.7)
(88.0, 94.6)

34/52 (65.4)
(50.9, 78.0)

78/84 (92.9)
(85.1, 97.3)

0/0 (-)
(-, -)

389/438 (88.8)
(85.5, 91.6)

Trauma surgeon 20/20 (100)
(83.2, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

20/20 (100)
(83.2, 100.0)

Rheumatologist 84/91 (92.3)
(84.8, 96.9)

9/10 (90.0)
(55.5, 99.7)

67/74 (90.5)
(81.5, 96.1)

50/53 (94.3)
(84.3, 98.8)

210/228 (92.1)
(87.8, 95.3)

Internist 1/1 (100)
(2.5, 100.0)

25/28 (89.3)
(71.8, 97.7)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

31/34 (91.2)
(76.3, 98.1)

Page 1 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 65/72 (90.3)
(81.0, 96.0)

41/41 (100)
(91.4, 100.0)

127/131 (96.9)
(92.4, 99.2)

0/0 (-)
(-, -)

233/244 (95.5)
(92.1, 97.7)

Rehabilitation medicine 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

26/28 (92.9)
(76.5, 99.1)

26/28 (92.9)
(76.5, 99.1)

Geriatrician 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

18/20 (90.0)
(68.3, 98.8)

18/20 (90.0)
(68.3, 98.8)

Obstetrician/gynecologist 25/28 (89.3)
(71.8, 97.7)

101/107 (94.4)
(88.2, 97.9)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

131/140 (93.6)
(88.1, 97.0)

Page 2 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 19/19 (100)
(82.4, 100.0)

49/53 (92.5)
(81.8, 97.9)

0/0 (-)
(-, -)

176/182 (96.7)
(93.0, 98.8)

244/254 (96.1)
(92.9, 98.1)

Other 43/46 (93.5)
(82.1, 98.6)

9/9 (100)
(66.4, 100.0)

0/0 (-)
(-, -)

13/13 (100)
(75.3, 100.0)

65/68 (95.6)
(87.6, 99.1)

Not available 0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

Page 3 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Sole physician

Sole 266/283 (94.0)
(90.6, 96.5)

164/189 (86.8)
(81.1, 91.3)

140/145 (96.6)
(92.1, 98.9)

94/98 (95.9)
(89.9, 98.9)

664/715 (92.9)
(90.7, 94.6)

Group 268/296 (90.5)
(86.6, 93.6)

104/111 (93.7)
(87.4, 97.4)

142/154 (92.2)
(86.8, 95.9)

194/203 (95.6)
(91.8, 98.0)

708/764 (92.7)
(90.6, 94.4)

Page 4 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician group size

2 - 3 168/188 (89.4)
(84.0, 93.4)

59/64 (92.2)
(82.7, 97.4)

71/79 (89.9)
(81.0, 95.5)

98/102 (96.1)
(90.3, 98.9)

396/433 (91.5)
(88.4, 93.9)

4 - 5 72/78 (92.3)
(84.0, 97.1)

0/0 (-)
(-, -)

64/65 (98.5)
(91.7, 100.0)

52/55 (94.5)
(84.9, 98.9)

188/198 (94.9)
(90.9, 97.6)

6 - 10 28/30 (93.3)
(77.9, 99.2)

45/47 (95.7)
(85.5, 99.5)

0/0 (-)
(-, -)

44/46 (95.7)
(85.2, 99.5)

117/123 (95.1)
(89.7, 98.2)

> 10 0/0 (-)
(-, -)

0/0 (-)
(-, -)

7/10 (70.0)
(34.8, 93.3)

0/0 (-)
(-, -)

7/10 (70.0)
(34.8, 93.3)

Page 5 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician gender

Male 472/508 (92.9)
(90.3, 95.0)

146/155 (94.2)
(89.3, 97.3)

218/229 (95.2)
(91.6, 97.6)

236/245 (96.3)
(93.1, 98.3)

1072/1137 (94.3)
(92.8, 95.6)

Female 62/71 (87.3)
(77.3, 94.0)

122/145 (84.1)
(77.2, 89.7)

64/70 (91.4)
(82.3, 96.8)

52/56 (92.9)
(82.7, 98.0)

300/342 (87.7)
(83.8, 91.0)

Page 6 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician years of practice

1 to 4 years 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

4/4 (100)
(39.8, 100.0)

4/4 (100)
(39.8, 100.0)

5 to 9 years 67/70 (95.7)
(88.0, 99.1)

11/13 (84.6)
(54.6, 98.1)

98/102 (96.1)
(90.3, 98.9)

10/10 (100)
(69.2, 100.0)

186/195 (95.4)
(91.4, 97.9)

≥ 10 years 467/509 (91.7)
(89.0, 94.0)

257/287 (89.5)
(85.4, 92.8)

184/197 (93.4)
(89.0, 96.4)

274/287 (95.5)
(92.4, 97.6)

1182/1280 (92.3)
(90.7, 93.7)

Page 7 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Centre type

Public 207/223 (92.8)
(88.6, 95.8)

104/123 (84.6)
(76.9, 90.4)

147/159 (92.5)
(87.2, 96.0)

56/58 (96.6)
(88.1, 99.6)

514/563 (91.3)
(88.7, 93.5)

Private 313/338 (92.6)
(89.3, 95.2)

164/177 (92.7)
(87.8, 96.0)

135/140 (96.4)
(91.9, 98.8)

232/243 (95.5)
(92.0, 97.7)

844/898 (94.0)
(92.2, 95.5)

Other 14/18 (77.8)
(52.4, 93.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

14/18 (77.8)
(52.4, 93.6)

Page 8 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Academic centre

Academic 195/214 (91.1)
(86.5, 94.6)

146/167 (87.4)
(81.4, 92.0)

73/77 (94.8)
(87.2, 98.6)

25/28 (89.3)
(71.8, 97.7)

439/486 (90.3)
(87.3, 92.8)

Non-academic 263/286 (92.0)
(88.2, 94.8)

87/94 (92.6)
(85.3, 97.0)

184/197 (93.4)
(89.0, 96.4)

224/233 (96.1)
(92.8, 98.2)

758/810 (93.6)
(91.7, 95.2)

Both 68/71 (95.8)
(88.1, 99.1)

35/39 (89.7)
(75.8, 97.1)

20/20 (100)
(83.2, 100.0)

26/26 (100)
(86.8, 100.0)

149/156 (95.5)
(91.0, 98.2)

Not available 8/8 (100)
(63.1, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

13/14 (92.9)
(66.1, 99.8)

26/27 (96.3)
(81.0, 99.9)
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Site participating in Prolong patient support program

Yes 46/52 (88.5)
(76.6, 95.6)

135/141 (95.7)
(91.0, 98.4)

19/20 (95.0)
(75.1, 99.9)

0/0 (-)
(-, -)

200/213 (93.9)
(89.8, 96.7)

No 337/363 (92.8)
(89.7, 95.3)

67/86 (77.9)
(67.7, 86.1)

192/200 (96.0)
(92.3, 98.3)

193/200 (96.5)
(92.9, 98.6)

789/849 (92.9)
(91.0, 94.6)

Unknown 151/164 (92.1)
(86.8, 95.7)

65/72 (90.3)
(81.0, 96.0)

71/79 (89.9)
(81.0, 95.5)

95/101 (94.1)
(87.5, 97.8)

382/416 (91.8)
(88.8, 94.3)

Missing 0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Region

Urban 435/473 (92.0)
(89.1, 94.3)

264/295 (89.5)
(85.4, 92.7)

282/299 (94.3)
(91.1, 96.7)

206/217 (94.9)
(91.1, 97.4)

1187/1284 (92.4)
(90.9, 93.8)

Rural 99/106 (93.4)
(86.9, 97.3)

4/5 (80.0)
(28.4, 99.5)

0/0 (-)
(-, -)

82/84 (97.6)
(91.7, 99.7)

185/195 (94.9)
(90.8, 97.5)
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N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Physician speciality

Orthopedist 225/302 (74.5)
(69.2, 79.3)

29/52 (55.8)
(41.3, 69.5)

67/84 (79.8)
(69.6, 87.7)

0/0 (-)
(-, -)

321/438 (73.3)
(68.9, 77.4)

Trauma surgeon 20/20 (100)
(83.2, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

20/20 (100)
(83.2, 100.0)

Rheumatologist 66/91 (72.5)
(62.2, 81.4)

8/10 (80.0)
(44.4, 97.5)

59/74 (79.7)
(68.8, 88.2)

44/53 (83.0)
(70.2, 91.9)

177/228 (77.6)
(71.7, 82.9)

Internist 0/1 (0.0)
(0.0, 97.5)

22/28 (78.6)
(59.0, 91.7)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

27/34 (79.4)
(62.1, 91.3)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 54/72 (75.0)
(63.4, 84.5)

39/41 (95.1)
(83.5, 99.4)

111/131 (84.7)
(77.4, 90.4)

0/0 (-)
(-, -)

204/244 (83.6)
(78.4, 88.0)

Rehabilitation medicine 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

22/28 (78.6)
(59.0, 91.7)

22/28 (78.6)
(59.0, 91.7)

Geriatrician 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

17/20 (85.0)
(62.1, 96.8)

17/20 (85.0)
(62.1, 96.8)

Obstetrician/gynecologist 22/28 (78.6)
(59.0, 91.7)

89/107 (83.2)
(74.7, 89.7)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

116/140 (82.9)
(75.6, 88.7)
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 18/19 (94.7)
(74.0, 99.9)

43/53 (81.1)
(68.0, 90.6)

0/0 (-)
(-, -)

161/182 (88.5)
(82.9, 92.7)

222/254 (87.4)
(82.7, 91.2)

Other 30/46 (65.2)
(49.8, 78.6)

9/9 (100)
(66.4, 100.0)

0/0 (-)
(-, -)

10/13 (76.9)
(46.2, 95.0)

49/68 (72.1)
(59.9, 82.3)

Not available 0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Sole physician

Sole 219/283 (77.4)
(72.1, 82.1)

146/189 (77.2)
(70.6, 83.0)

129/145 (89.0)
(82.7, 93.6)

86/98 (87.8)
(79.6, 93.5)

580/715 (81.1)
(78.1, 83.9)

Group 216/296 (73.0)
(67.5, 77.9)

93/111 (83.8)
(75.6, 90.1)

118/154 (76.6)
(69.1, 83.1)

173/203 (85.2)
(79.6, 89.8)

600/764 (78.5)
(75.4, 81.4)

Page 15 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-sitechar.sas 
Output: t14t-04-001-002-010-persis-rate-cov-sitechar-l.rtf (Date Generated: 02NOV2015: 5:52:03)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 224 of 1214



Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician group size

2 - 3 138/188 (73.4)
(66.5, 79.6)

53/64 (82.8)
(71.3, 91.1)

56/79 (70.9)
(59.6, 80.6)

86/102 (84.3)
(75.8, 90.8)

333/433 (76.9)
(72.6, 80.8)

4 - 5 57/78 (73.1)
(61.8, 82.5)

0/0 (-)
(-, -)

56/65 (86.2)
(75.3, 93.5)

49/55 (89.1)
(77.8, 95.9)

162/198 (81.8)
(75.7, 86.9)

6 - 10 21/30 (70.0)
(50.6, 85.3)

40/47 (85.1)
(71.7, 93.8)

0/0 (-)
(-, -)

38/46 (82.6)
(68.6, 92.2)

99/123 (80.5)
(72.4, 87.1)

> 10 0/0 (-)
(-, -)

0/0 (-)
(-, -)

6/10 (60.0)
(26.2, 87.8)

0/0 (-)
(-, -)

6/10 (60.0)
(26.2, 87.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician gender

Male 388/508 (76.4)
(72.4, 80.0)

128/155 (82.6)
(75.7, 88.2)

199/229 (86.9)
(81.8, 91.0)

214/245 (87.3)
(82.5, 91.2)

929/1137 (81.7)
(79.3, 83.9)

Female 47/71 (66.2)
(54.0, 77.0)

111/145 (76.6)
(68.8, 83.2)

48/70 (68.6)
(56.4, 79.1)

45/56 (80.4)
(67.6, 89.8)

251/342 (73.4)
(68.4, 78.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician years of practice

1 to 4 years 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

4/4 (100)
(39.8, 100.0)

4/4 (100)
(39.8, 100.0)

5 to 9 years 52/70 (74.3)
(62.4, 84.0)

10/13 (76.9)
(46.2, 95.0)

87/102 (85.3)
(76.9, 91.5)

10/10 (100)
(69.2, 100.0)

159/195 (81.5)
(75.4, 86.7)

≥ 10 years 383/509 (75.2)
(71.3, 78.9)

229/287 (79.8)
(74.7, 84.3)

160/197 (81.2)
(75.1, 86.4)

245/287 (85.4)
(80.7, 89.2)

1017/1280 (79.5)
(77.1, 81.6)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Centre type

Public 169/223 (75.8)
(69.6, 81.3)

96/123 (78.0)
(69.7, 85.0)

122/159 (76.7)
(69.4, 83.1)

45/58 (77.6)
(64.7, 87.5)

432/563 (76.7)
(73.0, 80.2)

Private 258/338 (76.3)
(71.4, 80.8)

143/177 (80.8)
(74.2, 86.3)

125/140 (89.3)
(82.9, 93.9)

214/243 (88.1)
(83.3, 91.9)

740/898 (82.4)
(79.8, 84.8)

Other 8/18 (44.4)
(21.5, 69.2)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

8/18 (44.4)
(21.5, 69.2)
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Academic centre

Academic 159/214 (74.3)
(67.9, 80.0)

131/167 (78.4)
(71.4, 84.4)

61/77 (79.2)
(68.5, 87.6)

18/28 (64.3)
(44.1, 81.4)

369/486 (75.9)
(71.9, 79.7)

Non-academic 206/286 (72.0)
(66.4, 77.2)

78/94 (83.0)
(73.8, 89.9)

164/197 (83.2)
(77.3, 88.2)

209/233 (89.7)
(85.1, 93.3)

657/810 (81.1)
(78.2, 83.8)

Both 62/71 (87.3)
(77.3, 94.0)

30/39 (76.9)
(60.7, 88.9)

17/20 (85.0)
(62.1, 96.8)

22/26 (84.6)
(65.1, 95.6)

131/156 (84.0)
(77.3, 89.4)

Not available 8/8 (100)
(63.1, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

10/14 (71.4)
(41.9, 91.6)

23/27 (85.2)
(66.3, 95.8)
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Site participating in Prolong patient support program

Yes 40/52 (76.9)
(63.2, 87.5)

127/141 (90.1)
(83.9, 94.5)

14/20 (70.0)
(45.7, 88.1)

0/0 (-)
(-, -)

181/213 (85.0)
(79.5, 89.5)

No 279/363 (76.9)
(72.2, 81.1)

54/86 (62.8)
(51.7, 73.0)

177/200 (88.5)
(83.2, 92.6)

174/200 (87.0)
(81.5, 91.3)

684/849 (80.6)
(77.7, 83.2)

Unknown 116/164 (70.7)
(63.1, 77.6)

57/72 (79.2)
(68.0, 87.8)

56/79 (70.9)
(59.6, 80.6)

85/101 (84.2)
(75.6, 90.7)

314/416 (75.5)
(71.1, 79.5)

Missing 0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.10.  Persistence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Region

Urban 347/473 (73.4)
(69.1, 77.3)

237/295 (80.3)
(75.3, 84.7)

247/299 (82.6)
(77.8, 86.7)

185/217 (85.3)
(79.8, 89.7)

1016/1284 (79.1)
(76.8, 81.3)

Rural 88/106 (83.0)
(74.5, 89.6)

2/5 (40.0)
(5.3, 85.3)

0/0 (-)
(-, -)

74/84 (88.1)
(79.2, 94.1)

164/195 (84.1)
(78.2, 88.9)

Page 22 of 22
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.1.2.11.  Persistence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

257/281 (91.5)
(87.6, 94.5)

69/74 (93.2)
(84.9, 97.8)

77/83 (92.8)
(84.9, 97.3)

96/104 (92.3)
(85.4, 96.6)

499/542 (92.1)
(89.5, 94.2)

This patient has multiple risk factors for 
fracture

256/278 (92.1)
(88.3, 95.0)

96/106 (90.6)
(83.3, 95.4)

126/137 (92.0)
(86.1, 95.9)

157/165 (95.2)
(90.7, 97.9)

635/686 (92.6)
(90.3, 94.4)

The patient failed other available 
osteoporosis therapy

178/193 (92.2)
(87.5, 95.6)

72/83 (86.7)
(77.5, 93.2)

130/134 (97.0)
(92.5, 99.2)

75/80 (93.8)
(86.0, 97.9)

455/490 (92.9)
(90.2, 95.0)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.2.11.  Persistence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

105/114 (92.1)
(85.5, 96.3)

95/105 (90.5)
(83.2, 95.3)

59/63 (93.7)
(84.5, 98.2)

38/39 (97.4)
(86.5, 99.9)

297/321 (92.5)
(89.1, 95.2)

Other 64/66 (97.0)
(89.5, 99.6)

16/18 (88.9)
(65.3, 98.6)

34/35 (97.1)
(85.1, 99.9)

52/54 (96.3)
(87.3, 99.5)

166/173 (96.0)
(91.8, 98.4)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.2.11.  Persistence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

209/281 (74.4)
(68.9, 79.4)

62/74 (83.8)
(73.4, 91.3)

59/83 (71.1)
(60.1, 80.5)

86/104 (82.7)
(74.0, 89.4)

416/542 (76.8)
(73.0, 80.2)

This patient has multiple risk factors for 
fracture

205/278 (73.7)
(68.2, 78.8)

82/106 (77.4)
(68.2, 84.9)

109/137 (79.6)
(71.8, 86.0)

142/165 (86.1)
(79.8, 91.0)

538/686 (78.4)
(75.2, 81.4)

The patient failed other available 
osteoporosis therapy

156/193 (80.8)
(74.6, 86.1)

63/83 (75.9)
(65.3, 84.6)

118/134 (88.1)
(81.3, 93.0)

68/80 (85.0)
(75.3, 92.0)

405/490 (82.7)
(79.0, 85.9)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.2.11.  Persistence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

83/114 (72.8)
(63.7, 80.7)

85/105 (81.0)
(72.1, 88.0)

49/63 (77.8)
(65.5, 87.3)

33/39 (84.6)
(69.5, 94.1)

250/321 (77.9)
(72.9, 82.3)

Other 51/66 (77.3)
(65.3, 86.7)

13/18 (72.2)
(46.5, 90.3)

25/35 (71.4)
(53.7, 85.4)

47/54 (87.0)
(75.1, 94.6)

136/173 (78.6)
(71.7, 84.5)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Marital status

Married 226/244 (92.6)
(88.6, 95.6)

145/158 (91.8)
(86.3, 95.5)

199/210 (94.8)
(90.8, 97.4)

150/153 (98.0)
(94.4, 99.6)

720/765 (94.1)
(92.2, 95.7)

Never married 19/22 (86.4)
(65.1, 97.1)

21/21 (100)
(83.9, 100.0)

14/15 (93.3)
(68.1, 99.8)

13/15 (86.7)
(59.5, 98.3)

67/73 (91.8)
(83.0, 96.9)

Divorced 17/19 (89.5)
(66.9, 98.7)

21/26 (80.8)
(60.6, 93.4)

12/13 (92.3)
(64.0, 99.8)

14/15 (93.3)
(68.1, 99.8)

64/73 (87.7)
(77.9, 94.2)

Separated 5/6 (83.3)
(35.9, 99.6)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

3/3 (100)
(29.2, 100.0)

9/10 (90.0)
(55.5, 99.7)

Page 1 of 34
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Marital status (Cont'd)

Widowed 132/144 (91.7)
(85.9, 95.6)

79/93 (84.9)
(76.0, 91.5)

57/60 (95.0)
(86.1, 99.0)

83/89 (93.3)
(85.9, 97.5)

351/386 (90.9)
(87.6, 93.6)

Missing 135/144 (93.8)
(88.5, 97.1)

1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

25/26 (96.2)
(80.4, 99.9)

161/172 (93.6)
(88.8, 96.8)

Page 2 of 34
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Living situation

At home with spouse/family 234/253 (92.5)
(88.5, 95.4)

164/178 (92.1)
(87.2, 95.6)

226/236 (95.8)
(92.3, 97.9)

179/188 (95.2)
(91.1, 97.8)

803/855 (93.9)
(92.1, 95.4)

At home with care/support 11/12 (91.7)
(61.5, 99.8)

6/10 (60.0)
(26.2, 87.8)

2/2 (100)
(15.8, 100.0)

11/11 (100)
(71.5, 100.0)

30/35 (85.7)
(69.7, 95.2)

At home alone 130/145 (89.7)
(83.5, 94.1)

82/93 (88.2)
(79.8, 93.9)

45/51 (88.2)
(76.1, 95.6)

87/91 (95.6)
(89.1, 98.8)

344/380 (90.5)
(87.1, 93.3)

Nursing home 4/5 (80.0)
(28.4, 99.5)

5/7 (71.4)
(29.0, 96.3)

0/0 (-)
(-, -)

6/6 (100)
(54.1, 100.0)

15/18 (83.3)
(58.6, 96.4)

Page 3 of 34
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Living situation (Cont'd)

Not available 110/115 (95.7)
(90.1, 98.6)

11/12 (91.7)
(61.5, 99.8)

9/10 (90.0)
(55.5, 99.7)

3/3 (100)
(29.2, 100.0)

133/140 (95.0)
(90.0, 98.0)

Missing 45/49 (91.8)
(80.4, 97.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

2/2 (100)
(15.8, 100.0)

47/51 (92.2)
(81.1, 97.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Highest education

No formal education 14/15 (93.3)
(68.1, 99.8)

4/6 (66.7)
(22.3, 95.7)

5/5 (100)
(47.8, 100.0)

11/11 (100)
(71.5, 100.0)

34/37 (91.9)
(78.1, 98.3)

Elementary education 125/132 (94.7)
(89.4, 97.8)

71/83 (85.5)
(76.1, 92.3)

100/109 (91.7)
(84.9, 96.2)

106/112 (94.6)
(88.7, 98.0)

402/436 (92.2)
(89.3, 94.5)

Secondary education 67/75 (89.3)
(80.1, 95.3)

142/156 (91.0)
(85.4, 95.0)

96/98 (98.0)
(92.8, 99.8)

105/109 (96.3)
(90.9, 99.0)

410/438 (93.6)
(90.9, 95.7)

University 42/47 (89.4)
(76.9, 96.5)

18/19 (94.7)
(74.0, 99.9)

40/43 (93.0)
(80.9, 98.5)

15/15 (100)
(78.2, 100.0)

115/124 (92.7)
(86.7, 96.6)

Page 5 of 34
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-po-qs.sas 
Output: t14t-04-001-002-012-persis-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:20:06)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 240 of 1214



Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Highest education (Cont'd)

Not applicable 219/240 (91.3)
(86.9, 94.5)

33/36 (91.7)
(77.5, 98.2)

40/43 (93.0)
(80.9, 98.5)

49/51 (96.1)
(86.5, 99.5)

341/370 (92.2)
(88.9, 94.7)

Missing 67/70 (95.7)
(88.0, 99.1)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

70/74 (94.6)
(86.7, 98.5)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Employment status

Employed 47/52 (90.4)
(79.0, 96.8)

23/25 (92.0)
(74.0, 99.0)

29/30 (96.7)
(82.8, 99.9)

20/20 (100)
(83.2, 100.0)

119/127 (93.7)
(88.0, 97.2)

Self employed 4/4 (100)
(39.8, 100.0)

3/3 (100)
(29.2, 100.0)

20/20 (100)
(83.2, 100.0)

2/2 (100)
(15.8, 100.0)

29/29 (100)
(88.1, 100.0)

Unemployed 10/11 (90.9)
(58.7, 99.8)

6/6 (100)
(54.1, 100.0)

44/47 (93.6)
(82.5, 98.7)

43/47 (91.5)
(79.6, 97.6)

103/111 (92.8)
(86.3, 96.8)

Retired 434/472 (91.9)
(89.1, 94.2)

235/265 (88.7)
(84.2, 92.2)

188/201 (93.5)
(89.2, 96.5)

208/217 (95.9)
(92.3, 98.1)

1065/1155 (92.2)
(90.5, 93.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Employment status (Cont'd)

Missing 39/40 (97.5)
(86.8, 99.9)

1/1 (100)
(2.5, 100.0)

1/1 (100)
(2.5, 100.0)

15/15 (100)
(78.2, 100.0)

56/57 (98.2)
(90.6, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 196/211 (92.9)
(88.5, 96.0)

169/189 (89.4)
(84.1, 93.4)

183/193 (94.8)
(90.7, 97.5)

164/168 (97.6)
(94.0, 99.3)

736/786 (93.6)
(91.7, 95.2)

> Median 159/176 (90.3)
(85.0, 94.3)

95/107 (88.8)
(81.2, 94.1)

92/99 (92.9)
(86.0, 97.1)

123/132 (93.2)
(87.5, 96.8)

445/489 (91.0)
(88.1, 93.4)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Method of transport to health provider

Walk 38/42 (90.5)
(77.4, 97.3)

72/83 (86.7)
(77.5, 93.2)

31/31 (100)
(88.8, 100.0)

36/36 (100)
(90.3, 100.0)

177/192 (92.2)
(87.4, 95.6)

Cycle 4/4 (100)
(39.8, 100.0)

11/12 (91.7)
(61.5, 99.8)

2/2 (100)
(15.8, 100.0)

13/14 (92.9)
(66.1, 99.8)

30/32 (93.8)
(79.2, 99.2)

Public transport 78/90 (86.7)
(77.9, 92.9)

82/91 (90.1)
(82.1, 95.4)

98/108 (90.7)
(83.6, 95.5)

12/13 (92.3)
(64.0, 99.8)

270/302 (89.4)
(85.4, 92.6)

Own vehicle 158/168 (94.0)
(89.3, 97.1)

90/97 (92.8)
(85.7, 97.0)

124/127 (97.6)
(93.3, 99.5)

189/198 (95.5)
(91.5, 97.9)

561/590 (95.1)
(93.0, 96.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 55/62 (88.7)
(78.1, 95.3)

12/16 (75.0)
(47.6, 92.7)

22/26 (84.6)
(65.1, 95.6)

37/39 (94.9)
(82.7, 99.4)

126/143 (88.1)
(81.6, 92.9)

Missing 201/213 (94.4)
(90.4, 97.1)

1/1 (100)
(2.5, 100.0)

5/5 (100)
(47.8, 100.0)

1/1 (100)
(2.5, 100.0)

208/220 (94.5)
(90.7, 97.2)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Health insurance

Public 429/466 (92.1)
(89.2, 94.3)

266/296 (89.9)
(85.8, 93.1)

269/286 (94.1)
(90.7, 96.5)

267/280 (95.4)
(92.2, 97.5)

1231/1328 (92.7)
(91.2, 94.0)

Private 93/100 (93.0)
(86.1, 97.1)

2/3 (66.7)
(9.4, 99.2)

13/13 (100)
(75.3, 100.0)

19/19 (100)
(82.4, 100.0)

127/135 (94.1)
(88.7, 97.4)

Other 1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

Missing 11/12 (91.7)
(61.5, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

12/13 (92.3)
(64.0, 99.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Reminder service

Yes 395/428 (92.3)
(89.3, 94.6)

205/223 (91.9)
(87.5, 95.1)

121/125 (96.8)
(92.0, 99.1)

197/206 (95.6)
(91.9, 98.0)

918/982 (93.5)
(91.8, 94.9)

No 124/135 (91.9)
(85.9, 95.9)

62/76 (81.6)
(71.0, 89.5)

160/172 (93.0)
(88.1, 96.3)

77/81 (95.1)
(87.8, 98.6)

423/464 (91.2)
(88.2, 93.6)

Unknown 15/16 (93.8)
(69.8, 99.8)

1/1 (100)
(2.5, 100.0)

1/2 (50.0)
(1.3, 98.7)

14/14 (100)
(76.8, 100.0)

31/33 (93.9)
(79.8, 99.3)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Type of reminder
a 

Telephone call 245/265 (92.5)
(88.6, 95.3)

138/147 (93.9)
(88.7, 97.2)

47/48 (97.9)
(88.9, 99.9)

46/48 (95.8)
(85.7, 99.5)

476/508 (93.7)
(91.2, 95.7)

Mailing (e.g. postcard) 46/48 (95.8)
(85.7, 99.5)

49/53 (92.5)
(81.8, 97.9)

0/0 (-)
(-, -)

44/48 (91.7)
(80.0, 97.7)

139/149 (93.3)
(88.0, 96.7)

Email/SMS 0/0 (-)
(-, -)

2/2 (100)
(15.8, 100.0)

0/0 (-)
(-, -)

11/11 (100)
(71.5, 100.0)

13/13 (100)
(75.3, 100.0)

Appointment card 146/159 (91.8)
(86.4, 95.6)

77/86 (89.5)
(81.1, 95.1)

73/75 (97.3)
(90.7, 99.7)

64/69 (92.8)
(83.9, 97.6)

360/389 (92.5)
(89.5, 95.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 82/94 (87.2)
(78.8, 93.2)

44/51 (86.3)
(73.7, 94.3)

8/9 (88.9)
(51.8, 99.7)

63/66 (95.5)
(87.3, 99.1)

197/220 (89.5)
(84.7, 93.3)

Other 1/1 (100)
(2.5, 100.0)

3/3 (100)
(29.2, 100.0)

1/1 (100)
(2.5, 100.0)

6/6 (100)
(54.1, 100.0)

11/11 (100)
(71.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 274/296 (92.6)
(89.0, 95.3)

156/166 (94.0)
(89.2, 97.1)

47/48 (97.9)
(88.9, 99.9)

97/103 (94.2)
(87.8, 97.8)

574/613 (93.6)
(91.4, 95.4)

Passive reminder 120/131 (91.6)
(85.5, 95.7)

49/57 (86.0)
(74.2, 93.7)

73/76 (96.1)
(88.9, 99.2)

97/100 (97.0)
(91.5, 99.4)

339/364 (93.1)
(90.0, 95.5)

No reminder 140/152 (92.1)
(86.6, 95.9)

63/77 (81.8)
(71.4, 89.7)

162/175 (92.6)
(87.6, 96.0)

94/98 (95.9)
(89.9, 98.9)

459/502 (91.4)
(88.6, 93.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 91/102 (89.2)
(81.5, 94.5)

54/59 (91.5)
(81.3, 97.2)

46/47 (97.9)
(88.7, 99.9)

43/44 (97.7)
(88.0, 99.9)

234/252 (92.9)
(88.9, 95.7)

No 316/334 (94.6)
(91.6, 96.8)

203/226 (89.8)
(85.1, 93.4)

206/215 (95.8)
(92.2, 98.1)

208/217 (95.9)
(92.3, 98.1)

933/992 (94.1)
(92.4, 95.4)

Not applicable 122/138 (88.4)
(81.9, 93.2)

11/15 (73.3)
(44.9, 92.2)

30/37 (81.1)
(64.8, 92.0)

37/40 (92.5)
(79.6, 98.4)

200/230 (87.0)
(81.9, 91.0)

Missing 5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Marital status

Married 184/244 (75.4)
(69.5, 80.7)

129/158 (81.6)
(74.7, 87.3)

179/210 (85.2)
(79.7, 89.7)

139/153 (90.8)
(85.1, 94.9)

631/765 (82.5)
(79.6, 85.1)

Never married 17/22 (77.3)
(54.6, 92.2)

20/21 (95.2)
(76.2, 99.9)

10/15 (66.7)
(38.4, 88.2)

12/15 (80.0)
(51.9, 95.7)

59/73 (80.8)
(69.9, 89.1)

Divorced 16/19 (84.2)
(60.4, 96.6)

20/26 (76.9)
(56.4, 91.0)

10/13 (76.9)
(46.2, 95.0)

13/15 (86.7)
(59.5, 98.3)

59/73 (80.8)
(69.9, 89.1)

Separated 4/6 (66.7)
(22.3, 95.7)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

2/3 (66.7)
(9.4, 99.2)

7/10 (70.0)
(34.8, 93.3)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Marital status (Cont'd)

Widowed 103/144 (71.5)
(63.4, 78.7)

69/93 (74.2)
(64.1, 82.7)

48/60 (80.0)
(67.7, 89.2)

72/89 (80.9)
(71.2, 88.5)

292/386 (75.6)
(71.0, 79.8)

Missing 111/144 (77.1)
(69.3, 83.7)

0/1 (0.0)
(0.0, 97.5)

0/1 (0.0)
(0.0, 97.5)

21/26 (80.8)
(60.6, 93.4)

132/172 (76.7)
(69.7, 82.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-po-qs.sas 
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Living situation

At home with spouse/family 188/253 (74.3)
(68.5, 79.6)

148/178 (83.1)
(76.8, 88.3)

200/236 (84.7)
(79.5, 89.1)

162/188 (86.2)
(80.4, 90.8)

698/855 (81.6)
(78.9, 84.2)

At home with care/support 8/12 (66.7)
(34.9, 90.1)

6/10 (60.0)
(26.2, 87.8)

1/2 (50.0)
(1.3, 98.7)

10/11 (90.9)
(58.7, 99.8)

25/35 (71.4)
(53.7, 85.4)

At home alone 114/145 (78.6)
(71.0, 85.0)

72/93 (77.4)
(67.6, 85.4)

38/51 (74.5)
(60.4, 85.7)

78/91 (85.7)
(76.8, 92.2)

302/380 (79.5)
(75.1, 83.4)

Nursing home 1/5 (20.0)
(0.5, 71.6)

4/7 (57.1)
(18.4, 90.1)

0/0 (-)
(-, -)

5/6 (83.3)
(35.9, 99.6)

10/18 (55.6)
(30.8, 78.5)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Living situation (Cont'd)

Not available 88/115 (76.5)
(67.7, 83.9)

9/12 (75.0)
(42.8, 94.5)

8/10 (80.0)
(44.4, 97.5)

3/3 (100)
(29.2, 100.0)

108/140 (77.1)
(69.3, 83.8)

Missing 36/49 (73.5)
(58.9, 85.1)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

37/51 (72.5)
(58.3, 84.1)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-po-qs.sas 
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Highest education

No formal education 11/15 (73.3)
(44.9, 92.2)

4/6 (66.7)
(22.3, 95.7)

5/5 (100)
(47.8, 100.0)

11/11 (100)
(71.5, 100.0)

31/37 (83.8)
(68.0, 93.8)

Elementary education 110/132 (83.3)
(75.9, 89.3)

65/83 (78.3)
(67.9, 86.6)

90/109 (82.6)
(74.1, 89.2)

98/112 (87.5)
(79.9, 93.0)

363/436 (83.3)
(79.4, 86.6)

Secondary education 52/75 (69.3)
(57.6, 79.5)

125/156 (80.1)
(73.0, 86.1)

88/98 (89.8)
(82.0, 95.0)

92/109 (84.4)
(76.2, 90.6)

357/438 (81.5)
(77.5, 85.0)

University 40/47 (85.1)
(71.7, 93.8)

16/19 (84.2)
(60.4, 96.6)

31/43 (72.1)
(56.3, 84.7)

13/15 (86.7)
(59.5, 98.3)

100/124 (80.6)
(72.6, 87.2)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Highest education (Cont'd)

Not applicable 170/240 (70.8)
(64.6, 76.5)

29/36 (80.6)
(64.0, 91.8)

33/43 (76.7)
(61.4, 88.2)

44/51 (86.3)
(73.7, 94.3)

276/370 (74.6)
(69.8, 79.0)

Missing 52/70 (74.3)
(62.4, 84.0)

0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

1/3 (33.3)
(0.8, 90.6)

53/74 (71.6)
(59.9, 81.5)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Employment status

Employed 38/52 (73.1)
(59.0, 84.4)

20/25 (80.0)
(59.3, 93.2)

26/30 (86.7)
(69.3, 96.2)

17/20 (85.0)
(62.1, 96.8)

101/127 (79.5)
(71.5, 86.2)

Self employed 4/4 (100)
(39.8, 100.0)

3/3 (100)
(29.2, 100.0)

18/20 (90.0)
(68.3, 98.8)

2/2 (100)
(15.8, 100.0)

27/29 (93.1)
(77.2, 99.2)

Unemployed 8/11 (72.7)
(39.0, 94.0)

6/6 (100)
(54.1, 100.0)

40/47 (85.1)
(71.7, 93.8)

42/47 (89.4)
(76.9, 96.5)

96/111 (86.5)
(78.7, 92.2)

Retired 352/472 (74.6)
(70.4, 78.4)

209/265 (78.9)
(73.5, 83.6)

162/201 (80.6)
(74.4, 85.8)

185/217 (85.3)
(79.8, 89.7)

908/1155 (78.6)
(76.1, 80.9)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Employment status (Cont'd)

Missing 33/40 (82.5)
(67.2, 92.7)

1/1 (100)
(2.5, 100.0)

1/1 (100)
(2.5, 100.0)

13/15 (86.7)
(59.5, 98.3)

48/57 (84.2)
(72.1, 92.5)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 168/211 (79.6)
(73.5, 84.8)

150/189 (79.4)
(72.9, 84.9)

159/193 (82.4)
(76.3, 87.5)

145/168 (86.3)
(80.2, 91.1)

646/786 (82.2)
(79.3, 84.8)

> Median 129/176 (73.3)
(66.1, 79.7)

87/107 (81.3)
(72.6, 88.2)

82/99 (82.8)
(73.9, 89.7)

113/132 (85.6)
(78.4, 91.1)

387/489 (79.1)
(75.3, 82.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Method of transport to health provider

Walk 36/42 (85.7)
(71.5, 94.6)

63/83 (75.9)
(65.3, 84.6)

29/31 (93.5)
(78.6, 99.2)

31/36 (86.1)
(70.5, 95.3)

159/192 (82.8)
(76.7, 87.9)

Cycle 4/4 (100)
(39.8, 100.0)

10/12 (83.3)
(51.6, 97.9)

2/2 (100)
(15.8, 100.0)

12/14 (85.7)
(57.2, 98.2)

28/32 (87.5)
(71.0, 96.5)

Public transport 59/90 (65.6)
(54.8, 75.3)

72/91 (79.1)
(69.3, 86.9)

84/108 (77.8)
(68.8, 85.2)

10/13 (76.9)
(46.2, 95.0)

225/302 (74.5)
(69.2, 79.3)

Own vehicle 135/168 (80.4)
(73.5, 86.1)

82/97 (84.5)
(75.8, 91.1)

111/127 (87.4)
(80.3, 92.6)

171/198 (86.4)
(80.8, 90.8)

499/590 (84.6)
(81.4, 87.4)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 44/62 (71.0)
(58.1, 81.8)

11/16 (68.8)
(41.3, 89.0)

17/26 (65.4)
(44.3, 82.8)

34/39 (87.2)
(72.6, 95.7)

106/143 (74.1)
(66.1, 81.1)

Missing 157/213 (73.7)
(67.3, 79.5)

1/1 (100)
(2.5, 100.0)

4/5 (80.0)
(28.4, 99.5)

1/1 (100)
(2.5, 100.0)

163/220 (74.1)
(67.8, 79.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Health insurance

Public 355/466 (76.2)
(72.0, 80.0)

238/296 (80.4)
(75.4, 84.8)

235/286 (82.2)
(77.2, 86.4)

243/280 (86.8)
(82.2, 90.5)

1071/1328 (80.6)
(78.4, 82.7)

Private 69/100 (69.0)
(59.0, 77.9)

1/3 (33.3)
(0.8, 90.6)

12/13 (92.3)
(64.0, 99.8)

15/19 (78.9)
(54.4, 93.9)

97/135 (71.9)
(63.5, 79.2)

Other 1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

Missing 10/12 (83.3)
(51.6, 97.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

10/13 (76.9)
(46.2, 95.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Reminder service

Yes 322/428 (75.2)
(70.9, 79.3)

184/223 (82.5)
(76.9, 87.3)

99/125 (79.2)
(71.0, 85.9)

177/206 (85.9)
(80.4, 90.4)

782/982 (79.6)
(77.0, 82.1)

No 100/135 (74.1)
(65.8, 81.2)

54/76 (71.1)
(59.5, 80.9)

147/172 (85.5)
(79.3, 90.4)

72/81 (88.9)
(80.0, 94.8)

373/464 (80.4)
(76.5, 83.9)

Unknown 13/16 (81.3)
(54.4, 96.0)

1/1 (100)
(2.5, 100.0)

1/2 (50.0)
(1.3, 98.7)

10/14 (71.4)
(41.9, 91.6)

25/33 (75.8)
(57.7, 88.9)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Type of reminder
a 

Telephone call 198/265 (74.7)
(69.0, 79.8)

122/147 (83.0)
(75.9, 88.7)

39/48 (81.3)
(67.4, 91.1)

38/48 (79.2)
(65.0, 89.5)

397/508 (78.1)
(74.3, 81.7)

Mailing (e.g. postcard) 38/48 (79.2)
(65.0, 89.5)

44/53 (83.0)
(70.2, 91.9)

0/0 (-)
(-, -)

39/48 (81.3)
(67.4, 91.1)

121/149 (81.2)
(74.0, 87.1)

Email/SMS 0/0 (-)
(-, -)

2/2 (100)
(15.8, 100.0)

0/0 (-)
(-, -)

10/11 (90.9)
(58.7, 99.8)

12/13 (92.3)
(64.0, 99.8)

Appointment card 121/159 (76.1)
(68.7, 82.5)

67/86 (77.9)
(67.7, 86.1)

59/75 (78.7)
(67.7, 87.3)

61/69 (88.4)
(78.4, 94.9)

308/389 (79.2)
(74.8, 83.1)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 67/94 (71.3)
(61.0, 80.1)

39/51 (76.5)
(62.5, 87.2)

5/9 (55.6)
(21.2, 86.3)

58/66 (87.9)
(77.5, 94.6)

169/220 (76.8)
(70.7, 82.2)

Other 0/1 (0.0)
(0.0, 97.5)

3/3 (100)
(29.2, 100.0)

1/1 (100)
(2.5, 100.0)

4/6 (66.7)
(22.3, 95.7)

8/11 (72.7)
(39.0, 94.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 221/296 (74.7)
(69.3, 79.5)

140/166 (84.3)
(77.9, 89.5)

39/48 (81.3)
(67.4, 91.1)

84/103 (81.6)
(72.7, 88.5)

484/613 (79.0)
(75.5, 82.1)

Passive reminder 101/131 (77.1)
(68.9, 84.0)

44/57 (77.2)
(64.2, 87.3)

59/76 (77.6)
(66.6, 86.4)

91/100 (91.0)
(83.6, 95.8)

295/364 (81.0)
(76.6, 84.9)

No reminder 113/152 (74.3)
(66.6, 81.1)

55/77 (71.4)
(60.0, 81.2)

149/175 (85.1)
(79.0, 90.1)

84/98 (85.7)
(77.2, 92.0)

401/502 (79.9)
(76.1, 83.3)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.12.  Persistence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 82/102 (80.4)
(71.4, 87.6)

50/59 (84.7)
(73.0, 92.8)

38/47 (80.9)
(66.7, 90.9)

39/44 (88.6)
(75.4, 96.2)

209/252 (82.9)
(77.7, 87.4)

No 259/334 (77.5)
(72.7, 81.9)

178/226 (78.8)
(72.8, 83.9)

186/215 (86.5)
(81.2, 90.8)

188/217 (86.6)
(81.4, 90.9)

811/992 (81.8)
(79.2, 84.1)

Not applicable 91/138 (65.9)
(57.4, 73.8)

11/15 (73.3)
(44.9, 92.2)

23/37 (62.2)
(44.8, 77.5)

32/40 (80.0)
(64.4, 90.9)

157/230 (68.3)
(61.8, 74.2)

Missing 3/5 (60.0)
(14.7, 94.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/5 (60.0)
(14.7, 94.7)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 246/267 (92.1)
(88.2, 95.1)

126/147 (85.7)
(79.0, 90.9)

119/126 (94.4)
(88.9, 97.7)

132/139 (95.0)
(89.9, 98.0)

619/678 (91.3)
(88.9, 93.3)

> Median 248/267 (92.9)
(89.1, 95.7)

136/146 (93.2)
(87.8, 96.7)

123/126 (97.6)
(93.2, 99.5)

134/138 (97.1)
(92.7, 99.2)

645/678 (95.1)
(93.2, 96.6)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 244/266 (91.7)
(87.7, 94.7)

131/147 (89.1)
(82.9, 93.6)

120/127 (94.5)
(89.0, 97.8)

134/139 (96.4)
(91.8, 98.8)

632/678 (93.2)
(91.1, 95.0)

> Median 248/266 (93.2)
(89.5, 95.9)

131/146 (89.7)
(83.6, 94.1)

123/126 (97.6)
(93.2, 99.5)

132/138 (95.7)
(90.8, 98.4)

631/677 (93.2)
(91.0, 95.0)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 223/245 (91.0)
(86.7, 94.3)

155/171 (90.6)
(85.3, 94.6)

126/130 (96.9)
(92.3, 99.2)

250/262 (95.4)
(92.1, 97.6)

639/693 (92.2)
(90.0, 94.1)

> Median 192/206 (93.2)
(88.9, 96.2)

85/96 (88.5)
(80.4, 94.1)

113/119 (95.0)
(89.3, 98.1)

0/0 (-)
(-, -)

505/536 (94.2)
(91.9, 96.0)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 177/190 (93.2)
(88.6, 96.3)

79/90 (87.8)
(79.2, 93.7)

61/63 (96.8)
(89.0, 99.6)

146/149 (98.0)
(94.2, 99.6)

463/492 (94.1)
(91.6, 96.0)

Medium - (score ≥ 6 and < 8) 188/204 (92.2)
(87.6, 95.5)

103/114 (90.4)
(83.4, 95.1)

98/102 (96.1)
(90.3, 98.9)

71/78 (91.0)
(82.4, 96.3)

460/498 (92.4)
(89.7, 94.5)

Low - (score < 6) 50/57 (87.7)
(76.3, 94.9)

58/63 (92.1)
(82.4, 97.4)

80/84 (95.2)
(88.3, 98.7)

33/35 (94.3)
(80.8, 99.3)

221/239 (92.5)
(88.4, 95.5)

Missing 119/128 (93.0)
(87.1, 96.7)

28/33 (84.8)
(68.1, 94.9)

43/50 (86.0)
(73.3, 94.2)

38/39 (97.4)
(86.5, 99.9)

228/250 (91.2)
(87.0, 94.4)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 197/267 (73.8)
(68.1, 79.0)

111/147 (75.5)
(67.7, 82.2)

104/126 (82.5)
(74.8, 88.7)

118/139 (84.9)
(77.8, 90.4)

527/678 (77.7)
(74.4, 80.8)

> Median 209/267 (78.3)
(72.8, 83.1)

123/146 (84.2)
(77.3, 89.7)

113/126 (89.7)
(83.0, 94.4)

121/138 (87.7)
(81.0, 92.7)

569/678 (83.9)
(80.9, 86.6)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 200/266 (75.2)
(69.5, 80.3)

116/147 (78.9)
(71.4, 85.2)

111/127 (87.4)
(80.3, 92.6)

119/139 (85.6)
(78.7, 91.0)

552/678 (81.4)
(78.3, 84.3)

> Median 204/266 (76.7)
(71.1, 81.6)

118/146 (80.8)
(73.5, 86.9)

107/126 (84.9)
(77.5, 90.7)

120/138 (87.0)
(80.2, 92.1)

543/677 (80.2)
(77.0, 83.1)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-rate-cov-pro.sas 
Output: t14t-04-001-002-013-persis-rate-cov-pro-l.rtf (Date Generated: 13NOV2015: 7:35:28)  Source Data: adam.aexeff, adam.aslbase, adam.aqsmmas

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 273 of 1214



Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 184/245 (75.1)
(69.2, 80.4)

139/171 (81.3)
(74.6, 86.8)

114/130 (87.7)
(80.8, 92.8)

224/262 (85.5)
(80.6, 89.5)

560/693 (80.8)
(77.7, 83.7)

> Median 163/206 (79.1)
(72.9, 84.5)

75/96 (78.1)
(68.5, 85.9)

100/119 (84.0)
(76.2, 90.1)

0/0 (-)
(-, -)

439/536 (81.9)
(78.4, 85.1)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.2.13.  Persistence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 150/190 (78.9)
(72.5, 84.5)

70/90 (77.8)
(67.8, 85.9)

52/63 (82.5)
(70.9, 90.9)

130/149 (87.2)
(80.8, 92.1)

402/492 (81.7)
(78.0, 85.0)

Medium - (score ≥ 6 and < 8) 153/204 (75.0)
(68.5, 80.8)

97/114 (85.1)
(77.2, 91.1)

90/102 (88.2)
(80.4, 93.8)

65/78 (83.3)
(73.2, 90.8)

405/498 (81.3)
(77.6, 84.7)

Low - (score < 6) 44/57 (77.2)
(64.2, 87.3)

47/63 (74.6)
(62.1, 84.7)

72/84 (85.7)
(76.4, 92.4)

29/35 (82.9)
(66.4, 93.4)

192/239 (80.3)
(74.7, 85.2)

Missing 88/128 (68.8)
(60.0, 76.6)

25/33 (75.8)
(57.7, 88.9)

33/50 (66.0)
(51.2, 78.8)

35/39 (89.7)
(75.8, 97.1)

181/250 (72.4)
(66.4, 77.8)
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N = Number of patients in the full analysis set; n = Number of persistent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.3531
c 

Active reminder 574/613 (93.6) Reference

Passive reminder 339/364 (93.1) 0.92 (0.55, 1.55) 0.7574

No reminder 459/502 (91.4) 0.73 (0.46, 1.14) 0.1621

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.7330
c 

Active reminder 484/613 (79.0) Reference

Passive reminder 295/364 (81.0) 1.14 (0.82, 1.58) 0.4327

No reminder 401/502 (79.9) 1.06 (0.79, 1.42) 0.7043

Page 2 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.7119
b 

> 25 kg/m
2

649/697 (93.1) Reference

≤ 25 kg/m
2

673/719 (93.6) 1.08 (0.71, 1.64) 0.7119

Age at menopause (years) (median = 50.0) 0.7035
b 

≤ Median 810/871 (93.0) Reference

> Median 449/480 (93.5) 1.09 (0.70, 1.71) 0.7035

Cause of menopause 0.3628
b 

Natural onset 1075/1148 (93.6) Reference

Clinically/surgically induced 194/211 (91.9) 0.77 (0.45, 1.34) 0.3628

Page 1 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.5334
b 

No 441/473 (93.2) Reference

Yes 865/937 (92.3) 0.87 (0.57, 1.34) 0.5334

Height loss since self-reported maximal height (cm) (median = 4.00) 0.7298
b 

≤ Median 506/549 (92.2) Reference

> Median 347/374 (92.8) 1.09 (0.66, 1.80) 0.7298

Time since most recent fracture to first Prolia
®

injection 0.4512
b 

< 12 months 222/243 (91.4) Reference

≥ 12 months 510/549 (92.9) 1.24 (0.71, 2.15) 0.4512

Page 2 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.3530
b 

No 615/658 (93.5) Reference

Yes 757/821 (92.2) 0.83 (0.55, 1.23) 0.3530

Historical osteoporotic hip fracture 0.6603
b 

No 1308/1411 (92.7) Reference

Yes 64/68 (94.1) 1.26 (0.45, 3.53) 0.6603

Historical osteoporotic vertebral fracture 0.0535
b 

No 1107/1185 (93.4) Reference

Yes 265/294 (90.1) 0.64 (0.41, 1.01) 0.0535

Page 3 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.2050
b 

No 1061/1138 (93.2) Reference

Yes 311/341 (91.2) 0.75 (0.48, 1.17) 0.2050

Prior hospitalization for osteoporotic fracture 0.3054
b 

No 1161/1247 (93.1) Reference

Yes 207/227 (91.2) 0.77 (0.46, 1.27) 0.3054

≥ 1 fall in the 12 months prior to enrollment 0.0045
b 

No 1114/1190 (93.6) Reference

Yes 240/271 (88.6) 0.53 (0.34, 0.82) 0.0045

Page 4 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.1648
b 

No 1249/1343 (93.0) Reference

Yes 112/125 (89.6) 0.65 (0.35, 1.19) 0.1648

Parent fractured hip 0.2211
b 

No 787/849 (92.7) Reference

Yes 162/169 (95.9) 1.82 (0.82, 4.06) 0.1410

Unknown 423/461 (91.8) 0.88 (0.58, 1.34) 0.5407

Current smoker 0.3741
b 

No 1139/1231 (92.5) Reference

Yes 168/178 (94.4) 1.36 (0.69, 2.66) 0.3741

Page 5 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.9228
b 

No 1170/1261 (92.8) Reference

Yes 137/148 (92.6) 0.97 (0.51, 1.86) 0.9228

Prior glucocorticoid use 0.3789
b 

No 1215/1307 (93.0) Reference

Yes 142/156 (91.0) 0.77 (0.43, 1.38) 0.3789

Secondary osteoporosis 0.5776
b 

No 1211/1303 (92.9) Reference

Yes 156/170 (91.8) 0.85 (0.47, 1.52) 0.5776

Page 6 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.8330
b 

No 1273/1372 (92.8) Reference

Yes 16/17 (94.1) 1.24 (0.16, 9.48) 0.8330

Total hip DXA BMD T-score 0.5217
b 

> -2.5 491/526 (93.3) Reference

≤ -2.5 242/256 (94.5) 1.23 (0.65, 2.33) 0.5217

Femoral neck DXA BMD T-score 0.6629
b 

> -2.5 463/490 (94.5) Reference

≤ -2.5 441/470 (93.8) 0.89 (0.52, 1.52) 0.6629
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.4192
b 

> -2.5 332/359 (92.5) Reference

≤ -2.5 693/739 (93.8) 1.23 (0.75, 2.01) 0.4192
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.2470
b 

> 25 kg/m
2

551/697 (79.1) Reference

≤ 25 kg/m
2

586/719 (81.5) 1.17 (0.90, 1.52) 0.2470

Age at menopause (years) (median = 50.0) 0.6013
b 

≤ Median 707/871 (81.2) Reference

> Median 384/480 (80.0) 0.93 (0.70, 1.23) 0.6013

Cause of menopause 0.5989
b 

Natural onset 929/1148 (80.9) Reference

Clinically/surgically induced 174/211 (82.5) 1.11 (0.75, 1.63) 0.5989
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.3551
b 

No 383/473 (81.0) Reference

Yes 739/937 (78.9) 0.88 (0.66, 1.16) 0.3551

Height loss since self-reported maximal height (cm) (median = 4.00) 0.7443
b 

≤ Median 435/549 (79.2) Reference

> Median 293/374 (78.3) 0.95 (0.69, 1.31) 0.7443

Time since most recent fracture to first Prolia
®

injection 0.0365
b 

< 12 months 179/243 (73.7) Reference

≥ 12 months 441/549 (80.3) 1.46 (1.02, 2.08) 0.0365
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.0681
b 

No 539/658 (81.9) Reference

Yes 641/821 (78.1) 0.79 (0.61, 1.02) 0.0681

Historical osteoporotic hip fracture 0.8174
b 

No 1125/1411 (79.7) Reference

Yes 55/68 (80.9) 1.08 (0.58, 2.00) 0.8174

Historical osteoporotic vertebral fracture 0.2873
b 

No 952/1185 (80.3) Reference

Yes 228/294 (77.6) 0.85 (0.62, 1.15) 0.2873
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.1224
b 

No 918/1138 (80.7) Reference

Yes 262/341 (76.8) 0.79 (0.59, 1.06) 0.1224

Prior hospitalization for osteoporotic fracture 0.0964
b 

No 1005/1247 (80.6) Reference

Yes 172/227 (75.8) 0.75 (0.54, 1.05) 0.0964

≥ 1 fall in the 12 months prior to enrollment 0.0005
b 

No 969/1190 (81.4) Reference

Yes 195/271 (72.0) 0.59 (0.43, 0.79) 0.0005
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0018
b 

No 1084/1343 (80.7) Reference

Yes 86/125 (68.8) 0.53 (0.35, 0.79) 0.0018

Parent fractured hip 0.0840
b 

No 680/849 (80.1) Reference

Yes 144/169 (85.2) 1.43 (0.91, 2.26) 0.1238

Unknown 356/461 (77.2) 0.84 (0.64, 1.11) 0.2227

Current smoker 0.3802
b 

No 982/1231 (79.8) Reference

Yes 147/178 (82.6) 1.20 (0.80, 1.81) 0.3802
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.9290
b 

No 1010/1261 (80.1) Reference

Yes 119/148 (80.4) 1.02 (0.66, 1.57) 0.9290

Prior glucocorticoid use 0.0046
b 

No 1057/1307 (80.9) Reference

Yes 111/156 (71.2) 0.58 (0.40, 0.85) 0.0046

Secondary osteoporosis 0.5474
b 

No 1045/1303 (80.2) Reference

Yes 133/170 (78.2) 0.89 (0.60, 1.31) 0.5474
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.1802
b 

No 1098/1372 (80.0) Reference

Yes 16/17 (94.1) 3.99 (0.53, 30.24) 0.1802

Total hip DXA BMD T-score 0.9630
b 

> -2.5 424/526 (80.6) Reference

≤ -2.5 206/256 (80.5) 0.99 (0.68, 1.45) 0.9630

Femoral neck DXA BMD T-score 0.3311
b 

> -2.5 405/490 (82.7) Reference

≤ -2.5 377/470 (80.2) 0.85 (0.61, 1.18) 0.3311
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.0706
b 

> -2.5 281/359 (78.3) Reference

≤ -2.5 612/739 (82.8) 1.34 (0.98, 1.83) 0.0706
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.0072
b 

< 65 years 393/414 (94.9) Reference

≥ 65 to < 75 years 494/526 (93.9) 0.82 (0.47, 1.45) 0.5052

≥ 75 years 485/539 (90.0) 0.48 (0.28, 0.81) 0.0058

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.1727
b 

≤ Median 726/786 (92.4) Reference

> Median 616/654 (94.2) 1.34 (0.88, 2.04) 0.1727

Number of concomitant medications taken at baseline (median = 2.0) 0.2500
b 

≤ Median 690/750 (92.0) Reference

> Median 682/729 (93.6) 1.26 (0.85, 1.88) 0.2500

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.0411
b 

≤ Median 831/885 (93.9) Reference

> Median 541/594 (91.1) 0.66 (0.45, 0.98) 0.0411

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0883
b 

≤ Median 821/876 (93.7) Reference

> Median 551/603 (91.4) 0.71 (0.48, 1.05) 0.0883

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 214/229 (93.4) NE NE

Unknown 124/132 (93.9) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.2025
b 

No 106/118 (89.8) Reference

Yes 1266/1361 (93.0) 1.51 (0.80, 2.84) 0.2025

Number of chronic medical conditions of interest
d 

0.9814
b 

0 237/254 (93.3) Reference

1 655/707 (92.6) 0.90 (0.51, 1.59) 0.7260

2 410/442 (92.8) 0.92 (0.50, 1.69) 0.7861

3 70/76 (92.1) 0.84 (0.32, 2.20) 0.7184

Ever exposed to prior PMO therapy 0.2688
b 

No 192/211 (91.0) Reference

Yes 1178/1265 (93.1) 1.34 (0.80, 2.25) 0.2688
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.2262
b 

No 329/360 (91.4) Reference

Yes 1042/1117 (93.3) 1.31 (0.85, 2.03) 0.2262

Prior calcium and/or vitamin D supplements 0.0187
b 

No 545/600 (90.8) Reference

Yes 827/879 (94.1) 1.60 (1.08, 2.38) 0.0187

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0013
b 

No 933/992 (94.1) Reference

Yes 234/252 (92.9) 0.82 (0.48, 1.42) 0.4826

Not applicable 200/230 (87.0) 0.42 (0.26, 0.67) 0.0003
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.155) 0.0056

b 

≤ Median 619/678 (91.3) Reference

> Median 645/678 (95.1) 1.86 (1.20, 2.89) 0.0056

SF-12 mental component summary score (MCS)
e 
(median = 48.570) 0.9941

b 

≤ Median 632/678 (93.2) Reference

> Median 631/677 (93.2) 1.00 (0.65, 1.52) 0.9941

Morisky medication adherence total score
f 
(median = 7.000) 0.1703

b 

≤ Median 639/693 (92.2) Reference

> Median 505/536 (94.2) 1.38 (0.87, 2.17) 0.1703
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.0019
b 

< 65 years 338/414 (81.6) Reference

≥ 65 to < 75 years 438/526 (83.3) 1.12 (0.80, 1.57) 0.5144

≥ 75 years 404/539 (75.0) 0.67 (0.49, 0.92) 0.0140

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.0486
b 

≤ Median 615/786 (78.2) Reference

> Median 539/654 (82.4) 1.30 (1.00, 1.70) 0.0486

Number of concomitant medications taken at baseline (median = 2.0) 0.8335
b 

≤ Median 600/750 (80.0) Reference

> Median 580/729 (79.6) 0.97 (0.76, 1.25) 0.8335
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-patient-rel-all.sas 
Output: t14t-04-001-003-003-persis-univ-patient-rel-all-l.rtf (Date Generated: 20NOV2015: 5:37:18)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 299 of 1214



Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.0664
b 

≤ Median 720/885 (81.4) Reference

> Median 460/594 (77.4) 0.79 (0.61, 1.02) 0.0664

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0636
b 

≤ Median 713/876 (81.4) Reference

> Median 467/603 (77.4) 0.79 (0.61, 1.01) 0.0636

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 179/229 (78.2) NE NE

Unknown 99/132 (75.0) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.6085
b 

No 92/118 (78.0) Reference

Yes 1088/1361 (79.9) 1.13 (0.71, 1.78) 0.6085

Number of chronic medical conditions of interest
d 

0.6326
b 

0 202/254 (79.5) Reference

1 573/707 (81.0) 1.10 (0.77, 1.57) 0.5992

2 347/442 (78.5) 0.94 (0.64, 1.37) 0.7508

3 58/76 (76.3) 0.83 (0.45, 1.53) 0.5482

Ever exposed to prior PMO therapy 0.1542
b 

No 161/211 (76.3) Reference

Yes 1019/1265 (80.6) 1.29 (0.91, 1.82) 0.1542
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0275
b 

No 273/360 (75.8) Reference

Yes 907/1117 (81.2) 1.38 (1.04, 1.83) 0.0275

Prior calcium and/or vitamin D supplements 0.0711
b 

No 465/600 (77.5) Reference

Yes 715/879 (81.3) 1.27 (0.98, 1.63) 0.0711

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) <.0001
b 

No 811/992 (81.8) Reference

Yes 209/252 (82.9) 1.08 (0.75, 1.56) 0.6627

Not applicable 157/230 (68.3) 0.48 (0.35, 0.66) <.0001
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.155) 0.0039

b 

≤ Median 527/678 (77.7) Reference

> Median 569/678 (83.9) 1.50 (1.14, 1.97) 0.0039

SF-12 mental component summary score (MCS)
e 
(median = 48.570) 0.5720

b 

≤ Median 552/678 (81.4) Reference

> Median 543/677 (80.2) 0.92 (0.71, 1.21) 0.5720

Morisky medication adherence total score
f 
(median = 7.000) 0.6256

b 

≤ Median 560/693 (80.8) Reference

> Median 439/536 (81.9) 1.07 (0.80, 1.44) 0.6256
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.0074
b 

General 293/308 (95.1) Reference

Speciality 600/640 (93.8) 0.77 (0.42, 1.41) 0.3959

Surgery 409/458 (89.3) 0.43 (0.24, 0.78) 0.0053

Other 65/68 (95.6) 1.11 (0.31, 3.94) 0.8728

Physician gender <.0001
b 

Male 1072/1137 (94.3) Reference

Female 300/342 (87.7) 0.43 (0.29, 0.65) <.0001
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.1168
b 

≥ 10 years 1182/1280 (92.3) Reference

< 10 years 190/199 (95.5) 1.75 (0.87, 3.52) 0.1168

Sole physician 0.8839
b 

Sole 664/715 (92.9) Reference

Group 708/764 (92.7) 0.97 (0.65, 1.44) 0.8839

Physician group size 0.0252
b 

2 - 3 396/433 (91.5) Reference

4 - 5 188/198 (94.9) 1.76 (0.86, 3.61) 0.1250

6 - 10 117/123 (95.1) 1.82 (0.75, 4.42) 0.1849

> 10 7/10 (70.0) 0.22 (0.05, 0.88) 0.0322
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-physician-rel-all.sas 
Output: t14t-04-001-003-004-persis-univ-physician-rel-all-l.rtf (Date Generated: 20NOV2015: 6:17:01)  Source Data: adam.aexeff, adam.aslbase, adam.apresc, 
adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 305 of 1214



Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.1138
b 

Yes 918/982 (93.5) Reference

No 423/464 (91.2) 0.72 (0.48, 1.08) 0.1138

Centre type 0.0114
b 

Public 514/563 (91.3) Reference

Private 844/898 (94.0) 1.49 (1.00, 2.23) 0.0518

Other 14/18 (77.8) 0.33 (0.11, 1.05) 0.0612

Academic centre 0.0363
b 

Academic 439/486 (90.3) Reference

Non-academic 758/810 (93.6) 1.56 (1.03, 2.36) 0.0341

Both 149/156 (95.5) 2.28 (1.01, 5.15) 0.0477
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.6195
b 

Yes 200/213 (93.9) Reference

No 789/849 (92.9) 0.85 (0.46, 1.59) 0.6195

Reason for prescribing: history of osteoporotic fracture
c 

0.4304
b 

No 873/937 (93.2) Reference

Yes 499/542 (92.1) 0.85 (0.57, 1.27) 0.4304

Reason for prescribing: multiple risk factors for fracture
c 

0.7827
b 

No 737/793 (92.9) Reference

Yes 635/686 (92.6) 0.95 (0.64, 1.40) 0.7827
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.9238
b 

No 917/989 (92.7) Reference

Yes 455/490 (92.9) 1.02 (0.67, 1.55) 0.9238

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.8500
b 

No 1075/1158 (92.8) Reference

Yes 297/321 (92.5) 0.96 (0.60, 1.53) 0.8500

Region 0.2261
b 

Urban 1187/1284 (92.4) Reference

Rural 185/195 (94.9) 1.51 (0.77, 2.95) 0.2261
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.0003
b 

General 266/308 (86.4) Reference

Speciality 519/640 (81.1) 0.68 (0.46, 0.99) 0.0449

Surgery 341/458 (74.5) 0.46 (0.31, 0.68) <.0001

Other 49/68 (72.1) 0.41 (0.22, 0.76) 0.0046

Physician gender 0.0008
b 

Male 929/1137 (81.7) Reference

Female 251/342 (73.4) 0.62 (0.47, 0.82) 0.0008
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.4226
b 

≥ 10 years 1017/1280 (79.5) Reference

< 10 years 163/199 (81.9) 1.17 (0.80, 1.72) 0.4226

Sole physician 0.2164
b 

Sole 580/715 (81.1) Reference

Group 600/764 (78.5) 0.85 (0.66, 1.10) 0.2164

Physician group size 0.2486
b 

2 - 3 333/433 (76.9) Reference

4 - 5 162/198 (81.8) 1.35 (0.88, 2.07) 0.1647

6 - 10 99/123 (80.5) 1.24 (0.75, 2.04) 0.4002

> 10 6/10 (60.0) 0.45 (0.12, 1.63) 0.2237
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.7383
b 

Yes 782/982 (79.6) Reference

No 373/464 (80.4) 1.05 (0.79, 1.38) 0.7383

Centre type 0.0001
b 

Public 432/563 (76.7) Reference

Private 740/898 (82.4) 1.42 (1.09, 1.84) 0.0082

Other 8/18 (44.4) 0.24 (0.09, 0.63) 0.0035

Academic centre 0.0304
b 

Academic 369/486 (75.9) Reference

Non-academic 657/810 (81.1) 1.36 (1.04, 1.79) 0.0263

Both 131/156 (84.0) 1.66 (1.03, 2.67) 0.0365
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.1400
b 

Yes 181/213 (85.0) Reference

No 684/849 (80.6) 0.73 (0.49, 1.11) 0.1400

Reason for prescribing: history of osteoporotic fracture
c 

0.0276
b 

No 764/937 (81.5) Reference

Yes 416/542 (76.8) 0.75 (0.58, 0.97) 0.0276

Reason for prescribing: multiple risk factors for fracture
c 

0.2267
b 

No 642/793 (81.0) Reference

Yes 538/686 (78.4) 0.85 (0.66, 1.10) 0.2267

Page 9 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months Overall
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.0536
b 

No 775/989 (78.4) Reference

Yes 405/490 (82.7) 1.32 (1.00, 1.74) 0.0536

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.3379
b 

No 930/1158 (80.3) Reference

Yes 250/321 (77.9) 0.86 (0.64, 1.17) 0.3379

Region 0.1085
b 

Urban 1016/1284 (79.1) Reference

Rural 164/195 (84.1) 1.40 (0.93, 2.10) 0.1085

Page 10 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.2657
b 

Private 127/135 (94.1) Reference

Public 1231/1328 (92.7) 0.80 (0.38, 1.68) 0.5554

Other 2/3 (66.7) 0.13 (0.01, 1.54) 0.1050

Highest education 0.8719
b 

University 115/124 (92.7) Reference

Secondary education 410/438 (93.6) 1.15 (0.53, 2.50) 0.7318

Elementary education 402/436 (92.2) 0.93 (0.43, 1.99) 0.8420

No formal education 34/37 (91.9) 0.89 (0.23, 3.46) 0.8629

Page 1 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.0324
b 

Nursing home 15/18 (83.3) Reference

At home with spouse/family 803/855 (93.9) 3.09 (0.87, 11.01) 0.0817

At home with care/support 30/35 (85.7) 1.20 (0.25, 5.71) 0.8182

At home alone 344/380 (90.5) 1.91 (0.53, 6.92) 0.3230

Employment status 0.2446
b 

Employed 148/156 (94.9) Reference

Not employed 1168/1266 (92.3) 0.64 (0.31, 1.35) 0.2446

Marital status 0.0194
b 

Married 729/775 (94.1) Reference

Non-married 482/532 (90.6) 0.61 (0.40, 0.92) 0.0194

Page 2 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.0811
b 

≤ Median 736/786 (93.6) Reference

> Median 445/489 (91.0) 0.69 (0.45, 1.05) 0.0811

Method of transport to health provider 0.8792
b 

Walking 177/192 (92.2) Reference

Non-walking 987/1067 (92.5) 1.05 (0.59, 1.86) 0.8792

Page 3 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-socio-rel-all.sas 
Output: t14t-04-001-003-005-persis-univ-socio-rel-all-l.rtf (Date Generated: 20NOV2015: 5:37:52)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 316 of 1214



Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.0473
b 

Private 97/135 (71.9) Reference

Public 1071/1328 (80.6) 1.63 (1.10, 2.43) 0.0161

Other 2/3 (66.7) 0.78 (0.07, 8.90) 0.8440

Highest education 0.8627
b 

University 100/124 (80.6) Reference

Secondary education 357/438 (81.5) 1.06 (0.64, 1.76) 0.8280

Elementary education 363/436 (83.3) 1.19 (0.72, 1.99) 0.4981

No formal education 31/37 (83.8) 1.24 (0.46, 3.31) 0.6674

Page 4 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-socio-rel-all.sas 
Output: t14t-04-001-003-005-persis-univ-socio-rel-all-l.rtf (Date Generated: 20NOV2015: 5:37:52)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 317 of 1214



Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.0287
b 

Nursing home 10/18 (55.6) Reference

At home with spouse/family 698/855 (81.6) 3.56 (1.38, 9.16) 0.0085

At home with care/support 25/35 (71.4) 2.00 (0.61, 6.54) 0.2513

At home alone 302/380 (79.5) 3.10 (1.18, 8.11) 0.0213

Employment status 0.4224
b 

Employed 128/156 (82.1) Reference

Not employed 1004/1266 (79.3) 0.84 (0.54, 1.29) 0.4224

Marital status 0.0195
b 

Married 638/775 (82.3) Reference

Non-married 410/532 (77.1) 0.72 (0.55, 0.95) 0.0195

Page 5 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months Overall (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.1777
b 

≤ Median 646/786 (82.2) Reference

> Median 387/489 (79.1) 0.82 (0.62, 1.09) 0.1777

Method of transport to health provider 0.4376
b 

Walking 159/192 (82.8) Reference

Non-walking 858/1067 (80.4) 0.85 (0.57, 1.28) 0.4376

Page 6 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.3.6.  Univariate Analysis of Persistence at 12 and 24 Months by Country
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Country 0.0184
b 

Germany 534/579 (92.2) Reference

Austria 268/300 (89.3) 0.71 (0.44, 1.14) 0.1516

Greece 282/299 (94.3) 1.40 (0.79, 2.49) 0.2546

Belgium 288/301 (95.7) 1.87 (0.99, 3.52) 0.0535

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-country-rel-all.sas 
Output: t14t-04-001-003-006-persis-univ-country-rel-all-l.rtf (Date Generated: 20NOV2015: 5:38:22)  Source Data: adam.aexeff, adam.aslinfo

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 320 of 1214



Table 14t-4.1.3.6.  Univariate Analysis of Persistence at 12 and 24 Months by Country
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Country 0.0010
b 

Germany 435/579 (75.1) Reference

Austria 239/300 (79.7) 1.30 (0.92, 1.82) 0.1321

Greece 247/299 (82.6) 1.57 (1.10, 2.24) 0.0121

Belgium 259/301 (86.0) 2.04 (1.40, 2.97) 0.0002

Page 2 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.9408
c 

Active reminder 274/296 (92.6) Reference

Passive reminder 120/131 (91.6) 0.88 (0.41, 1.86) 0.7308

No reminder 140/152 (92.1) 0.94 (0.45, 1.95) 0.8611

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.8367
c 

Active reminder 221/296 (74.7) Reference

Passive reminder 101/131 (77.1) 1.14 (0.70, 1.85) 0.5898

No reminder 113/152 (74.3) 0.98 (0.63, 1.54) 0.9413

Page 2 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.7536
b 

> 25 kg/m
2

262/283 (92.6) Reference

≤ 25 kg/m
2

260/283 (91.9) 0.91 (0.49, 1.68) 0.7536

Age at menopause (years) (median = 50.0) 0.1522
b 

≤ Median 308/333 (92.5) Reference

> Median 144/150 (96.0) 1.95 (0.78, 4.85) 0.1522

Cause of menopause 0.0400
b 

Natural onset 355/374 (94.9) Reference

Clinically/surgically induced 91/102 (89.2) 0.44 (0.20, 0.96) 0.0400

Page 1 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.9694
b 

No 115/125 (92.0) Reference

Yes 385/418 (92.1) 1.01 (0.49, 2.12) 0.9694

Height loss since self-reported maximal height (cm) (median = 4.00) 0.6066
b 

≤ Median 191/209 (91.4) Reference

> Median 192/207 (92.8) 1.21 (0.59, 2.46) 0.6066

Time since most recent fracture to first Prolia
®

injection 0.6113
b 

< 12 months 92/102 (90.2) Reference

≥ 12 months 259/282 (91.8) 1.22 (0.56, 2.67) 0.6113

Page 2 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.3186
b 

No 169/180 (93.9) Reference

Yes 365/399 (91.5) 0.70 (0.35, 1.41) 0.3186

Historical osteoporotic hip fracture 0.6500
b 

No 517/560 (92.3) Reference

Yes 17/19 (89.5) 0.71 (0.16, 3.16) 0.6500

Historical osteoporotic vertebral fracture 0.0959
b 

No 373/399 (93.5) Reference

Yes 161/180 (89.4) 0.59 (0.32, 1.10) 0.0959

Page 3 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.0725
b 

No 367/392 (93.6) Reference

Yes 167/187 (89.3) 0.57 (0.31, 1.05) 0.0725

Prior hospitalization for osteoporotic fracture 0.7238
b 

No 433/468 (92.5) Reference

Yes 97/106 (91.5) 0.87 (0.41, 1.87) 0.7238

≥ 1 fall in the 12 months prior to enrollment 0.2743
b 

No 424/458 (92.6) Reference

Yes 92/103 (89.3) 0.67 (0.33, 1.37) 0.2743
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.7780
b 

No 482/524 (92.0) Reference

Yes 41/44 (93.2) 1.19 (0.35, 4.01) 0.7780

Parent fractured hip 0.9646
b 

No 250/272 (91.9) Reference

Yes 50/54 (92.6) 1.10 (0.36, 3.33) 0.8661

Unknown 234/253 (92.5) 1.08 (0.57, 2.05) 0.8051

Current smoker 0.1390
b 

No 420/459 (91.5) Reference

Yes 49/50 (98.0) 4.55 (0.61, 33.85) 0.1390
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.6198
b 

No 422/457 (92.3) Reference

Yes 47/52 (90.4) 0.78 (0.29, 2.09) 0.6198

Prior glucocorticoid use 0.8904
b 

No 452/490 (92.2) Reference

Yes 67/73 (91.8) 0.94 (0.38, 2.31) 0.8904

Secondary osteoporosis 0.3454
b 

No 470/507 (92.7) Reference

Yes 59/66 (89.4) 0.66 (0.28, 1.56) 0.3454
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-condition-rel.sas 
Output: t14t-04-001-004-002-persis-univ-condition-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:33:51)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 329 of 1214



Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 448/486 (92.2) Reference

Yes 4/4 (100) NE NE

Total hip DXA BMD T-score 0.4145
b 

> -2.5 217/239 (90.8) Reference

≤ -2.5 112/120 (93.3) 1.42 (0.61, 3.29) 0.4145

Femoral neck DXA BMD T-score 0.6307
b 

> -2.5 211/231 (91.3) Reference

≤ -2.5 152/164 (92.7) 1.20 (0.57, 2.53) 0.6307

Page 7 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.0870
b 

> -2.5 119/135 (88.1) Reference

≤ -2.5 284/305 (93.1) 1.82 (0.92, 3.61) 0.0870
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.4381
b 

> 25 kg/m
2

208/283 (73.5) Reference

≤ 25 kg/m
2

216/283 (76.3) 1.16 (0.79, 1.70) 0.4381

Age at menopause (years) (median = 50.0) 0.6133
b 

≤ Median 260/333 (78.1) Reference

> Median 114/150 (76.0) 0.89 (0.56, 1.40) 0.6133

Cause of menopause 0.4274
b 

Natural onset 296/374 (79.1) Reference

Clinically/surgically induced 77/102 (75.5) 0.81 (0.48, 1.36) 0.4274
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.4834
b 

No 90/125 (72.0) Reference

Yes 314/418 (75.1) 1.17 (0.75, 1.84) 0.4834

Height loss since self-reported maximal height (cm) (median = 4.00) 0.1563
b 

≤ Median 151/209 (72.2) Reference

> Median 162/207 (78.3) 1.38 (0.88, 2.16) 0.1563

Time since most recent fracture to first Prolia
®

injection 0.3903
b 

< 12 months 73/102 (71.6) Reference

≥ 12 months 214/282 (75.9) 1.25 (0.75, 2.08) 0.3903
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.7137
b 

No 137/180 (76.1) Reference

Yes 298/399 (74.7) 0.93 (0.61, 1.40) 0.7137

Historical osteoporotic hip fracture 0.4933
b 

No 422/560 (75.4) Reference

Yes 13/19 (68.4) 0.71 (0.26, 1.90) 0.4933

Historical osteoporotic vertebral fracture 0.9613
b 

No 300/399 (75.2) Reference

Yes 135/180 (75.0) 0.99 (0.66, 1.49) 0.9613
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.1242
b 

No 302/392 (77.0) Reference

Yes 133/187 (71.1) 0.73 (0.49, 1.09) 0.1242

Prior hospitalization for osteoporotic fracture 0.4891
b 

No 355/468 (75.9) Reference

Yes 77/106 (72.6) 0.85 (0.52, 1.36) 0.4891

≥ 1 fall in the 12 months prior to enrollment 0.2174
b 

No 347/458 (75.8) Reference

Yes 72/103 (69.9) 0.74 (0.46, 1.19) 0.2174
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.2925
b 

No 395/524 (75.4) Reference

Yes 30/44 (68.2) 0.70 (0.36, 1.36) 0.2925

Parent fractured hip 0.8483
b 

No 202/272 (74.3) Reference

Yes 42/54 (77.8) 1.21 (0.60, 2.43) 0.5872

Unknown 191/253 (75.5) 1.07 (0.72, 1.58) 0.7456

Current smoker 0.0735
b 

No 341/459 (74.3) Reference

Yes 43/50 (86.0) 2.13 (0.93, 4.85) 0.0735
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.4492
b 

No 347/457 (75.9) Reference

Yes 37/52 (71.2) 0.78 (0.41, 1.48) 0.4492

Prior glucocorticoid use 0.0485
b 

No 375/490 (76.5) Reference

Yes 48/73 (65.8) 0.59 (0.35, 1.00) 0.0485

Secondary osteoporosis 0.7901
b 

No 384/507 (75.7) Reference

Yes 49/66 (74.2) 0.92 (0.51, 1.66) 0.7901

Page 14 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 366/486 (75.3) Reference

Yes 4/4 (100) NE NE

Total hip DXA BMD T-score 0.2876
b 

> -2.5 177/239 (74.1) Reference

≤ -2.5 95/120 (79.2) 1.33 (0.79, 2.25) 0.2876

Femoral neck DXA BMD T-score 0.5956
b 

> -2.5 175/231 (75.8) Reference

≤ -2.5 128/164 (78.0) 1.14 (0.71, 1.83) 0.5956
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.0010
b 

> -2.5 89/135 (65.9) Reference

≤ -2.5 246/305 (80.7) 2.16 (1.37, 3.40) 0.0010
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.1884
b 

< 65 years 109/116 (94.0) Reference

≥ 65 to < 75 years 204/217 (94.0) 1.01 (0.39, 2.60) 0.9872

≥ 75 years 221/246 (89.8) 0.57 (0.24, 1.35) 0.2016

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.6523
b 

≤ Median 280/304 (92.1) Reference

> Median 243/261 (93.1) 1.16 (0.61, 2.18) 0.6523

Number of concomitant medications taken at baseline (median = 2.0) 0.8775
b 

≤ Median 303/328 (92.4) Reference

> Median 231/251 (92.0) 0.95 (0.52, 1.76) 0.8775

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.9678
b 

≤ Median 295/320 (92.2) Reference

> Median 239/259 (92.3) 1.01 (0.55, 1.87) 0.9678

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.3048
b 

≤ Median 315/338 (93.2) Reference

> Median 219/241 (90.9) 0.73 (0.40, 1.34) 0.3048

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 52/57 (91.2) NE NE

Unknown 113/121 (93.4) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-patient-rel.sas 
Output: t14t-04-001-004-003-persis-univ-patient-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:35:41)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 341 of 1214



Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.1117
b 

No 28/33 (84.8) Reference

Yes 506/546 (92.7) 2.26 (0.83, 6.17) 0.1117

Number of chronic medical conditions of interest
d 

0.9772
b 

0 52/57 (91.2) Reference

1 267/289 (92.4) 1.17 (0.42, 3.22) 0.7657

2 185/201 (92.0) 1.11 (0.39, 3.18) 0.8432

3 30/32 (93.8) 1.44 (0.26, 7.89) 0.6730

Ever exposed to prior PMO therapy 0.6448
b 

No 59/65 (90.8) Reference

Yes 474/513 (92.4) 1.24 (0.50, 3.04) 0.6448
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.9243
b 

No 122/132 (92.4) Reference

Yes 412/447 (92.2) 0.97 (0.46, 2.01) 0.9243

Prior calcium and/or vitamin D supplements 0.2287
b 

No 178/197 (90.4) Reference

Yes 356/382 (93.2) 1.46 (0.79, 2.71) 0.2287

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0404
b 

No 316/334 (94.6) Reference

Yes 91/102 (89.2) 0.47 (0.21, 1.03) 0.0605

Not applicable 122/138 (88.4) 0.43 (0.21, 0.88) 0.0204

Page 4 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 40.130) 0.7424

b 

≤ Median 246/267 (92.1) Reference

> Median 248/267 (92.9) 1.11 (0.58, 2.12) 0.7424

SF-12 mental component summary score (MCS)
e 
(median = 49.485) 0.5114

b 

≤ Median 244/266 (91.7) Reference

> Median 248/266 (93.2) 1.24 (0.65, 2.37) 0.5114

Morisky medication adherence total score
f 
(median = 7.000) 0.3955

b 

≤ Median 223/245 (91.0) Reference

> Median 192/206 (93.2) 1.35 (0.67, 2.72) 0.3955
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.3075
b 

< 65 years 89/116 (76.7) Reference

≥ 65 to < 75 years 169/217 (77.9) 1.07 (0.62, 1.83) 0.8099

≥ 75 years 177/246 (72.0) 0.78 (0.47, 1.30) 0.3377

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.2242
b 

≤ Median 223/304 (73.4) Reference

> Median 203/261 (77.8) 1.27 (0.86, 1.87) 0.2242

Number of concomitant medications taken at baseline (median = 2.0) 0.0408
b 

≤ Median 257/328 (78.4) Reference

> Median 178/251 (70.9) 0.67 (0.46, 0.98) 0.0408
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.2805
b 

≤ Median 246/320 (76.9) Reference

> Median 189/259 (73.0) 0.81 (0.56, 1.19) 0.2805

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.1165
b 

≤ Median 262/338 (77.5) Reference

> Median 173/241 (71.8) 0.74 (0.51, 1.08) 0.1165

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 42/57 (73.7) NE NE

Unknown 88/121 (72.7) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.1198
b 

No 21/33 (63.6) Reference

Yes 414/546 (75.8) 1.79 (0.86, 3.74) 0.1198

Number of chronic medical conditions of interest
d 

0.8738
b 

0 41/57 (71.9) Reference

1 221/289 (76.5) 1.27 (0.67, 2.40) 0.4656

2 149/201 (74.1) 1.12 (0.58, 2.16) 0.7394

3 24/32 (75.0) 1.17 (0.44, 3.14) 0.7542

Ever exposed to prior PMO therapy 0.5586
b 

No 47/65 (72.3) Reference

Yes 388/513 (75.6) 1.19 (0.67, 2.12) 0.5586
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.6189
b 

No 97/132 (73.5) Reference

Yes 338/447 (75.6) 1.12 (0.72, 1.74) 0.6189

Prior calcium and/or vitamin D supplements 0.1558
b 

No 141/197 (71.6) Reference

Yes 294/382 (77.0) 1.33 (0.90, 1.96) 0.1558

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0132
b 

No 259/334 (77.5) Reference

Yes 82/102 (80.4) 1.19 (0.68, 2.06) 0.5424

Not applicable 91/138 (65.9) 0.56 (0.36, 0.87) 0.0093
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 40.130) 0.2244

b 

≤ Median 197/267 (73.8) Reference

> Median 209/267 (78.3) 1.28 (0.86, 1.91) 0.2244

SF-12 mental component summary score (MCS)
e 
(median = 49.485) 0.6850

b 

≤ Median 200/266 (75.2) Reference

> Median 204/266 (76.7) 1.09 (0.73, 1.62) 0.6850

Morisky medication adherence total score
f 
(median = 7.000) 0.3127

b 

≤ Median 184/245 (75.1) Reference

> Median 163/206 (79.1) 1.26 (0.81, 1.96) 0.3127
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.9466
b 

General 20/20 (100) Reference

Speciality 174/191 (91.1) NE NE

Surgery 297/322 (92.2) NE NE

Other 43/46 (93.5) NE NE

Physician gender 0.1045
b 

Male 472/508 (92.9) Reference

Female 62/71 (87.3) 0.53 (0.24, 1.14) 0.1045

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.2543
b 

≥ 10 years 467/509 (91.7) Reference

< 10 years 67/70 (95.7) 2.01 (0.61, 6.66) 0.2543

Sole physician 0.1239
b 

Sole 266/283 (94.0) Reference

Group 268/296 (90.5) 0.61 (0.33, 1.14) 0.1239

Physician group size 0.6530
b 

2 - 3 168/188 (89.4) Reference

4 - 5 72/78 (92.3) 1.43 (0.55, 3.71) 0.4633

6 - 10 28/30 (93.3) 1.67 (0.37, 7.53) 0.5066
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.8688
b 

Yes 395/428 (92.3) Reference

No 124/135 (91.9) 0.94 (0.46, 1.92) 0.8688

Centre type 0.0918
b 

Public 207/223 (92.8) Reference

Private 313/338 (92.6) 0.97 (0.50, 1.86) 0.9214

Other 14/18 (77.8) 0.27 (0.08, 0.92) 0.0360

Academic centre 0.4614
b 

Academic 195/214 (91.1) Reference

Non-academic 263/286 (92.0) 1.11 (0.59, 2.10) 0.7387

Both 68/71 (95.8) 2.21 (0.63, 7.70) 0.2136
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.2734
b 

Yes 46/52 (88.5) Reference

No 337/363 (92.8) 1.69 (0.66, 4.33) 0.2734

Reason for prescribing: history of osteoporotic fracture
c 

0.5028
b 

No 277/298 (93.0) Reference

Yes 257/281 (91.5) 0.81 (0.44, 1.49) 0.5028

Reason for prescribing: multiple risk factors for fracture
c 

0.9026
b 

No 278/301 (92.4) Reference

Yes 256/278 (92.1) 0.96 (0.52, 1.77) 0.9026
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

1.0000
b 

No 356/386 (92.2) Reference

Yes 178/193 (92.2) 1.00 (0.52, 1.91) 1.0000

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.9562
b 

No 429/465 (92.3) Reference

Yes 105/114 (92.1) 0.98 (0.46, 2.10) 0.9562

Region 0.6198
b 

Urban 435/473 (92.0) Reference

Rural 99/106 (93.4) 1.24 (0.54, 2.85) 0.6198
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.1936
b 

General 18/20 (90.0) Reference

Speciality 142/191 (74.3) 0.32 (0.07, 1.44) 0.1378

Surgery 245/322 (76.1) 0.35 (0.08, 1.56) 0.1695

Other 30/46 (65.2) 0.21 (0.04, 1.01) 0.0520

Physician gender 0.0649
b 

Male 388/508 (76.4) Reference

Female 47/71 (66.2) 0.61 (0.36, 1.03) 0.0649
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.8617
b 

≥ 10 years 383/509 (75.2) Reference

< 10 years 52/70 (74.3) 0.95 (0.54, 1.68) 0.8617

Sole physician 0.2200
b 

Sole 219/283 (77.4) Reference

Group 216/296 (73.0) 0.79 (0.54, 1.15) 0.2200

Physician group size 0.9267
b 

2 - 3 138/188 (73.4) Reference

4 - 5 57/78 (73.1) 0.98 (0.54, 1.78) 0.9562

6 - 10 21/30 (70.0) 0.85 (0.36, 1.97) 0.6970
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-physician-rel.sas 
Output: t14t-04-001-004-004-persis-univ-physician-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:41:52)  Source Data: adam.aexeff, adam.aslbase, adam.apresc, 
adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 356 of 1214



Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.7863
b 

Yes 322/428 (75.2) Reference

No 100/135 (74.1) 0.94 (0.60, 1.46) 0.7863

Centre type 0.0169
b 

Public 169/223 (75.8) Reference

Private 258/338 (76.3) 1.03 (0.69, 1.53) 0.8819

Other 8/18 (44.4) 0.26 (0.10, 0.68) 0.0063

Academic centre 0.0351
b 

Academic 159/214 (74.3) Reference

Non-academic 206/286 (72.0) 0.89 (0.60, 1.33) 0.5715

Both 62/71 (87.3) 2.38 (1.11, 5.11) 0.0258
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.9919
b 

Yes 40/52 (76.9) Reference

No 279/363 (76.9) 1.00 (0.50, 1.99) 0.9919

Reason for prescribing: history of osteoporotic fracture
c 

0.6843
b 

No 226/298 (75.8) Reference

Yes 209/281 (74.4) 0.92 (0.63, 1.35) 0.6843

Reason for prescribing: multiple risk factors for fracture
c 

0.4578
b 

No 230/301 (76.4) Reference

Yes 205/278 (73.7) 0.87 (0.59, 1.26) 0.4578
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.0257
b 

No 279/386 (72.3) Reference

Yes 156/193 (80.8) 1.62 (1.06, 2.47) 0.0257

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.5223
b 

No 352/465 (75.7) Reference

Yes 83/114 (72.8) 0.86 (0.54, 1.37) 0.5223

Region 0.0395
b 

Urban 347/473 (73.4) Reference

Rural 88/106 (83.0) 1.78 (1.03, 3.07) 0.0395

Page 10 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.9505
b 

Private 93/100 (93.0) Reference

Public 429/466 (92.1) 0.87 (0.38, 2.02) 0.7503

Other 1/1 (100) NE NE

Highest education 0.4821
b 

University 42/47 (89.4) Reference

Secondary education 67/75 (89.3) 1.00 (0.31, 3.25) 0.9961

Elementary education 125/132 (94.7) 2.13 (0.64, 7.06) 0.2179

No formal education 14/15 (93.3) 1.67 (0.18, 15.51) 0.6535

Page 1 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.6407
b 

Nursing home 4/5 (80.0) Reference

At home with spouse/family 234/253 (92.5) 3.08 (0.33, 28.95) 0.3249

At home with care/support 11/12 (91.7) 2.75 (0.14, 55.19) 0.5082

At home alone 130/145 (89.7) 2.17 (0.23, 20.68) 0.5012

Employment status 0.8252
b 

Employed 51/56 (91.1) Reference

Not employed 444/483 (91.9) 1.12 (0.42, 2.96) 0.8252

Marital status 0.5525
b 

Married 231/250 (92.4) Reference

Non-married 168/185 (90.8) 0.81 (0.41, 1.61) 0.5525
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.3661
b 

≤ Median 196/211 (92.9) Reference

> Median 159/176 (90.3) 0.72 (0.35, 1.48) 0.3661

Method of transport to health provider 0.9029
b 

Walking 38/42 (90.5) Reference

Non-walking 295/324 (91.0) 1.07 (0.36, 3.21) 0.9029

Page 3 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.3258
b 

Private 69/100 (69.0) Reference

Public 355/466 (76.2) 1.44 (0.89, 2.31) 0.1342

Other 1/1 (100) NE NE

Highest education 0.0749
b 

University 40/47 (85.1) Reference

Secondary education 52/75 (69.3) 0.40 (0.15, 1.01) 0.0535

Elementary education 110/132 (83.3) 0.88 (0.35, 2.21) 0.7771

No formal education 11/15 (73.3) 0.48 (0.12, 1.95) 0.3052
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.0916
b 

Nursing home 1/5 (20.0) Reference

At home with spouse/family 188/253 (74.3) 11.55 (1.27, 105.12) 0.0299

At home with care/support 8/12 (66.7) 7.99 (0.66, 97.07) 0.1030

At home alone 114/145 (78.6) 14.69 (1.59, 136.03) 0.0180

Employment status 0.9399
b 

Employed 42/56 (75.0) Reference

Not employed 360/483 (74.5) 0.98 (0.52, 1.85) 0.9399

Marital status 0.6900
b 

Married 188/250 (75.2) Reference

Non-married 136/185 (73.5) 0.92 (0.59, 1.41) 0.6900
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Germany (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.1434
b 

≤ Median 168/211 (79.6) Reference

> Median 129/176 (73.3) 0.70 (0.44, 1.13) 0.1434

Method of transport to health provider 0.1222
b 

Walking 36/42 (85.7) Reference

Non-walking 242/324 (74.7) 0.49 (0.20, 1.21) 0.1222
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.0157
c 

Active reminder 156/166 (94.0) Reference

Passive reminder 49/57 (86.0) 0.39 (0.15, 1.05) 0.0625

No reminder 63/77 (81.8) 0.29 (0.12, 0.68) 0.0047

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.0623
c 

Active reminder 140/166 (84.3) Reference

Passive reminder 44/57 (77.2) 0.63 (0.30, 1.33) 0.2231

No reminder 55/77 (71.4) 0.46 (0.24, 0.89) 0.0203

Page 2 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.0600
b 

> 25 kg/m
2

108/121 (89.3) Reference

≤ 25 kg/m
2

145/152 (95.4) 2.49 (0.96, 6.46) 0.0600

Age at menopause (years) (median = 50.0) 0.7212
b 

≤ Median 148/167 (88.6) Reference

> Median 116/129 (89.9) 1.15 (0.54, 2.42) 0.7212

Cause of menopause 0.2382
b 

Natural onset 227/256 (88.7) Reference

Clinically/surgically induced 38/40 (95.0) 2.43 (0.56, 10.59) 0.2382

Page 1 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.6501
b 

No 68/75 (90.7) Reference

Yes 198/223 (88.8) 0.82 (0.34, 1.97) 0.6501

Height loss since self-reported maximal height (cm) (median = 3.00) 0.5913
b 

≤ Median 113/126 (89.7) Reference

> Median 83/95 (87.4) 0.80 (0.35, 1.83) 0.5913

Time since most recent fracture to first Prolia
®

injection 0.3905
b 

< 12 months 46/51 (90.2) Reference

≥ 12 months 81/86 (94.2) 1.76 (0.48, 6.41) 0.3905
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.4458
b 

No 140/159 (88.1) Reference

Yes 128/141 (90.8) 1.34 (0.63, 2.81) 0.4458

Historical osteoporotic hip fracture 0.8633
b 

No 258/289 (89.3) Reference

Yes 10/11 (90.9) 1.20 (0.15, 9.70) 0.8633

Historical osteoporotic vertebral fracture 0.5168
b 

No 244/272 (89.7) Reference

Yes 24/28 (85.7) 0.69 (0.22, 2.13) 0.5168
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.0478
b 

No 215/246 (87.4) Reference

Yes 53/54 (98.1) 7.64 (1.02, 57.17) 0.0478

Prior hospitalization for osteoporotic fracture 0.5055
b 

No 222/250 (88.8) Reference

Yes 46/50 (92.0) 1.45 (0.49, 4.33) 0.5055

≥ 1 fall in the 12 months prior to enrollment 0.0064
b 

No 223/243 (91.8) Reference

Yes 45/57 (78.9) 0.34 (0.15, 0.74) 0.0064
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0079
b 

No 249/274 (90.9) Reference

Yes 19/26 (73.1) 0.27 (0.10, 0.71) 0.0079

Parent fractured hip 0.0809
b 

No 178/197 (90.4) Reference

Yes 33/34 (97.1) 3.52 (0.46, 27.22) 0.2275

Unknown 57/69 (82.6) 0.51 (0.23, 1.11) 0.0886

Current smoker 0.2874
b 

No 223/252 (88.5) Reference

Yes 45/48 (93.8) 1.95 (0.57, 6.68) 0.2874
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.2269
b 

No 230/260 (88.5) Reference

Yes 38/40 (95.0) 2.48 (0.57, 10.80) 0.2269

Prior glucocorticoid use 0.2436
b 

No 250/278 (89.9) Reference

Yes 18/22 (81.8) 0.50 (0.16, 1.59) 0.2436

Secondary osteoporosis 0.5695
b 

No 224/252 (88.9) Reference

Yes 44/48 (91.7) 1.37 (0.46, 4.11) 0.5695
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 263/295 (89.2) Reference

Yes 5/5 (100) NE NE

Total hip DXA BMD T-score 0.6037
b 

> -2.5 114/120 (95.0) Reference

≤ -2.5 39/42 (92.9) 0.68 (0.16, 2.87) 0.6037

Femoral neck DXA BMD T-score 0.5093
b 

> -2.5 103/108 (95.4) Reference

≤ -2.5 67/72 (93.1) 0.65 (0.18, 2.33) 0.5093
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.5270
b 

> -2.5 45/47 (95.7) Reference

≤ -2.5 122/131 (93.1) 0.60 (0.13, 2.90) 0.5270
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.1384
b 

> 25 kg/m
2

97/121 (80.2) Reference

≤ 25 kg/m
2

132/152 (86.8) 1.63 (0.85, 3.12) 0.1384

Age at menopause (years) (median = 50.0) 0.9654
b 

≤ Median 133/167 (79.6) Reference

> Median 103/129 (79.8) 1.01 (0.57, 1.79) 0.9654

Cause of menopause 0.0919
b 

Natural onset 200/256 (78.1) Reference

Clinically/surgically induced 36/40 (90.0) 2.52 (0.86, 7.38) 0.0919
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.1531
b 

No 64/75 (85.3) Reference

Yes 173/223 (77.6) 0.59 (0.29, 1.21) 0.1531

Height loss since self-reported maximal height (cm) (median = 3.00) 0.4162
b 

≤ Median 100/126 (79.4) Reference

> Median 71/95 (74.7) 0.77 (0.41, 1.45) 0.4162

Time since most recent fracture to first Prolia
®

injection 0.1235
b 

< 12 months 40/51 (78.4) Reference

≥ 12 months 76/86 (88.4) 2.09 (0.82, 5.34) 0.1235
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.1810
b 

No 122/159 (76.7) Reference

Yes 117/141 (83.0) 1.48 (0.83, 2.62) 0.1810

Historical osteoporotic hip fracture 0.3630
b 

No 229/289 (79.2) Reference

Yes 10/11 (90.9) 2.62 (0.33, 20.86) 0.3630

Historical osteoporotic vertebral fracture 0.7327
b 

No 216/272 (79.4) Reference

Yes 23/28 (82.1) 1.19 (0.43, 3.28) 0.7327
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-condition-rel.sas 
Output: t14t-04-001-005-002-persis-univ-condition-rel-aut-l.rtf (Date Generated: 20NOV2015: 5:33:51)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 378 of 1214



Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.0142
b 

No 189/246 (76.8) Reference

Yes 50/54 (92.6) 3.77 (1.31, 10.89) 0.0142

Prior hospitalization for osteoporotic fracture 0.4063
b 

No 197/250 (78.8) Reference

Yes 42/50 (84.0) 1.41 (0.63, 3.19) 0.4063

≥ 1 fall in the 12 months prior to enrollment 0.1096
b 

No 198/243 (81.5) Reference

Yes 41/57 (71.9) 0.58 (0.30, 1.13) 0.1096
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0199
b 

No 223/274 (81.4) Reference

Yes 16/26 (61.5) 0.37 (0.16, 0.85) 0.0199

Parent fractured hip 0.0097
b 

No 160/197 (81.2) Reference

Yes 32/34 (94.1) 3.70 (0.85, 16.13) 0.0816

Unknown 47/69 (68.1) 0.49 (0.27, 0.92) 0.0258

Current smoker 0.4923
b 

No 199/252 (79.0) Reference

Yes 40/48 (83.3) 1.33 (0.59, 3.02) 0.4923
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.0907
b 

No 203/260 (78.1) Reference

Yes 36/40 (90.0) 2.53 (0.86, 7.40) 0.0907

Prior glucocorticoid use 0.1707
b 

No 224/278 (80.6) Reference

Yes 15/22 (68.2) 0.52 (0.20, 1.33) 0.1707

Secondary osteoporosis 0.9246
b 

No 201/252 (79.8) Reference

Yes 38/48 (79.2) 0.96 (0.45, 2.06) 0.9246
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 234/295 (79.3) Reference

Yes 5/5 (100) NE NE

Total hip DXA BMD T-score 0.4524
b 

> -2.5 103/120 (85.8) Reference

≤ -2.5 34/42 (81.0) 0.70 (0.28, 1.77) 0.4524

Femoral neck DXA BMD T-score 0.3225
b 

> -2.5 93/108 (86.1) Reference

≤ -2.5 58/72 (80.6) 0.67 (0.30, 1.49) 0.3225
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.6760
b 

> -2.5 40/47 (85.1) Reference

≤ -2.5 108/131 (82.4) 0.82 (0.33, 2.06) 0.6760
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.2612
b 

< 65 years 68/73 (93.2) Reference

≥ 65 to < 75 years 111/123 (90.2) 0.68 (0.23, 2.01) 0.4867

≥ 75 years 89/104 (85.6) 0.44 (0.15, 1.26) 0.1252

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.0859
b 

≤ Median 135/155 (87.1) Reference

> Median 125/134 (93.3) 2.06 (0.90, 4.69) 0.0859

Number of concomitant medications taken at baseline (median = 2.0) 0.0490
b 

≤ Median 134/156 (85.9) Reference

> Median 134/144 (93.1) 2.20 (1.00, 4.82) 0.0490
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.1792
b 

≤ Median 151/165 (91.5) Reference

> Median 117/135 (86.7) 0.60 (0.29, 1.26) 0.1792

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.7595
b 

≤ Median 150/167 (89.8) Reference

> Median 118/133 (88.7) 0.89 (0.43, 1.86) 0.7595

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 57/64 (89.1) NE NE

Unknown 6/6 (100) NE NE

Page 2 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.8039
b 

No 20/22 (90.9) Reference

Yes 248/278 (89.2) 0.83 (0.18, 3.71) 0.8039

Number of chronic medical conditions of interest
d 

0.8608
b 

0 46/50 (92.0) Reference

1 137/153 (89.5) 0.74 (0.24, 2.34) 0.6138

2 68/78 (87.2) 0.59 (0.17, 2.00) 0.3980

3 17/19 (89.5) 0.74 (0.12, 4.41) 0.7401

Ever exposed to prior PMO therapy 0.0040
b 

No 37/48 (77.1) Reference

Yes 231/252 (91.7) 3.27 (1.46, 7.34) 0.0040
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0037
b 

No 54/68 (79.4) Reference

Yes 214/232 (92.2) 3.08 (1.44, 6.59) 0.0037

Prior calcium and/or vitamin D supplements 0.0014
b 

No 124/149 (83.2) Reference

Yes 144/151 (95.4) 4.15 (1.73, 9.92) 0.0014

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.1382
b 

No 203/226 (89.8) Reference

Yes 54/59 (91.5) 1.22 (0.44, 3.37) 0.6960

Not applicable 11/15 (73.3) 0.31 (0.09, 1.06) 0.0615
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.020) 0.0426

b 

≤ Median 126/147 (85.7) Reference

> Median 136/146 (93.2) 2.27 (1.03, 5.00) 0.0426

SF-12 mental component summary score (MCS)
e 
(median = 50.380) 0.8652

b 

≤ Median 131/147 (89.1) Reference

> Median 131/146 (89.7) 1.07 (0.51, 2.25) 0.8652

Morisky medication adherence total score
f 
(median = 7.000) 0.5852

b 

≤ Median 155/171 (90.6) Reference

> Median 85/96 (88.5) 0.80 (0.35, 1.80) 0.5852
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.2641
b 

< 65 years 62/73 (84.9) Reference

≥ 65 to < 75 years 99/123 (80.5) 0.73 (0.34, 1.60) 0.4334

≥ 75 years 78/104 (75.0) 0.53 (0.24, 1.16) 0.1130

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.1095
b 

≤ Median 119/155 (76.8) Reference

> Median 113/134 (84.3) 1.63 (0.90, 2.96) 0.1095

Number of concomitant medications taken at baseline (median = 2.0) 0.0732
b 

≤ Median 118/156 (75.6) Reference

> Median 121/144 (84.0) 1.69 (0.95, 3.01) 0.0732
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.8738
b 

≤ Median 132/165 (80.0) Reference

> Median 107/135 (79.3) 0.96 (0.54, 1.68) 0.8738

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.3938
b 

≤ Median 136/167 (81.4) Reference

> Median 103/133 (77.4) 0.78 (0.45, 1.37) 0.3938

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 49/64 (76.6) NE NE

Unknown 6/6 (100) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.7721
b 

No 17/22 (77.3) Reference

Yes 222/278 (79.9) 1.17 (0.41, 3.30) 0.7721

Number of chronic medical conditions of interest
d 

0.6732
b 

0 39/50 (78.0) Reference

1 126/153 (82.4) 1.32 (0.60, 2.89) 0.4942

2 60/78 (76.9) 0.94 (0.40, 2.20) 0.8871

3 14/19 (73.7) 0.79 (0.23, 2.68) 0.7044

Ever exposed to prior PMO therapy 0.0166
b 

No 32/48 (66.7) Reference

Yes 207/252 (82.1) 2.30 (1.16, 4.55) 0.0166
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0364
b 

No 48/68 (70.6) Reference

Yes 191/232 (82.3) 1.94 (1.04, 3.61) 0.0364

Prior calcium and/or vitamin D supplements 0.0026
b 

No 108/149 (72.5) Reference

Yes 131/151 (86.8) 2.49 (1.38, 4.50) 0.0026

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.4947
b 

No 178/226 (78.8) Reference

Yes 50/59 (84.7) 1.50 (0.69, 3.26) 0.3085

Not applicable 11/15 (73.3) 0.74 (0.23, 2.43) 0.6218
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.020) 0.0641

b 

≤ Median 111/147 (75.5) Reference

> Median 123/146 (84.2) 1.73 (0.97, 3.11) 0.0641

SF-12 mental component summary score (MCS)
e 
(median = 50.380) 0.6836

b 

≤ Median 116/147 (78.9) Reference

> Median 118/146 (80.8) 1.13 (0.64, 1.99) 0.6836

Morisky medication adherence total score
f 
(median = 7.000) 0.5346

b 

≤ Median 139/171 (81.3) Reference

> Median 75/96 (78.1) 0.82 (0.44, 1.53) 0.5346
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality <.0001
b 

General 74/81 (91.4) Reference

Speciality 151/158 (95.6) 2.04 (0.69, 6.03) 0.1972

Surgery 34/52 (65.4) 0.18 (0.07, 0.47) 0.0005

Other 9/9 (100) NE NE

Physician gender 0.0066
b 

Male 146/155 (94.2) Reference

Female 122/145 (84.1) 0.33 (0.15, 0.73) 0.0066

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.5761
b 

≥ 10 years 257/287 (89.5) Reference

< 10 years 11/13 (84.6) 0.64 (0.14, 3.04) 0.5761

Sole physician 0.0666
b 

Sole 164/189 (86.8) Reference

Group 104/111 (93.7) 2.26 (0.95, 5.42) 0.0666

Physician group size 0.4528
b 

2 - 3 59/64 (92.2) Reference

6 - 10 45/47 (95.7) 1.91 (0.35, 10.28) 0.4528
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.0141
b 

Yes 205/223 (91.9) Reference

No 62/76 (81.6) 0.39 (0.18, 0.83) 0.0141

Centre type 0.0285
b 

Public 104/123 (84.6) Reference

Private 164/177 (92.7) 2.30 (1.09, 4.86) 0.0285

Academic centre 0.4415
b 

Academic 146/167 (87.4) Reference

Non-academic 87/94 (92.6) 1.79 (0.73, 4.38) 0.2036

Both 35/39 (89.7) 1.26 (0.41, 3.90) 0.6903
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.0002
b 

Yes 135/141 (95.7) Reference

No 67/86 (77.9) 0.16 (0.06, 0.41) 0.0002

Reason for prescribing: history of osteoporotic fracture
c 

0.2156
b 

No 199/226 (88.1) Reference

Yes 69/74 (93.2) 1.87 (0.69, 5.05) 0.2156

Reason for prescribing: multiple risk factors for fracture
c 

0.6097
b 

No 172/194 (88.7) Reference

Yes 96/106 (90.6) 1.23 (0.56, 2.70) 0.6097
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.3710
b 

No 196/217 (90.3) Reference

Yes 72/83 (86.7) 0.70 (0.32, 1.53) 0.3710

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.6384
b 

No 173/195 (88.7) Reference

Yes 95/105 (90.5) 1.21 (0.55, 2.66) 0.6384

Region 0.5051
b 

Urban 264/295 (89.5) Reference

Rural 4/5 (80.0) 0.47 (0.05, 4.34) 0.5051
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.0002
b 

General 65/81 (80.2) Reference

Speciality 136/158 (86.1) 1.52 (0.75, 3.09) 0.2455

Surgery 29/52 (55.8) 0.31 (0.14, 0.67) 0.0030

Other 9/9 (100) NE NE

Physician gender 0.1961
b 

Male 128/155 (82.6) Reference

Female 111/145 (76.6) 0.69 (0.39, 1.21) 0.1961
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.8018
b 

≥ 10 years 229/287 (79.8) Reference

< 10 years 10/13 (76.9) 0.84 (0.23, 3.17) 0.8018

Sole physician 0.1765
b 

Sole 146/189 (77.2) Reference

Group 93/111 (83.8) 1.52 (0.83, 2.80) 0.1765

Physician group size 0.7462
b 

2 - 3 53/64 (82.8) Reference

6 - 10 40/47 (85.1) 1.19 (0.42, 3.33) 0.7462
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.0341
b 

Yes 184/223 (82.5) Reference

No 54/76 (71.1) 0.52 (0.28, 0.95) 0.0341

Centre type 0.5619
b 

Public 96/123 (78.0) Reference

Private 143/177 (80.8) 1.18 (0.67, 2.09) 0.5619

Academic centre 0.6167
b 

Academic 131/167 (78.4) Reference

Non-academic 78/94 (83.0) 1.34 (0.70, 2.57) 0.3796

Both 30/39 (76.9) 0.92 (0.40, 2.10) 0.8361
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program <.0001
b 

Yes 127/141 (90.1) Reference

No 54/86 (62.8) 0.19 (0.09, 0.38) <.0001

Reason for prescribing: history of osteoporotic fracture
c 

0.3126
b 

No 177/226 (78.3) Reference

Yes 62/74 (83.8) 1.43 (0.71, 2.86) 0.3126

Reason for prescribing: multiple risk factors for fracture
c 

0.4633
b 

No 157/194 (80.9) Reference

Yes 82/106 (77.4) 0.81 (0.45, 1.44) 0.4633
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.3176
b 

No 176/217 (81.1) Reference

Yes 63/83 (75.9) 0.73 (0.40, 1.35) 0.3176

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.6848
b 

No 154/195 (79.0) Reference

Yes 85/105 (81.0) 1.13 (0.62, 2.05) 0.6848

Region 0.0500
b 

Urban 237/295 (80.3) Reference

Rural 2/5 (40.0) 0.16 (0.03, 1.00) 0.0500
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.4861
b 

Private 2/3 (66.7) Reference

Public 266/296 (89.9) 4.43 (0.39, 50.36) 0.2297

Other 0/1 (0.0) NE NE

Highest education 0.1882
b 

University 18/19 (94.7) Reference

Secondary education 142/156 (91.0) 0.56 (0.07, 4.54) 0.5902

Elementary education 71/83 (85.5) 0.33 (0.04, 2.70) 0.3002

No formal education 4/6 (66.7) 0.11 (0.01, 1.55) 0.1020

Page 1 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.0147
b 

Nursing home 5/7 (71.4) Reference

At home with spouse/family 164/178 (92.1) 4.69 (0.83, 26.38) 0.0798

At home with care/support 6/10 (60.0) 0.60 (0.08, 4.76) 0.6288

At home alone 82/93 (88.2) 2.98 (0.51, 17.27) 0.2228

Employment status 0.5259
b 

Employed 26/28 (92.9) Reference

Not employed 241/271 (88.9) 0.62 (0.14, 2.73) 0.5259

Marital status 0.1358
b 

Married 146/159 (91.8) Reference

Non-married 121/140 (86.4) 0.57 (0.27, 1.20) 0.1358
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.8662
b 

≤ Median 169/189 (89.4) Reference

> Median 95/107 (88.8) 0.94 (0.44, 2.00) 0.8662

Method of transport to health provider 0.3780
b 

Walking 72/83 (86.7) Reference

Non-walking 195/216 (90.3) 1.42 (0.65, 3.09) 0.3780

Page 3 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.2331
b 

Private 1/3 (33.3) Reference

Public 238/296 (80.4) 8.21 (0.73, 92.07) 0.0879

Other 0/1 (0.0) NE NE

Highest education 0.8133
b 

University 16/19 (84.2) Reference

Secondary education 125/156 (80.1) 0.76 (0.21, 2.76) 0.6720

Elementary education 65/83 (78.3) 0.68 (0.18, 2.58) 0.5681

No formal education 4/6 (66.7) 0.37 (0.05, 3.06) 0.3595
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.1212
b 

Nursing home 4/7 (57.1) Reference

At home with spouse/family 148/178 (83.1) 3.70 (0.79, 17.39) 0.0975

At home with care/support 6/10 (60.0) 1.12 (0.16, 7.99) 0.9062

At home alone 72/93 (77.4) 2.57 (0.53, 12.41) 0.2395

Employment status 0.7260
b 

Employed 23/28 (82.1) Reference

Not employed 215/271 (79.3) 0.83 (0.30, 2.29) 0.7260

Marital status 0.4009
b 

Married 130/159 (81.8) Reference

Non-married 109/140 (77.9) 0.78 (0.45, 1.38) 0.4009

Page 5 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Austria (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.6877
b 

≤ Median 150/189 (79.4) Reference

> Median 87/107 (81.3) 1.13 (0.62, 2.06) 0.6877

Method of transport to health provider 0.3267
b 

Walking 63/83 (75.9) Reference

Non-walking 175/216 (81.0) 1.36 (0.74, 2.49) 0.3267
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.3072
c 

Active reminder 47/48 (97.9) Reference

Passive reminder 73/76 (96.1) 0.52 (0.05, 5.13) 0.5736

No reminder 162/175 (92.6) 0.27 (0.03, 2.08) 0.2065

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.3442
c 

Active reminder 39/48 (81.3) Reference

Passive reminder 59/76 (77.6) 0.80 (0.32, 1.98) 0.6297

No reminder 149/175 (85.1) 1.32 (0.57, 3.05) 0.5123
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.1675
b 

> 25 kg/m
2

165/172 (95.9) Reference

≤ 25 kg/m
2

117/127 (92.1) 0.50 (0.18, 1.34) 0.1675

Age at menopause (years) (median = 49.0) 0.5452
b 

≤ Median 154/162 (95.1) Reference

> Median 128/137 (93.4) 0.74 (0.28, 1.97) 0.5452

Cause of menopause 0.7277
b 

Natural onset 255/271 (94.1) Reference

Clinically/surgically induced 23/24 (95.8) 1.44 (0.18, 11.38) 0.7277
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.9288
b 

No 142/151 (94.0) Reference

Yes 132/140 (94.3) 1.05 (0.39, 2.79) 0.9288

Height loss since self-reported maximal height (cm) (median = 4.00) 0.2679
b 

≤ Median 76/81 (93.8) Reference

> Median 52/53 (98.1) 3.42 (0.39, 30.14) 0.2679

Time since most recent fracture to first Prolia
®

injection 0.7010
b 

< 12 months 34/36 (94.4) Reference

≥ 12 months 61/66 (92.4) 0.72 (0.13, 3.90) 0.7010
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.7445
b 

No 177/187 (94.7) Reference

Yes 105/112 (93.8) 0.85 (0.31, 2.29) 0.7445

Historical osteoporotic hip fracture NE

No 269/286 (94.1) Reference

Yes 13/13 (100) NE NE

Historical osteoporotic vertebral fracture 0.4730
b 

No 249/265 (94.0) Reference

Yes 33/34 (97.1) 2.12 (0.27, 16.51) 0.4730
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.1899
b 

No 259/273 (94.9) Reference

Yes 23/26 (88.5) 0.41 (0.11, 1.55) 0.1899

Prior hospitalization for osteoporotic fracture 0.3966
b 

No 264/279 (94.6) Reference

Yes 18/20 (90.0) 0.51 (0.11, 2.41) 0.3966

≥ 1 fall in the 12 months prior to enrollment 0.1445
b 

No 238/250 (95.2) Reference

Yes 44/49 (89.8) 0.44 (0.15, 1.32) 0.1445
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.8664
b 

No 268/284 (94.4) Reference

Yes 14/15 (93.3) 0.84 (0.10, 6.76) 0.8664

Parent fractured hip 0.5636
b 

No 179/192 (93.2) Reference

Yes 50/52 (96.2) 1.82 (0.40, 8.31) 0.4423

Unknown 53/55 (96.4) 1.92 (0.42, 8.80) 0.3985

Current smoker 0.3674
b 

No 239/252 (94.8) Reference

Yes 43/47 (91.5) 0.58 (0.18, 1.88) 0.3674
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.5623
b 

No 260/275 (94.5) Reference

Yes 22/24 (91.7) 0.63 (0.14, 2.96) 0.5623

Prior glucocorticoid use 0.8459
b 

No 253/268 (94.4) Reference

Yes 29/31 (93.5) 0.86 (0.19, 3.95) 0.8459

Secondary osteoporosis 0.7742
b 

No 260/276 (94.2) Reference

Yes 22/23 (95.7) 1.35 (0.17, 10.68) 0.7742
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 282/299 (94.3) Reference

Total hip DXA BMD T-score NE

> -2.5 34/36 (94.4) Reference

≤ -2.5 17/17 (100) NE NE

Femoral neck DXA BMD T-score NE

> -2.5 59/59 (100) Reference

≤ -2.5 90/95 (94.7) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-condition-rel.sas 
Output: t14t-04-001-006-002-persis-univ-condition-rel-grc-l.rtf (Date Generated: 20NOV2015: 5:33:51)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 418 of 1214



Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.7643
b 

> -2.5 52/56 (92.9) Reference

≤ -2.5 141/150 (94.0) 1.21 (0.36, 4.08) 0.7643
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.7781
b 

> 25 kg/m
2

143/172 (83.1) Reference

≤ 25 kg/m
2

104/127 (81.9) 0.92 (0.50, 1.68) 0.7781

Age at menopause (years) (median = 49.0) 0.5060
b 

≤ Median 136/162 (84.0) Reference

> Median 111/137 (81.0) 0.82 (0.45, 1.49) 0.5060

Cause of menopause 0.4947
b 

Natural onset 222/271 (81.9) Reference

Clinically/surgically induced 21/24 (87.5) 1.55 (0.44, 5.39) 0.4947
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.6549
b 

No 127/151 (84.1) Reference

Yes 115/140 (82.1) 0.87 (0.47, 1.61) 0.6549

Height loss since self-reported maximal height (cm) (median = 4.00) 0.6725
b 

≤ Median 68/81 (84.0) Reference

> Median 43/53 (81.1) 0.82 (0.33, 2.04) 0.6725

Time since most recent fracture to first Prolia
®

injection 0.8251
b 

< 12 months 26/36 (72.2) Reference

≥ 12 months 49/66 (74.2) 1.11 (0.44, 2.77) 0.8251
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.0082
b 

No 163/187 (87.2) Reference

Yes 84/112 (75.0) 0.44 (0.24, 0.81) 0.0082

Historical osteoporotic hip fracture 0.3631
b 

No 235/286 (82.2) Reference

Yes 12/13 (92.3) 2.60 (0.33, 20.47) 0.3631

Historical osteoporotic vertebral fracture 0.3189
b 

No 221/265 (83.4) Reference

Yes 26/34 (76.5) 0.65 (0.27, 1.52) 0.3189
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.4253
b 

No 227/273 (83.2) Reference

Yes 20/26 (76.9) 0.68 (0.26, 1.77) 0.4253

Prior hospitalization for osteoporotic fracture 0.1315
b 

No 233/279 (83.5) Reference

Yes 14/20 (70.0) 0.46 (0.17, 1.26) 0.1315

≥ 1 fall in the 12 months prior to enrollment 0.0266
b 

No 212/250 (84.8) Reference

Yes 35/49 (71.4) 0.45 (0.22, 0.91) 0.0266
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Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0046
b 

No 239/284 (84.2) Reference

Yes 8/15 (53.3) 0.22 (0.07, 0.62) 0.0046

Parent fractured hip 0.9733
b 

No 158/192 (82.3) Reference

Yes 43/52 (82.7) 1.03 (0.46, 2.31) 0.9464

Unknown 46/55 (83.6) 1.10 (0.49, 2.46) 0.8167

Current smoker 0.1125
b 

No 212/252 (84.1) Reference

Yes 35/47 (74.5) 0.55 (0.26, 1.15) 0.1125
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NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.6433
b 

No 228/275 (82.9) Reference

Yes 19/24 (79.2) 0.78 (0.28, 2.20) 0.6433

Prior glucocorticoid use 0.7608
b 

No 222/268 (82.8) Reference

Yes 25/31 (80.6) 0.86 (0.34, 2.22) 0.7608

Secondary osteoporosis 1.0000
b 

No 228/276 (82.6) Reference

Yes 19/23 (82.6) 1.00 (0.33, 3.07) 1.0000
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NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 247/299 (82.6) Reference

Total hip DXA BMD T-score 0.0817
b 

> -2.5 31/36 (86.1) Reference

≤ -2.5 11/17 (64.7) 0.30 (0.08, 1.17) 0.0817

Femoral neck DXA BMD T-score 0.0463
b 

> -2.5 54/59 (91.5) Reference

≤ -2.5 75/95 (78.9) 0.35 (0.12, 0.98) 0.0463
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Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b
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Table 14t-4.1.6.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.4025
b 

> -2.5 49/56 (87.5) Reference

≤ -2.5 124/150 (82.7) 0.68 (0.28, 1.67) 0.4025

Page 16 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.0900
b 

< 65 years 131/137 (95.6) Reference

≥ 65 to < 75 years 99/103 (96.1) 1.13 (0.31, 4.13) 0.8491

≥ 75 years 52/59 (88.1) 0.34 (0.11, 1.06) 0.0631

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.2325
b 

≤ Median 149/160 (93.1) Reference

> Median 131/136 (96.3) 1.93 (0.65, 5.71) 0.2325

Number of concomitant medications taken at baseline (median = 2.0) 0.8216
b 

≤ Median 158/168 (94.0) Reference

> Median 124/131 (94.7) 1.12 (0.41, 3.03) 0.8216

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 2.0) 0.4037
b 

≤ Median 162/170 (95.3) Reference

> Median 120/129 (93.0) 0.66 (0.25, 1.76) 0.4037

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0940
b 

≤ Median 204/213 (95.8) Reference

> Median 78/86 (90.7) 0.43 (0.16, 1.15) 0.0940

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 38/38 (100) NE NE

Unknown 1/1 (100) NE NE

Page 2 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.6454
b 

No 24/26 (92.3) Reference

Yes 258/273 (94.5) 1.43 (0.31, 6.64) 0.6454

Number of chronic medical conditions of interest
d 

0.3425
b 

0 53/56 (94.6) Reference

1 143/151 (94.7) 1.01 (0.26, 3.96) 0.9866

2 78/82 (95.1) 1.10 (0.24, 5.13) 0.8998

3 8/10 (80.0) 0.23 (0.03, 1.57) 0.1329

Ever exposed to prior PMO therapy 0.5688
b 

No 51/53 (96.2) Reference

Yes 230/244 (94.3) 0.64 (0.14, 2.92) 0.5688

Page 3 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.8339
b 

No 77/81 (95.1) Reference

Yes 204/216 (94.4) 0.88 (0.28, 2.82) 0.8339

Prior calcium and/or vitamin D supplements 0.6551
b 

No 167/178 (93.8) Reference

Yes 115/121 (95.0) 1.26 (0.45, 3.51) 0.6551

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0035
b 

No 206/215 (95.8) Reference

Yes 46/47 (97.9) 2.01 (0.25, 16.26) 0.5129

Not applicable 30/37 (81.1) 0.19 (0.06, 0.54) 0.0019

Page 4 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 47.570) 0.2098

b 

≤ Median 119/126 (94.4) Reference

> Median 123/126 (97.6) 2.41 (0.61, 9.55) 0.2098

SF-12 mental component summary score (MCS)
e 
(median = 45.590) 0.2141

b 

≤ Median 120/127 (94.5) Reference

> Median 123/126 (97.6) 2.39 (0.60, 9.47) 0.2141

Morisky medication adherence total score
f 
(median = 6.750) 0.4346

b 

≤ Median 126/130 (96.9) Reference

> Median 113/119 (95.0) 0.60 (0.16, 2.17) 0.4346

Page 5 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.0008
b 

< 65 years 112/137 (81.8) Reference

≥ 65 to < 75 years 95/103 (92.2) 2.65 (1.14, 6.15) 0.0232

≥ 75 years 40/59 (67.8) 0.47 (0.23, 0.94) 0.0338

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.8939
b 

≤ Median 132/160 (82.5) Reference

> Median 113/136 (83.1) 1.04 (0.57, 1.91) 0.8939

Number of concomitant medications taken at baseline (median = 2.0) 0.3930
b 

≤ Median 136/168 (81.0) Reference

> Median 111/131 (84.7) 1.31 (0.71, 2.41) 0.3930

Page 6 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 2.0) 0.4300
b 

≤ Median 143/170 (84.1) Reference

> Median 104/129 (80.6) 0.79 (0.43, 1.43) 0.4300

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.7251
b 

≤ Median 177/213 (83.1) Reference

> Median 70/86 (81.4) 0.89 (0.46, 1.71) 0.7251

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 32/38 (84.2) NE NE

Unknown 1/1 (100) NE NE

Page 7 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.4146
b 

No 23/26 (88.5) Reference

Yes 224/273 (82.1) 0.60 (0.17, 2.07) 0.4146

Number of chronic medical conditions of interest
d 

0.9439
b 

0 45/56 (80.4) Reference

1 125/151 (82.8) 1.18 (0.54, 2.57) 0.6861

2 69/82 (84.1) 1.30 (0.53, 3.15) 0.5648

3 8/10 (80.0) 0.98 (0.18, 5.27) 0.9791

Ever exposed to prior PMO therapy 0.2155
b 

No 41/53 (77.4) Reference

Yes 206/244 (84.4) 1.59 (0.76, 3.29) 0.2155

Page 8 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-patient-rel.sas 
Output: t14t-04-001-006-003-persis-univ-patient-rel-grc-l.rtf (Date Generated: 20NOV2015: 5:35:41)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 435 of 1214



Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0287
b 

No 61/81 (75.3) Reference

Yes 186/216 (86.1) 2.03 (1.08, 3.84) 0.0287

Prior calcium and/or vitamin D supplements 0.2202
b 

No 151/178 (84.8) Reference

Yes 96/121 (79.3) 0.69 (0.38, 1.25) 0.2202

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0025
b 

No 186/215 (86.5) Reference

Yes 38/47 (80.9) 0.66 (0.29, 1.50) 0.3207

Not applicable 23/37 (62.2) 0.26 (0.12, 0.55) 0.0005

Page 9 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 47.570) 0.1046

b 

≤ Median 104/126 (82.5) Reference

> Median 113/126 (89.7) 1.84 (0.88, 3.84) 0.1046

SF-12 mental component summary score (MCS)
e 
(median = 45.590) 0.5681

b 

≤ Median 111/127 (87.4) Reference

> Median 107/126 (84.9) 0.81 (0.40, 1.66) 0.5681

Morisky medication adherence total score
f 
(median = 6.750) 0.4078

b 

≤ Median 114/130 (87.7) Reference

> Median 100/119 (84.0) 0.74 (0.36, 1.51) 0.4078

Page 10 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.8435
b 

General 5/5 (100) Reference

Speciality 194/205 (94.6) NE NE

Surgery 78/84 (92.9) NE NE

Physician gender 0.2398
b 

Male 218/229 (95.2) Reference

Female 64/70 (91.4) 0.54 (0.19, 1.51) 0.2398

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.3485
b 

≥ 10 years 184/197 (93.4) Reference

< 10 years 98/102 (96.1) 1.73 (0.55, 5.45) 0.3485

Sole physician 0.1143
b 

Sole 140/145 (96.6) Reference

Group 142/154 (92.2) 0.42 (0.15, 1.23) 0.1143

Physician group size 0.0233
b 

2 - 3 71/79 (89.9) Reference

4 - 5 64/65 (98.5) 7.21 (0.88, 59.21) 0.0660

> 10 7/10 (70.0) 0.26 (0.06, 1.22) 0.0885

Page 2 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.1648
b 

Yes 121/125 (96.8) Reference

No 160/172 (93.0) 0.44 (0.14, 1.40) 0.1648

Centre type 0.1474
b 

Public 147/159 (92.5) Reference

Private 135/140 (96.4) 2.20 (0.76, 6.42) 0.1474

Academic centre 0.9104
b 

Academic 73/77 (94.8) Reference

Non-academic 184/197 (93.4) 0.78 (0.24, 2.46) 0.6657

Both 20/20 (100) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-physician-rel.sas 
Output: t14t-04-001-006-004-persis-univ-physician-rel-grc-l.rtf (Date Generated: 20NOV2015: 5:41:52)  Source Data: adam.aexeff, adam.aslbase, adam.apresc, 
adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 440 of 1214



Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.8298
b 

Yes 19/20 (95.0) Reference

No 192/200 (96.0) 1.26 (0.15, 10.65) 0.8298

Reason for prescribing: history of osteoporotic fracture
c 

0.4772
b 

No 205/216 (94.9) Reference

Yes 77/83 (92.8) 0.69 (0.25, 1.93) 0.4772

Reason for prescribing: multiple risk factors for fracture
c 

0.1160
b 

No 156/162 (96.3) Reference

Yes 126/137 (92.0) 0.44 (0.16, 1.22) 0.1160

Page 4 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.0801
b 

No 152/165 (92.1) Reference

Yes 130/134 (97.0) 2.78 (0.88, 8.73) 0.0801

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.7981
b 

No 223/236 (94.5) Reference

Yes 59/63 (93.7) 0.86 (0.27, 2.73) 0.7981

Region NE

Urban 282/299 (94.3) Reference
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.8157
b 

General 5/5 (100) Reference

Speciality 170/205 (82.9) NE NE

Surgery 67/84 (79.8) NE NE

Physician gender 0.0006
b 

Male 199/229 (86.9) Reference

Female 48/70 (68.6) 0.33 (0.17, 0.62) 0.0006
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.3792
b 

≥ 10 years 160/197 (81.2) Reference

< 10 years 87/102 (85.3) 1.34 (0.70, 2.58) 0.3792

Sole physician 0.0058
b 

Sole 129/145 (89.0) Reference

Group 118/154 (76.6) 0.41 (0.21, 0.77) 0.0058

Physician group size 0.0504
b 

2 - 3 56/79 (70.9) Reference

4 - 5 56/65 (86.2) 2.56 (1.09, 6.01) 0.0315

> 10 6/10 (60.0) 0.62 (0.16, 2.39) 0.4835
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.1593
b 

Yes 99/125 (79.2) Reference

No 147/172 (85.5) 1.54 (0.84, 2.83) 0.1593

Centre type 0.0052
b 

Public 122/159 (76.7) Reference

Private 125/140 (89.3) 2.53 (1.32, 4.84) 0.0052

Academic centre 0.6975
b 

Academic 61/77 (79.2) Reference

Non-academic 164/197 (83.2) 1.30 (0.67, 2.54) 0.4349

Both 17/20 (85.0) 1.49 (0.39, 5.71) 0.5636
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.0260
b 

Yes 14/20 (70.0) Reference

No 177/200 (88.5) 3.30 (1.15, 9.43) 0.0260

Reason for prescribing: history of osteoporotic fracture
c 

0.0015
b 

No 188/216 (87.0) Reference

Yes 59/83 (71.1) 0.37 (0.20, 0.68) 0.0015

Reason for prescribing: multiple risk factors for fracture
c 

0.2028
b 

No 138/162 (85.2) Reference

Yes 109/137 (79.6) 0.68 (0.37, 1.23) 0.2028
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.0270
b 

No 129/165 (78.2) Reference

Yes 118/134 (88.1) 2.06 (1.09, 3.90) 0.0270

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.2566
b 

No 198/236 (83.9) Reference

Yes 49/63 (77.8) 0.67 (0.34, 1.34) 0.2566

Region NE

Urban 247/299 (82.6) Reference
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance NE

Private 13/13 (100) Reference

Public 269/286 (94.1) NE NE

Highest education 0.3324
b 

University 40/43 (93.0) Reference

Secondary education 96/98 (98.0) 3.60 (0.58, 22.37) 0.1694

Elementary education 100/109 (91.7) 0.83 (0.21, 3.24) 0.7923

No formal education 5/5 (100) NE NE

Page 1 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.1257
b 

At home with spouse/family 226/236 (95.8) Reference

At home with care/support 2/2 (100) NE NE

At home alone 45/51 (88.2) 0.33 (0.11, 0.96) 0.0417

Employment status 0.2429
b 

Employed 49/50 (98.0) Reference

Not employed 232/248 (93.5) 0.30 (0.04, 2.28) 0.2429

Marital status 0.8768
b 

Married 199/210 (94.8) Reference

Non-married 83/88 (94.3) 0.92 (0.31, 2.72) 0.8768

Page 2 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 30.0) 0.5153
b 

≤ Median 183/193 (94.8) Reference

> Median 92/99 (92.9) 0.72 (0.26, 1.95) 0.5153

Method of transport to health provider NE

Walking 31/31 (100) Reference

Non-walking 246/263 (93.5) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.3631
b 

Private 12/13 (92.3) Reference

Public 235/286 (82.2) 0.38 (0.05, 3.02) 0.3631

Highest education 0.0850
b 

University 31/43 (72.1) Reference

Secondary education 88/98 (89.8) 3.41 (1.34, 8.67) 0.0101

Elementary education 90/109 (82.6) 1.83 (0.80, 4.21) 0.1522

No formal education 5/5 (100) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.1204
b 

At home with spouse/family 200/236 (84.7) Reference

At home with care/support 1/2 (50.0) 0.18 (0.01, 2.94) 0.2291

At home alone 38/51 (74.5) 0.53 (0.26, 1.08) 0.0816

Employment status 0.2700
b 

Employed 44/50 (88.0) Reference

Not employed 202/248 (81.5) 0.60 (0.24, 1.49) 0.2700

Marital status 0.0982
b 

Married 179/210 (85.2) Reference

Non-married 68/88 (77.3) 0.59 (0.31, 1.10) 0.0982
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Greece (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 30.0) 0.9247
b 

≤ Median 159/193 (82.4) Reference

> Median 82/99 (82.8) 1.03 (0.54, 1.96) 0.9247

Method of transport to health provider 0.1087
b 

Walking 29/31 (93.5) Reference

Non-walking 214/263 (81.4) 0.30 (0.07, 1.30) 0.1087
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.6146
c 

Active reminder 97/103 (94.2) Reference

Passive reminder 97/100 (97.0) 2.00 (0.49, 8.23) 0.3367

No reminder 94/98 (95.9) 1.45 (0.40, 5.32) 0.5718

Page 1 of 2
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.1.  Univariate Analysis of Therapy-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.1596
c 

Active reminder 84/103 (81.6) Reference

Passive reminder 91/100 (91.0) 2.29 (0.98, 5.33) 0.0555

No reminder 84/98 (85.7) 1.36 (0.64, 2.88) 0.4271
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.4451
b 

> 25 kg/m
2

114/121 (94.2) Reference

≤ 25 kg/m
2

151/157 (96.2) 1.55 (0.51, 4.72) 0.4451

Age at menopause (years) (median = 50.0) 0.2020
b 

≤ Median 158/163 (96.9) Reference

> Median 103/110 (93.6) 0.47 (0.14, 1.51) 0.2020

Cause of menopause 0.3548
b 

Natural onset 238/247 (96.4) Reference

Clinically/surgically induced 42/45 (93.3) 0.53 (0.14, 2.04) 0.3548
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.6633
b 

No 116/122 (95.1) Reference

Yes 150/156 (96.2) 1.29 (0.41, 4.11) 0.6633

Height loss since self-reported maximal height (cm) (median = 4.00) 0.2203
b 

≤ Median 87/89 (97.8) Reference

> Median 59/63 (93.7) 0.34 (0.06, 1.91) 0.2203

Time since most recent fracture to first Prolia
®

injection 0.5752
b 

< 12 months 50/54 (92.6) Reference

≥ 12 months 109/115 (94.8) 1.45 (0.39, 5.38) 0.5752
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.1369
b 

No 129/132 (97.7) Reference

Yes 159/169 (94.1) 0.37 (0.10, 1.37) 0.1369

Historical osteoporotic hip fracture 0.9347
b 

No 264/276 (95.7) Reference

Yes 24/25 (96.0) 1.09 (0.14, 8.75) 0.9347

Historical osteoporotic vertebral fracture 0.0491
b 

No 241/249 (96.8) Reference

Yes 47/52 (90.4) 0.31 (0.10, 1.00) 0.0491
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.0752
b 

No 220/227 (96.9) Reference

Yes 68/74 (91.9) 0.36 (0.12, 1.11) 0.0752

Prior hospitalization for osteoporotic fracture 0.0445
b 

No 242/250 (96.8) Reference

Yes 46/51 (90.2) 0.30 (0.10, 0.97) 0.0445

≥ 1 fall in the 12 months prior to enrollment 0.8214
b 

No 229/239 (95.8) Reference

Yes 59/62 (95.2) 0.86 (0.23, 3.22) 0.8214
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.8202
b 

No 250/261 (95.8) Reference

Yes 38/40 (95.0) 0.84 (0.18, 3.92) 0.8202

Parent fractured hip 0.8331
b 

No 180/188 (95.7) Reference

Yes 29/29 (100) NE NE

Unknown 79/84 (94.0) 0.70 (0.22, 2.21) 0.5462

Current smoker 0.6043
b 

No 257/268 (95.9) Reference

Yes 31/33 (93.9) 0.66 (0.14, 3.13) 0.6043
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.5727
b 

No 258/269 (95.9) Reference

Yes 30/32 (93.8) 0.64 (0.14, 3.02) 0.5727

Prior glucocorticoid use 0.5095
b 

No 260/271 (95.9) Reference

Yes 28/30 (93.3) 0.59 (0.12, 2.81) 0.5095

Secondary osteoporosis 0.6043
b 

No 257/268 (95.9) Reference

Yes 31/33 (93.9) 0.66 (0.14, 3.13) 0.6043
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.2776
b 

No 280/292 (95.9) Reference

Yes 7/8 (87.5) 0.30 (0.03, 2.64) 0.2776

Total hip DXA BMD T-score 0.9770
b 

> -2.5 126/131 (96.2) Reference

≤ -2.5 74/77 (96.1) 0.98 (0.23, 4.21) 0.9770

Femoral neck DXA BMD T-score 0.2849
b 

> -2.5 90/92 (97.8) Reference

≤ -2.5 132/139 (95.0) 0.42 (0.09, 2.06) 0.2849
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.8588
b 

> -2.5 116/121 (95.9) Reference

≤ -2.5 146/153 (95.4) 0.90 (0.28, 2.91) 0.8588
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.9579
b 

> 25 kg/m
2

103/121 (85.1) Reference

≤ 25 kg/m
2

134/157 (85.4) 1.02 (0.52, 1.99) 0.9579

Age at menopause (years) (median = 50.0) 0.2485
b 

≤ Median 143/163 (87.7) Reference

> Median 91/110 (82.7) 0.67 (0.34, 1.32) 0.2485

Cause of menopause 0.5401
b 

Natural onset 211/247 (85.4) Reference

Clinically/surgically induced 40/45 (88.9) 1.36 (0.50, 3.69) 0.5401
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.3169
b 

No 102/122 (83.6) Reference

Yes 137/156 (87.8) 1.41 (0.72, 2.79) 0.3169

Height loss since self-reported maximal height (cm) (median = 4.00) 0.0044
b 

≤ Median 84/89 (94.4) Reference

> Median 49/63 (77.8) 0.21 (0.07, 0.61) 0.0044

Time since most recent fracture to first Prolia
®

injection 0.0183
b 

< 12 months 40/54 (74.1) Reference

≥ 12 months 102/115 (88.7) 2.75 (1.19, 6.35) 0.0183
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.2539
b 

No 117/132 (88.6) Reference

Yes 142/169 (84.0) 0.67 (0.34, 1.33) 0.2539

Historical osteoporotic hip fracture 0.3661
b 

No 239/276 (86.6) Reference

Yes 20/25 (80.0) 0.62 (0.22, 1.75) 0.3661

Historical osteoporotic vertebral fracture 0.7435
b 

No 215/249 (86.3) Reference

Yes 44/52 (84.6) 0.87 (0.38, 2.01) 0.7435
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.0741
b 

No 200/227 (88.1) Reference

Yes 59/74 (79.7) 0.53 (0.27, 1.06) 0.0741

Prior hospitalization for osteoporotic fracture 0.0337
b 

No 220/250 (88.0) Reference

Yes 39/51 (76.5) 0.44 (0.21, 0.94) 0.0337

≥ 1 fall in the 12 months prior to enrollment 0.0107
b 

No 212/239 (88.7) Reference

Yes 47/62 (75.8) 0.40 (0.20, 0.81) 0.0107
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.2400
b 

No 227/261 (87.0) Reference

Yes 32/40 (80.0) 0.60 (0.25, 1.41) 0.2400

Parent fractured hip 0.5279
b 

No 160/188 (85.1) Reference

Yes 27/29 (93.1) 2.36 (0.53, 10.50) 0.2586

Unknown 72/84 (85.7) 1.05 (0.51, 2.18) 0.8960

Current smoker 0.7478
b 

No 230/268 (85.8) Reference

Yes 29/33 (87.9) 1.20 (0.40, 3.60) 0.7478
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.7730
b 

No 232/269 (86.2) Reference

Yes 27/32 (84.4) 0.86 (0.31, 2.38) 0.7730

Prior glucocorticoid use 0.1246
b 

No 236/271 (87.1) Reference

Yes 23/30 (76.7) 0.49 (0.19, 1.22) 0.1246

Secondary osteoporosis 0.4589
b 

No 232/268 (86.6) Reference

Yes 27/33 (81.8) 0.70 (0.27, 1.81) 0.4589
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.9014
b 

No 251/292 (86.0) Reference

Yes 7/8 (87.5) 1.14 (0.14, 9.54) 0.9014

Total hip DXA BMD T-score 0.9127
b 

> -2.5 113/131 (86.3) Reference

≤ -2.5 66/77 (85.7) 0.96 (0.43, 2.15) 0.9127

Femoral neck DXA BMD T-score 0.1494
b 

> -2.5 83/92 (90.2) Reference

≤ -2.5 116/139 (83.5) 0.55 (0.24, 1.24) 0.1494

Page 15 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.2.  Univariate Analysis of Condition-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.5549
b 

> -2.5 103/121 (85.1) Reference

≤ -2.5 134/153 (87.6) 1.23 (0.62, 2.47) 0.5549

Page 16 of 16
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.7320
b 

< 65 years 85/88 (96.6) Reference

≥ 65 to < 75 years 80/83 (96.4) 0.94 (0.18, 4.80) 0.9419

≥ 75 years 123/130 (94.6) 0.62 (0.16, 2.47) 0.4976

Time since PMO diagnosis to enrollment (years) (median = 3.0) 0.3170
b 

≤ Median 145/149 (97.3) Reference

> Median 134/141 (95.0) 0.53 (0.15, 1.84) 0.3170

Number of concomitant medications taken at baseline (median = 4.0) 0.2635
b 

≤ Median 157/162 (96.9) Reference

> Median 131/139 (94.2) 0.52 (0.17, 1.63) 0.2635

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.3356
b 

≤ Median 172/178 (96.6) Reference

> Median 116/123 (94.3) 0.58 (0.19, 1.76) 0.3356

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.6408
b 

≤ Median 152/158 (96.2) Reference

> Median 136/143 (95.1) 0.77 (0.25, 2.34) 0.6408

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 67/70 (95.7) NE NE

Unknown 4/4 (100) NE NE

Page 2 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.2373
b 

No 34/37 (91.9) Reference

Yes 254/264 (96.2) 2.24 (0.59, 8.55) 0.2373

Number of chronic medical conditions of interest
d 

0.7832
b 

0 86/91 (94.5) Reference

1 108/114 (94.7) 1.05 (0.31, 3.55) 0.9418

2 79/81 (97.5) 2.30 (0.43, 12.18) 0.3286

3 15/15 (100) NE NE

Ever exposed to prior PMO therapy NE

No 45/45 (100) Reference

Yes 243/256 (94.9) NE NE

Page 3 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.7909
b 

No 76/79 (96.2) Reference

Yes 212/222 (95.5) 0.84 (0.22, 3.12) 0.7909

Prior calcium and/or vitamin D supplements NE

No 76/76 (100) Reference

Yes 212/225 (94.2) NE NE

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.5048
b 

No 208/217 (95.9) Reference

Yes 43/44 (97.7) 1.86 (0.23, 15.07) 0.5608

Not applicable 37/40 (92.5) 0.53 (0.14, 2.06) 0.3628

Page 4 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.570) 0.3682

b 

≤ Median 132/139 (95.0) Reference

> Median 134/138 (97.1) 1.78 (0.51, 6.21) 0.3682

SF-12 mental component summary score (MCS)
e 
(median = 47.000) 0.7494

b 

≤ Median 134/139 (96.4) Reference

> Median 132/138 (95.7) 0.82 (0.24, 2.76) 0.7494

Morisky medication adherence total score
f 
(median = 8.000) NE

≤ Median 250/262 (95.4) Reference

Page 5 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.4015
b 

< 65 years 75/88 (85.2) Reference

≥ 65 to < 75 years 75/83 (90.4) 1.62 (0.64, 4.15) 0.3099

≥ 75 years 109/130 (83.8) 0.90 (0.42, 1.91) 0.7828

Time since PMO diagnosis to enrollment (years) (median = 3.0) 0.7405
b 

≤ Median 128/149 (85.9) Reference

> Median 123/141 (87.2) 1.12 (0.57, 2.21) 0.7405

Number of concomitant medications taken at baseline (median = 4.0) 0.2310
b 

≤ Median 143/162 (88.3) Reference

> Median 116/139 (83.5) 0.67 (0.35, 1.29) 0.2310

Page 6 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.5346
b 

≤ Median 155/178 (87.1) Reference

> Median 104/123 (84.6) 0.81 (0.42, 1.57) 0.5346

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.4960
b 

≤ Median 138/158 (87.3) Reference

> Median 121/143 (84.6) 0.80 (0.41, 1.53) 0.4960

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 56/70 (80.0) NE NE

Unknown 4/4 (100) NE NE

Page 7 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.6718
b 

No 31/37 (83.8) Reference

Yes 228/264 (86.4) 1.23 (0.48, 3.15) 0.6718

Number of chronic medical conditions of interest
d 

0.7377
b 

0 77/91 (84.6) Reference

1 101/114 (88.6) 1.41 (0.63, 3.18) 0.4039

2 69/81 (85.2) 1.05 (0.45, 2.41) 0.9171

3 12/15 (80.0) 0.73 (0.18, 2.91) 0.6528

Ever exposed to prior PMO therapy 0.2935
b 

No 41/45 (91.1) Reference

Yes 218/256 (85.2) 0.56 (0.19, 1.65) 0.2935

Page 8 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.7121
b 

No 67/79 (84.8) Reference

Yes 192/222 (86.5) 1.15 (0.56, 2.37) 0.7121

Prior calcium and/or vitamin D supplements 0.8797
b 

No 65/76 (85.5) Reference

Yes 194/225 (86.2) 1.06 (0.50, 2.23) 0.8797

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.4723
b 

No 188/217 (86.6) Reference

Yes 39/44 (88.6) 1.20 (0.44, 3.30) 0.7196

Not applicable 32/40 (80.0) 0.62 (0.26, 1.47) 0.2755

Page 9 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.3.  Univariate Analysis of Patient-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.570) 0.5006

b 

≤ Median 118/139 (84.9) Reference

> Median 121/138 (87.7) 1.27 (0.64, 2.52) 0.5006

SF-12 mental component summary score (MCS)
e 
(median = 47.000) 0.7450

b 

≤ Median 119/139 (85.6) Reference

> Median 120/138 (87.0) 1.12 (0.56, 2.22) 0.7450

Morisky medication adherence total score
f 
(median = 8.000) NE

≤ Median 224/262 (85.5) Reference

Page 10 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.7883
b 

General 194/202 (96.0) Reference

Speciality 81/86 (94.2) 0.67 (0.21, 2.10) 0.4906

Other 13/13 (100) NE NE

Physician gender 0.2578
b 

Male 236/245 (96.3) Reference

Female 52/56 (92.9) 0.50 (0.15, 1.67) 0.2578

Page 1 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice NE

≥ 10 years 274/287 (95.5) Reference

< 10 years 14/14 (100) NE NE

Sole physician 0.8881
b 

Sole 94/98 (95.9) Reference

Group 194/203 (95.6) 0.92 (0.28, 3.06) 0.8881

Physician group size 0.9057
b 

2 - 3 98/102 (96.1) Reference

4 - 5 52/55 (94.5) 0.71 (0.15, 3.28) 0.6582

6 - 10 44/46 (95.7) 0.90 (0.16, 5.09) 0.9032

Page 2 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.8347
b 

Yes 197/206 (95.6) Reference

No 77/81 (95.1) 0.88 (0.26, 2.94) 0.8347

Centre type 0.7176
b 

Public 56/58 (96.6) Reference

Private 232/243 (95.5) 0.75 (0.16, 3.50) 0.7176

Academic centre 0.2938
b 

Academic 25/28 (89.3) Reference

Non-academic 224/233 (96.1) 2.99 (0.76, 11.76) 0.1176

Both 26/26 (100) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program NE

Yes 0/0 (-) Reference

No 193/200 (96.5) NE NE

Reason for prescribing: history of osteoporotic fracture
c 

0.0462
b 

No 192/197 (97.5) Reference

Yes 96/104 (92.3) 0.31 (0.10, 0.98) 0.0462

Reason for prescribing: multiple risk factors for fracture
c 

0.6197
b 

No 131/136 (96.3) Reference

Yes 157/165 (95.2) 0.75 (0.24, 2.34) 0.6197
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.3272
b 

No 213/221 (96.4) Reference

Yes 75/80 (93.8) 0.56 (0.18, 1.78) 0.3272

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.5690
b 

No 250/262 (95.4) Reference

Yes 38/39 (97.4) 1.82 (0.23, 14.43) 0.5690

Region 0.3149
b 

Urban 206/217 (94.9) Reference

Rural 82/84 (97.6) 2.19 (0.47, 10.09) 0.3149
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.2948
b 

General 178/202 (88.1) Reference

Speciality 71/86 (82.6) 0.64 (0.32, 1.29) 0.2094

Other 10/13 (76.9) 0.45 (0.12, 1.75) 0.2487

Physician gender 0.1768
b 

Male 214/245 (87.3) Reference

Female 45/56 (80.4) 0.59 (0.28, 1.27) 0.1768
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice NE

≥ 10 years 245/287 (85.4) Reference

< 10 years 14/14 (100) NE NE

Sole physician 0.5528
b 

Sole 86/98 (87.8) Reference

Group 173/203 (85.2) 0.80 (0.39, 1.65) 0.5528

Physician group size 0.6197
b 

2 - 3 86/102 (84.3) Reference

4 - 5 49/55 (89.1) 1.52 (0.56, 4.14) 0.4131

6 - 10 38/46 (82.6) 0.88 (0.35, 2.24) 0.7946
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.5056
b 

Yes 177/206 (85.9) Reference

No 72/81 (88.9) 1.31 (0.59, 2.91) 0.5056

Centre type 0.0418
b 

Public 45/58 (77.6) Reference

Private 214/243 (88.1) 2.13 (1.03, 4.42) 0.0418

Academic centre 0.0021
b 

Academic 18/28 (64.3) Reference

Non-academic 209/233 (89.7) 4.84 (2.00, 11.67) 0.0005

Both 22/26 (84.6) 3.06 (0.82, 11.40) 0.0963
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program NE

Yes 0/0 (-) Reference

No 174/200 (87.0) NE NE

Reason for prescribing: history of osteoporotic fracture
c 

0.2243
b 

No 173/197 (87.8) Reference

Yes 86/104 (82.7) 0.66 (0.34, 1.29) 0.2243

Reason for prescribing: multiple risk factors for fracture
c 

0.9938
b 

No 117/136 (86.0) Reference

Yes 142/165 (86.1) 1.00 (0.52, 1.93) 0.9938
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.4.  Univariate Analysis of Physician-related Determinants of Persistence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.7527
b 

No 191/221 (86.4) Reference

Yes 68/80 (85.0) 0.89 (0.43, 1.84) 0.7527

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.7823
b 

No 226/262 (86.3) Reference

Yes 33/39 (84.6) 0.88 (0.34, 2.24) 0.7823

Region 0.5242
b 

Urban 185/217 (85.3) Reference

Rural 74/84 (88.1) 1.28 (0.60, 2.74) 0.5242

Page 10 of 10
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.9996
b 

Private 19/19 (100) Reference

Public 267/280 (95.4) NE NE

Other 1/1 (100) NE NE

Highest education 0.9474
b 

University 15/15 (100) Reference

Secondary education 105/109 (96.3) NE NE

Elementary education 106/112 (94.6) NE NE

No formal education 11/11 (100) NE NE

Page 1 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.9987
b 

Nursing home 6/6 (100) Reference

At home with spouse/family 179/188 (95.2) NE NE

At home with care/support 11/11 (100) NE NE

At home alone 87/91 (95.6) NE NE

Employment status NE

Employed 22/22 (100) Reference

Not employed 251/264 (95.1) NE NE

Marital status 0.0352
b 

Married 153/156 (98.1) Reference

Non-married 110/119 (92.4) 0.24 (0.06, 0.91) 0.0352

Page 2 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 10.0) 0.0729
b 

≤ Median 164/168 (97.6) Reference

> Median 123/132 (93.2) 0.33 (0.10, 1.11) 0.0729

Method of transport to health provider NE

Walking 36/36 (100) Reference

Non-walking 251/264 (95.1) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.6367
b 

Private 15/19 (78.9) Reference

Public 243/280 (86.8) 1.75 (0.55, 5.56) 0.3420

Other 1/1 (100) NE NE

Highest education 0.9307
b 

University 13/15 (86.7) Reference

Secondary education 92/109 (84.4) 0.83 (0.17, 4.03) 0.8198

Elementary education 98/112 (87.5) 1.08 (0.22, 5.28) 0.9272

No formal education 11/11 (100) NE NE
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.9676
b 

Nursing home 5/6 (83.3) Reference

At home with spouse/family 162/188 (86.2) 1.25 (0.14, 11.10) 0.8436

At home with care/support 10/11 (90.9) 2.00 (0.10, 39.08) 0.6476

At home alone 78/91 (85.7) 1.20 (0.13, 11.11) 0.8725

Employment status 0.9611
b 

Employed 19/22 (86.4) Reference

Not employed 227/264 (86.0) 0.97 (0.27, 3.44) 0.9611

Marital status 0.0354
b 

Married 141/156 (90.4) Reference

Non-married 97/119 (81.5) 0.47 (0.23, 0.95) 0.0354
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n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Persistence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 10.0) 0.8616
b 

≤ Median 145/168 (86.3) Reference

> Median 113/132 (85.6) 0.94 (0.49, 1.82) 0.8616

Method of transport to health provider 0.9837
b 

Walking 31/36 (86.1) Reference

Non-walking 227/264 (86.0) 0.99 (0.36, 2.71) 0.9837

Page 6 of 6
n = Number of persistent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.1.8.1.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) Overall

(Full Analysis Set)
(Final Analysis)

n p-value
a 

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

1474 <.0001

Centre type 1479 0.0001

Physician speciality 1474 0.0003

≥ 1 fall in the 12 months prior to enrollment 1461 0.0005

Physician gender 1479 0.0008

Country 1479 0.0010

≥ 1 occurrence of immobility in the 12 months prior to enrollment 1468 0.0018

Age group 1479 0.0019

SF-12 physical component summary score (PCS)
b 
(median = 42.155) 1356 0.0039

Prior glucocorticoid use 1463 0.0046

Marital status 1307 0.0195

Exposed to prior PMO therapy during the 12 months prior to enrollment 1477 0.0275

Reason for prescribing: history of osteoporotic fracture
c 

1479 0.0276

Living situation 1288 0.0287

Academic centre 1452 0.0304

Time since most recent fracture to first Prolia
®

injection 792 0.0365

Health insurance 1466 0.0473

Time since PMO diagnosis to enrollment (years) (median = 5.0) 1440 0.0486

Reason for prescribing: failed other available osteoporosis therapy
c 

1479 0.0536

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 1479 0.0636

Number of comorbidities (median = 3.0) 1479 0.0664

Page 1 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

f
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and includes 
No, Unknown and Other reminder.
g

Mental illness including depression.
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Table 14t-4.1.8.1.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) Overall

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Historical fracture 1479 0.0681

Lumbar spine DXA BMD T-score 1098 0.0706

Prior calcium and/or vitamin D supplements 1479 0.0711

Parent fractured hip 1479 0.0840

Prior hospitalization for osteoporotic fracture 1474 0.0964

Region 1479 0.1085

≥ 2 historical fractures 1479 0.1224

Site participating in Prolong patient support program 1062 0.1400

Ever exposed to prior PMO therapy 1476 0.1542

Proximity to clinic (minutes) (median = 20.0) 1275 0.1777

Alcoholic beverages: 3 or more per day 1389 0.1802

Sole physician 1479 0.2164

Reason for prescribing: multiple risk factors for fracture
c 

1479 0.2267

Body mass index 1416 0.2470

Physician group size 764 0.2486

Historical osteoporotic vertebral fracture 1479 0.2873

Femoral neck DXA BMD T-score 960 0.3311

Reason for prescribing: intolerant to other osteoporosis therapy
c 

1479 0.3379

Height decreased since self-reported maximal height 1410 0.3551

Current smoker 1409 0.3802

Employment status 1422 0.4224

Page 2 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

f
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and includes 
No, Unknown and Other reminder.
g

Mental illness including depression.
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Table 14t-4.1.8.1.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) Overall

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Physician years of practice 1479 0.4226

Method of transport to health provider 1259 0.4376

Secondary osteoporosis 1473 0.5474

SF-12 mental component summary score (MCS)
b 
(median = 48.570) 1355 0.5720

Cause of menopause 1359 0.5989

Age at menopause (years) (median = 50.0) 1351 0.6013

Any chronic medical condition 1479 0.6085

Morisky medication adherence total score
d 
(median = 7.000) 1229 0.6256

Number of chronic medical conditions of interest
e 

1479 0.6326

Patients PMO support tools and/or programs
f 

1479 0.7330

Reminder service 1446 0.7383

Height loss since self-reported maximal height (cm) (median = 4.00) 923 0.7443

Historical osteoporotic hip fracture 1479 0.8174

Number of concomitant medications taken at baseline (median = 2.0) 1479 0.8335

Highest education 1035 0.8627

Former smoker 1409 0.9290

Total hip DXA BMD T-score 782 0.9630

Mental illness
g 

361 NE

Page 3 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

f
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and includes 
No, Unknown and Other reminder.
g

Mental illness including depression.
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Table 14t-4.1.8.2.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Germany

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Lumbar spine DXA BMD T-score 440 0.0010

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

574 0.0132

Centre type 579 0.0169

Reason for prescribing: failed other available osteoporosis therapy
b 

579 0.0257

Academic centre 571 0.0351

Region 579 0.0395

Number of concomitant medications taken at baseline (median = 2.0) 579 0.0408

Prior glucocorticoid use 563 0.0485

Physician gender 579 0.0649

Current smoker 509 0.0735

Highest education 269 0.0749

Living situation 415 0.0916

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 579 0.1165

Any chronic medical condition 579 0.1198

Method of transport to health provider 366 0.1222

≥ 2 historical fractures 579 0.1242

Proximity to clinic (minutes) (median = 20.0) 387 0.1434

Prior calcium and/or vitamin D supplements 579 0.1558

Height loss since self-reported maximal height (cm) (median = 4.00) 416 0.1563

Physician speciality 579 0.1936

Page 1 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.2.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Germany

(Full Analysis Set)
(Final Analysis)

n p-value
a 

≥ 1 fall in the 12 months prior to enrollment 561 0.2174

Sole physician 579 0.2200

Time since PMO diagnosis to enrollment (years) (median = 5.0) 565 0.2242

SF-12 physical component summary score (PCS)
c 
(median = 40.130) 534 0.2244

Number of comorbidities (median = 3.0) 579 0.2805

Total hip DXA BMD T-score 359 0.2876

≥ 1 occurrence of immobility in the 12 months prior to enrollment 568 0.2925

Age group 579 0.3075

Morisky medication adherence total score
d 
(median = 7.000) 451 0.3127

Health insurance 567 0.3258

Time since most recent fracture to first Prolia
®

injection 384 0.3903

Cause of menopause 476 0.4274

Body mass index 566 0.4381

Former smoker 509 0.4492

Reason for prescribing: multiple risk factors for fracture
b 

579 0.4578

Height decreased since self-reported maximal height 543 0.4834

Prior hospitalization for osteoporotic fracture 574 0.4891

Historical osteoporotic hip fracture 579 0.4933

Reason for prescribing: intolerant to other osteoporosis therapy
b 

579 0.5223

Ever exposed to prior PMO therapy 578 0.5586

Page 2 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.2.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Germany

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Femoral neck DXA BMD T-score 395 0.5956

Age at menopause (years) (median = 50.0) 483 0.6133

Exposed to prior PMO therapy during the 12 months prior to enrollment 579 0.6189

Reason for prescribing: history of osteoporotic fracture
b 

579 0.6843

SF-12 mental component summary score (MCS)
c 
(median = 49.485) 532 0.6850

Marital status 435 0.6900

Historical fracture 579 0.7137

Reminder service 563 0.7863

Secondary osteoporosis 573 0.7901

Patients PMO support tools and/or programs
e 

579 0.8367

Parent fractured hip 579 0.8483

Physician years of practice 579 0.8617

Number of chronic medical conditions of interest
f 

579 0.8738

Physician group size 296 0.9267

Employment status 539 0.9399

Historical osteoporotic vertebral fracture 579 0.9613

Site participating in Prolong patient support program 415 0.9919

Alcoholic beverages: 3 or more per day 490 NE

Mental illness
g 

178 NE

Page 3 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Morisky medication adherence scores calculated from patients who answered all questions.

e
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.3.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Austria

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Site participating in Prolong patient support program 227 <.0001

Physician speciality 300 0.0002

Prior calcium and/or vitamin D supplements 300 0.0026

Parent fractured hip 300 0.0097

≥ 2 historical fractures 300 0.0142

Ever exposed to prior PMO therapy 300 0.0166

≥ 1 occurrence of immobility in the 12 months prior to enrollment 300 0.0199

Reminder service 299 0.0341

Exposed to prior PMO therapy during the 12 months prior to enrollment 300 0.0364

Region 300 0.0500

Patients PMO support tools and/or programs
b 

300 0.0623

SF-12 physical component summary score (PCS)
c 
(median = 42.020) 293 0.0641

Number of concomitant medications taken at baseline (median = 2.0) 300 0.0732

Former smoker 300 0.0907

Cause of menopause 296 0.0919

Time since PMO diagnosis to enrollment (years) (median = 5.0) 289 0.1095

≥ 1 fall in the 12 months prior to enrollment 300 0.1096

Living situation 288 0.1212

Time since most recent fracture to first Prolia
®

injection 137 0.1235

Body mass index 273 0.1384

Page 1 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
d

Every patient has at least 1 reason for being prescribed Prolia
®
.

e
Morisky medication adherence scores calculated from patients who answered all questions.

f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.3.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Austria

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Height decreased since self-reported maximal height 298 0.1531

Prior glucocorticoid use 300 0.1707

Sole physician 300 0.1765

Historical fracture 300 0.1810

Physician gender 300 0.1961

Health insurance 300 0.2331

Age group 300 0.2641

Reason for prescribing: history of osteoporotic fracture
d 

300 0.3126

Reason for prescribing: failed other available osteoporosis therapy
d 

300 0.3176

Femoral neck DXA BMD T-score 180 0.3225

Method of transport to health provider 299 0.3267

Historical osteoporotic hip fracture 300 0.3630

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 300 0.3938

Marital status 299 0.4009

Prior hospitalization for osteoporotic fracture 300 0.4063

Height loss since self-reported maximal height (cm) (median = 3.00) 221 0.4162

Total hip DXA BMD T-score 162 0.4524

Reason for prescribing: multiple risk factors for fracture
d 

300 0.4633

Current smoker 300 0.4923

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

300 0.4947

Page 2 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
d

Every patient has at least 1 reason for being prescribed Prolia
®
.

e
Morisky medication adherence scores calculated from patients who answered all questions.

f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-univ-sum.sas 
Output: t14t-04-001-008-003-persis-univ-sum-aut-p.rtf (Date Generated: 23NOV2015: 2:12:03)  Source 
Data: adam.aexeff, adam.aslbase, adam.apresc, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 505 of 1214



Table 14t-4.1.8.3.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Austria

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Morisky medication adherence total score
e 
(median = 7.000) 267 0.5346

Centre type 300 0.5619

Academic centre 300 0.6167

Number of chronic medical conditions of interest
f 

300 0.6732

Lumbar spine DXA BMD T-score 178 0.6760

SF-12 mental component summary score (MCS)
c 
(median = 50.380) 293 0.6836

Reason for prescribing: intolerant to other osteoporosis therapy
d 

300 0.6848

Proximity to clinic (minutes) (median = 20.0) 296 0.6877

Employment status 299 0.7260

Historical osteoporotic vertebral fracture 300 0.7327

Physician group size 111 0.7462

Any chronic medical condition 300 0.7721

Physician years of practice 300 0.8018

Highest education 264 0.8133

Number of comorbidities (median = 3.0) 300 0.8738

Secondary osteoporosis 300 0.9246

Age at menopause (years) (median = 50.0) 296 0.9654

Alcoholic beverages: 3 or more per day 300 NE

Mental illness
g 

70 NE

Page 3 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
d

Every patient has at least 1 reason for being prescribed Prolia
®
.

e
Morisky medication adherence scores calculated from patients who answered all questions.

f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.4.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Greece

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Physician gender 299 0.0006

Age group 299 0.0008

Reason for prescribing: history of osteoporotic fracture
b 

299 0.0015

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

299 0.0025

≥ 1 occurrence of immobility in the 12 months prior to enrollment 299 0.0046

Centre type 299 0.0052

Sole physician 299 0.0058

Historical fracture 299 0.0082

Site participating in Prolong patient support program 220 0.0260

≥ 1 fall in the 12 months prior to enrollment 299 0.0266

Reason for prescribing: failed other available osteoporosis therapy
b 

299 0.0270

Exposed to prior PMO therapy during the 12 months prior to enrollment 297 0.0287

Femoral neck DXA BMD T-score 154 0.0463

Physician group size 154 0.0504

Total hip DXA BMD T-score 53 0.0817

Highest education 255 0.0850

Marital status 298 0.0982

SF-12 physical component summary score (PCS)
c 
(median = 47.570) 252 0.1046

Method of transport to health provider 294 0.1087

Current smoker 299 0.1125

Page 1 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
e

Morisky medication adherence scores calculated from patients who answered all questions.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.4.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Greece

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Living situation 289 0.1204

Prior hospitalization for osteoporotic fracture 299 0.1315

Reminder service 297 0.1593

Reason for prescribing: multiple risk factors for fracture
b 

299 0.2028

Ever exposed to prior PMO therapy 297 0.2155

Prior calcium and/or vitamin D supplements 299 0.2202

Reason for prescribing: intolerant to other osteoporosis therapy
b 

299 0.2566

Employment status 298 0.2700

Historical osteoporotic vertebral fracture 299 0.3189

Patients PMO support tools and/or programs
d 

299 0.3442

Historical osteoporotic hip fracture 299 0.3631

Health insurance 299 0.3631

Physician years of practice 299 0.3792

Number of concomitant medications taken at baseline (median = 2.0) 299 0.3930

Lumbar spine DXA BMD T-score 206 0.4025

Morisky medication adherence total score
e 
(median = 6.750) 249 0.4078

Any chronic medical condition 299 0.4146

≥ 2 historical fractures 299 0.4253

Number of comorbidities (median = 2.0) 299 0.4300

Cause of menopause 295 0.4947

Page 2 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
e

Morisky medication adherence scores calculated from patients who answered all questions.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.4.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Greece

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Age at menopause (years) (median = 49.0) 299 0.5060

SF-12 mental component summary score (MCS)
c 
(median = 45.590) 253 0.5681

Former smoker 299 0.6433

Height decreased since self-reported maximal height 291 0.6549

Height loss since self-reported maximal height (cm) (median = 4.00) 134 0.6725

Academic centre 294 0.6975

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 299 0.7251

Prior glucocorticoid use 299 0.7608

Body mass index 299 0.7781

Physician speciality 294 0.8157

Time since most recent fracture to first Prolia
®

injection 102 0.8251

Time since PMO diagnosis to enrollment (years) (median = 5.0) 296 0.8939

Proximity to clinic (minutes) (median = 30.0) 292 0.9247

Number of chronic medical conditions of interest
f 

299 0.9439

Parent fractured hip 299 0.9733

Secondary osteoporosis 299 1.0000

Alcoholic beverages: 3 or more per day 299 NE

Mental illness
g 

39 NE

Region 299 NE

Page 3 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

c
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

d
Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 

Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
e

Morisky medication adherence scores calculated from patients who answered all questions.
f
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

g
Mental illness including depression.
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Table 14t-4.1.8.5.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Belgium

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Academic centre 287 0.0021

Height loss since self-reported maximal height (cm) (median = 4.00) 152 0.0044

≥ 1 fall in the 12 months prior to enrollment 301 0.0107

Time since most recent fracture to first Prolia
®

injection 169 0.0183

Prior hospitalization for osteoporotic fracture 301 0.0337

Marital status 275 0.0354

Centre type 301 0.0418

≥ 2 historical fractures 301 0.0741

Prior glucocorticoid use 301 0.1246

Femoral neck DXA BMD T-score 231 0.1494

Patients PMO support tools and/or programs
b 

301 0.1596

Physician gender 301 0.1768

Reason for prescribing: history of osteoporotic fracture
c 

301 0.2243

Number of concomitant medications taken at baseline (median = 4.0) 301 0.2310

≥ 1 occurrence of immobility in the 12 months prior to enrollment 301 0.2400

Age at menopause (years) (median = 50.0) 273 0.2485

Historical fracture 301 0.2539

Ever exposed to prior PMO therapy 301 0.2935

Physician speciality 301 0.2948

Height decreased since self-reported maximal height 278 0.3169

Page 1 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension 

only.
f
Mental illness including depression.

g
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.8.5.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Belgium

(Full Analysis Set)
(Final Analysis)

n p-value
a 

Historical osteoporotic hip fracture 301 0.3661

Age group 301 0.4015

Secondary osteoporosis 301 0.4589

History of discontinuation of osteoporosis therapy (other than calcium and 
vitamin D)

301 0.4723

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 301 0.4960

SF-12 physical component summary score (PCS)
d 
(median = 42.570) 277 0.5006

Reminder service 287 0.5056

Region 301 0.5242

Parent fractured hip 301 0.5279

Number of comorbidities (median = 3.0) 301 0.5346

Cause of menopause 292 0.5401

Sole physician 301 0.5528

Lumbar spine DXA BMD T-score 274 0.5549

Physician group size 203 0.6197

Health insurance 300 0.6367

Any chronic medical condition 301 0.6718

Exposed to prior PMO therapy during the 12 months prior to enrollment 301 0.7121

Number of chronic medical conditions of interest
e 

301 0.7377

Time since PMO diagnosis to enrollment (years) (median = 3.0) 290 0.7405

Historical osteoporotic vertebral fracture 301 0.7435

Page 2 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension 

only.
f
Mental illness including depression.

g
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.8.5.  Summary of Univariate Analyses of Persistence
at 24 Months (Based on the 6 Months Plus 8 Weeks Window) in Belgium

(Full Analysis Set)
(Final Analysis)

n p-value
a 

SF-12 mental component summary score (MCS)
d 
(median = 47.000) 277 0.7450

Current smoker 301 0.7478

Reason for prescribing: failed other available osteoporosis therapy
c 

301 0.7527

Former smoker 301 0.7730

Reason for prescribing: intolerant to other osteoporosis therapy
c 

301 0.7823

Proximity to clinic (minutes) (median = 10.0) 300 0.8616

Prior calcium and/or vitamin D supplements 301 0.8797

Alcoholic beverages: 3 or more per day 300 0.9014

Total hip DXA BMD T-score 208 0.9127

Highest education 247 0.9307

Body mass index 278 0.9579

Employment status 286 0.9611

Living situation 296 0.9676

Method of transport to health provider 300 0.9837

Reason for prescribing: multiple risk factors for fracture
c 

301 0.9938

Mental illness
f 

74 NE

Morisky medication adherence total score
g 
(median = 8.000) 262 NE

Physician years of practice 301 NE

Site participating in Prolong patient support program 200 NE

Page 3 of 3
n = Number of patients in the full analysis set included in the model, i.e. with non-missing covariate data.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density; NE = Not estimable.
a

p-value represents the statistical significance of including the term in the univariate analysis.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; 
Passive reminder excludes patients with active reminder and includes appointment card, sticker from drug 
package and magazine; and No reminder excludes patients with active and passive reminder and 
includes No, Unknown and Other reminder.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.

d
Analysed by QualityMetric Health Outcomes

TM
Scoring Software v 4.5.

e
Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension 

only.
f
Mental illness including depression.

g
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.1.9.1.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Academic centre 0.0105

Academic 147/201 (73.1) Reference

Non-academic 204/283 (72.1) 0.76 (0.46, 1.24) 0.2701

Both 60/69 (87.0) 2.95 (1.20, 7.25) 0.0179

Reason for prescribing: failed other available osteoporosis therapy
b 

0.1259

No 269/375 (71.7) Reference

Yes 142/178 (79.8) 1.44 (0.90, 2.30) 0.1259

Reason for prescribing: multiple risk factors for fracture
b 

0.0999

No 220/291 (75.6) Reference

Yes 191/262 (72.9) 0.71 (0.47, 1.07) 0.0999

Page 1 of 3
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.1.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Any chronic medical condition 0.0065

No 16/28 (57.1) Reference

Yes 395/525 (75.2) 3.32 (1.40, 7.89) 0.0065

Centre type 0.0681

Public 152/205 (74.1) Reference

Private 251/330 (76.1) 1.35 (0.83, 2.21) 0.2282

Other 8/18 (44.4) 0.38 (0.13, 1.12) 0.0809

Region 0.1721

Urban 323/447 (72.3) Reference

Rural 88/106 (83.0) 1.54 (0.83, 2.87) 0.1721

Page 2 of 3
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.1.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Germany
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

≥ 1 fall in the 12 months prior to enrollment 0.0381

No 341/452 (75.4) Reference

Yes 70/101 (69.3) 0.58 (0.35, 0.97) 0.0381

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0481

≤ Median 242/316 (76.6) Reference

> Median 169/237 (71.3) 0.66 (0.44, 1.00) 0.0481

Physician speciality 0.0991

General 18/20 (90.0) Reference

Speciality 123/170 (72.4) 0.16 (0.03, 0.81) 0.0263

Surgery 240/317 (75.7) 0.15 (0.03, 0.73) 0.0186

Other 30/46 (65.2) 0.13 (0.02, 0.65) 0.0132

Page 3 of 3
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-persis-multivariable.sas 
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Table 14t-4.1.9.2.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Academic centre 0.0038

Academic 128/163 (78.5) Reference

Non-academic 68/84 (81.0) 4.40 (1.33, 14.52) 0.0151

Both 30/39 (76.9) 0.42 (0.13, 1.31) 0.1343

Reason for prescribing: multiple risk factors for fracture
b 

0.1633

No 151/187 (80.7) Reference

Yes 75/99 (75.8) 0.60 (0.29, 1.23) 0.1633

≥ 2 historical fractures 0.0525

No 180/236 (76.3) Reference

Yes 46/50 (92.0) 3.56 (0.99, 12.87) 0.0525

Page 1 of 4
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.2.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0193

No 213/264 (80.7) Reference

Yes 13/22 (59.1) 0.25 (0.08, 0.80) 0.0193

Cause of menopause 0.1119

Natural onset 192/248 (77.4) Reference

Clinically/surgically induced 34/38 (89.5) 2.70 (0.79, 9.15) 0.1119

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0541

≤ Median 128/158 (81.0) Reference

> Median 98/128 (76.6) 0.50 (0.25, 1.01) 0.0541

Page 2 of 4
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.2.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Physician gender 0.1320

Male 116/143 (81.1) Reference

Female 110/143 (76.9) 2.20 (0.79, 6.13) 0.1320

Physician speciality <.0001

General 62/78 (79.5) Reference

Speciality 136/158 (86.1) 1.06 (0.44, 2.56) 0.8949

Surgery 28/50 (56.0) 0.04 (0.01, 0.20) <.0001

Physician years of practice 0.0161

≥ 10 years 216/273 (79.1) Reference

< 10 years 10/13 (76.9) 0.11 (0.02, 0.66) 0.0161

Page 3 of 4
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.2.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Austria
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Prior calcium and/or vitamin D supplements 0.1047

No 98/138 (71.0) Reference

Yes 128/148 (86.5) 1.84 (0.88, 3.84) 0.1047

Reminder service 0.0179

Yes 173/212 (81.6) Reference

No 53/74 (71.6) 0.35 (0.15, 0.83) 0.0179

Page 4 of 4
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.3.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Age group <.0001

< 65 years 110/133 (82.7) Reference

≥ 65 to < 75 years 95/103 (92.2) 2.62 (0.96, 7.16) 0.0608

≥ 75 years 40/59 (67.8) 0.18 (0.06, 0.50) 0.0010

Reason for prescribing: failed other available osteoporosis therapy
b 

0.0330

No 128/162 (79.0) Reference

Yes 117/133 (88.0) 2.66 (1.08, 6.54) 0.0330

Reason for prescribing: intolerant to other osteoporosis therapy
b 

0.1063

No 198/234 (84.6) Reference

Yes 47/61 (77.0) 0.47 (0.19, 1.17) 0.1063

Page 1 of 5
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.3.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Employment status 0.1495

Employed 44/50 (88.0) Reference

Not employed 201/245 (82.0) 0.44 (0.14, 1.34) 0.1495

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.1940

No 184/213 (86.4) Reference

Yes 38/47 (80.9) 0.89 (0.31, 2.57) 0.8342

Not applicable 23/35 (65.7) 0.37 (0.13, 1.08) 0.0702

≥ 1 fall in the 12 months prior to enrollment 0.2133

No 210/247 (85.0) Reference

Yes 35/48 (72.9) 0.55 (0.21, 1.41) 0.2133

Page 2 of 5
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.3.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Historical osteoporotic hip fracture 0.0838

No 233/282 (82.6) Reference

Yes 12/13 (92.3) 7.28 (0.77, 69.01) 0.0838

Number of concomitant medications taken at baseline (median = 2.0) 0.1596

≤ Median 134/164 (81.7) Reference

> Median 111/131 (84.7) 1.77 (0.80, 3.91) 0.1596

Current smoker 0.0246

No 210/248 (84.7) Reference

Yes 35/47 (74.5) 0.32 (0.12, 0.86) 0.0246

Page 3 of 5
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.3.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Former smoker 0.1776

No 226/271 (83.4) Reference

Yes 19/24 (79.2) 0.40 (0.11, 1.51) 0.1776

Physician gender 0.0491

Male 198/226 (87.6) Reference

Female 47/69 (68.1) 0.42 (0.18, 1.00) 0.0491

Physician years of practice 0.0580

≥ 10 years 159/196 (81.1) Reference

< 10 years 86/99 (86.9) 2.63 (0.97, 7.12) 0.0580

Page 4 of 5
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.3.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Greece
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0751

No 61/81 (75.3) Reference

Yes 184/214 (86.0) 2.31 (0.92, 5.83) 0.0751

Prior calcium and/or vitamin D supplements 0.0610

No 149/174 (85.6) Reference

Yes 96/121 (79.3) 0.41 (0.16, 1.04) 0.0610

Reminder service 0.0058

Yes 98/124 (79.0) Reference

No 147/171 (86.0) 3.71 (1.46, 9.39) 0.0058

Page 5 of 5
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
b

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.1.9.4.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Academic centre 0.0015

Academic 18/28 (64.3) Reference

Non-academic 208/232 (89.7) 5.72 (2.22, 14.73) 0.0003

Both 22/26 (84.6) 3.69 (0.67, 20.35) 0.1339

Proximity to clinic (minutes) (median = 10.0) 0.1266

≤ Median 138/160 (86.3) Reference

> Median 110/126 (87.3) 1.83 (0.84, 3.99) 0.1266

≥ 1 fall in the 12 months prior to enrollment 0.0269

No 201/226 (88.9) Reference

Yes 47/60 (78.3) 0.41 (0.18, 0.90) 0.0269

Page 1 of 2
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
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Table 14t-4.1.9.4.  Multivariable Logistic Regression - Final Model of Persistence at 24 Months in Belgium
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio
(95% CI) p-value

a 

Physician speciality 0.0492

General 167/187 (89.3) Reference

Speciality 71/86 (82.6) 0.42 (0.19, 0.94) 0.0339

Other 10/13 (76.9) 0.26 (0.04, 1.61) 0.1484

Page 2 of 2
n = Number of persistent patients within the covariate group; N1 = Number of patients in the full analysis set with non-missing baseline covariate data for all 
selected covariates; CI = Confidence Interval.
Percentages based on N1. Terms were selected based on a stepwise procedure, where significance at 0.25 was required for entry and 0.3 for staying in the model.
a

p-value on covariate row represents the statistical significance of the covariate adjusted for the other covariates in the model. Other p-values represent the 
statistical significance for each covariate subgroup to the reference subgroup.
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Table 14t-4.2.1.1.  Adherence Rate at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

12 months

Primary: 6 months ± 4 weeks 507 (87.6)
(84.6, 90.1)

255 (85.0)
(80.4, 88.8)

268 (89.6)
(85.6, 92.8)

268 (89.0)
(84.9, 92.3)

1298 (87.8)
(86.0, 89.4)

Sensitivity 1: 6 months ± 6 weeks 524 (90.5)
(87.8, 92.8)

264 (88.0)
(83.8, 91.5)

278 (93.0)
(89.5, 95.6)

282 (93.7)
(90.3, 96.2)

1348 (91.1)
(89.6, 92.5)

Sensitivity 2: 6 months ± 8 weeks 534 (92.2)
(89.7, 94.3)

268 (89.3)
(85.3, 92.6)

281 (94.0)
(90.7, 96.4)

288 (95.7)
(92.7, 97.7)

1371 (92.7)
(91.3, 94.0)

Sensitivity 3: 6 months ± 12 weeks 537 (92.7)
(90.3, 94.7)

271 (90.3)
(86.4, 93.4)

285 (95.3)
(92.3, 97.4)

290 (96.3)
(93.6, 98.2)

1383 (93.5)
(92.1, 94.7)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients; CI = Confidence interval based on exact method.
Percentages are based on the number of patients in the full analysis set.
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Table 14t-4.2.1.1.  Adherence Rate at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

n (%)
(95% CI)

24 months

Primary: 6 months ± 4 weeks 364 (62.9)
(58.8, 66.8)

198 (66.0)
(60.3, 71.3)

208 (69.6)
(64.0, 74.7)

211 (70.1)
(64.6, 75.2)

981 (66.3)
(63.9, 68.7)

Sensitivity 1: 6 months ± 6 weeks 412 (71.2)
(67.3, 74.8)

231 (77.0)
(71.8, 81.6)

235 (78.6)
(73.5, 83.1)

240 (79.7)
(74.7, 84.1)

1118 (75.6)
(73.3, 77.8)

Sensitivity 2: 6 months ± 8 weeks 433 (74.8)
(71.0, 78.3)

239 (79.7)
(74.7, 84.1)

245 (81.9)
(77.1, 86.1)

256 (85.0)
(80.5, 88.9)

1173 (79.3)
(77.2, 81.3)

Sensitivity 3: 6 months ± 12 weeks 447 (77.2)
(73.6, 80.6)

246 (82.0)
(77.2, 86.2)

259 (86.6)
(82.2, 90.3)

262 (87.0)
(82.7, 90.6)

1214 (82.1)
(80.0, 84.0)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients; CI = Confidence interval based on exact method.
Percentages are based on the number of patients in the full analysis set.
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Table 14t-4.2.2.1.  Adherence Rate at 12 and 24 Months by Age
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Age group

< 65 years 103/116 (88.8)
(81.6, 93.9)

65/73 (89.0)
(79.5, 95.1)

126/137 (92.0)
(86.1, 95.9)

77/88 (87.5)
(78.7, 93.6)

371/414 (89.6)
(86.3, 92.4)

≥ 65 to < 75 years 199/217 (91.7)
(87.2, 95.0)

107/123 (87.0)
(79.7, 92.4)

96/103 (93.2)
(86.5, 97.2)

77/83 (92.8)
(84.9, 97.3)

479/526 (91.1)
(88.3, 93.4)

≥ 75 years 205/246 (83.3)
(78.1, 87.8)

83/104 (79.8)
(70.8, 87.0)

46/59 (78.0)
(65.3, 87.7)

114/130 (87.7)
(80.8, 92.8)

448/539 (83.1)
(79.7, 86.2)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.1.  Adherence Rate at 12 and 24 Months by Age
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Age group

< 65 years 80/116 (69.0)
(59.7, 77.2)

50/73 (68.5)
(56.6, 78.9)

90/137 (65.7)
(57.1, 73.6)

61/88 (69.3)
(58.6, 78.7)

281/414 (67.9)
(63.1, 72.4)

≥ 65 to < 75 years 140/217 (64.5)
(57.8, 70.9)

85/123 (69.1)
(60.1, 77.1)

82/103 (79.6)
(70.5, 86.9)

60/83 (72.3)
(61.4, 81.6)

367/526 (69.8)
(65.6, 73.7)

≥ 75 years 144/246 (58.5)
(52.1, 64.8)

63/104 (60.6)
(50.5, 70.0)

36/59 (61.0)
(47.4, 73.5)

90/130 (69.2)
(60.5, 77.0)

333/539 (61.8)
(57.5, 65.9)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 287/328 (87.5)
(83.4, 90.9)

128/156 (82.1)
(75.1, 87.7)

148/168 (88.1)
(82.2, 92.6)

145/162 (89.5)
(83.7, 93.8)

650/750 (86.7)
(84.0, 89.0)

> Median 220/251 (87.6)
(82.9, 91.5)

127/144 (88.2)
(81.8, 93.0)

120/131 (91.6)
(85.5, 95.7)

123/139 (88.5)
(82.0, 93.3)

648/729 (88.9)
(86.4, 91.1)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 283/320 (88.4)
(84.4, 91.7)

143/165 (86.7)
(80.5, 91.5)

151/170 (88.8)
(83.1, 93.1)

162/178 (91.0)
(85.8, 94.8)

788/885 (89.0)
(86.8, 91.0)

> Median 224/259 (86.5)
(81.7, 90.4)

112/135 (83.0)
(75.5, 88.9)

117/129 (90.7)
(84.3, 95.1)

106/123 (86.2)
(78.8, 91.7)

510/594 (85.9)
(82.8, 88.6)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 304/338 (89.9)
(86.2, 92.9)

144/167 (86.2)
(80.1, 91.1)

194/213 (91.1)
(86.4, 94.5)

140/158 (88.6)
(82.6, 93.1)

782/876 (89.3)
(87.0, 91.2)

> Median 203/241 (84.2)
(79.0, 88.6)

111/133 (83.5)
(76.0, 89.3)

74/86 (86.0)
(76.9, 92.6)

128/143 (89.5)
(83.3, 94.0)

516/603 (85.6)
(82.5, 88.3)

Page 2 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Mental illness
a 

Yes 49/57 (86.0)
(74.2, 93.7)

53/64 (82.8)
(71.3, 91.1)

37/38 (97.4)
(86.2, 99.9)

62/70 (88.6)
(78.7, 94.9)

201/229 (87.8)
(82.8, 91.7)

Unknown 109/121 (90.1)
(83.3, 94.8)

5/6 (83.3)
(35.9, 99.6)

1/1 (100)
(2.5, 100.0)

4/4 (100)
(39.8, 100.0)

119/132 (90.2)
(83.7, 94.7)

Missing 349/401 (87.0)
(83.3, 90.2)

197/230 (85.7)
(80.4, 89.9)

230/260 (88.5)
(83.9, 92.1)

202/227 (89.0)
(84.2, 92.7)

978/1118 (87.5)
(85.4, 89.4)

Page 3 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Any chronic medical condition

Yes 479/546 (87.7)
(84.7, 90.4)

235/278 (84.5)
(79.7, 88.6)

245/273 (89.7)
(85.5, 93.1)

235/264 (89.0)
(84.6, 92.5)

1194/1361 (87.7)
(85.9, 89.4)

No 28/33 (84.8)
(68.1, 94.9)

20/22 (90.9)
(70.8, 98.9)

23/26 (88.5)
(69.8, 97.6)

33/37 (89.2)
(74.6, 97.0)

104/118 (88.1)
(80.9, 93.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 51/57 (89.5)
(78.5, 96.0)

44/50 (88.0)
(75.7, 95.5)

49/56 (87.5)
(75.9, 94.8)

78/91 (85.7)
(76.8, 92.2)

222/254 (87.4)
(82.7, 91.2)

1 255/289 (88.2)
(83.9, 91.7)

131/153 (85.6)
(79.0, 90.8)

136/151 (90.1)
(84.1, 94.3)

101/114 (88.6)
(81.3, 93.8)

623/707 (88.1)
(85.5, 90.4)

2 175/201 (87.1)
(81.6, 91.4)

65/78 (83.3)
(73.2, 90.8)

75/82 (91.5)
(83.2, 96.5)

74/81 (91.4)
(83.0, 96.5)

389/442 (88.0)
(84.6, 90.9)

3 26/32 (81.3)
(63.6, 92.8)

15/19 (78.9)
(54.4, 93.9)

8/10 (80.0)
(44.4, 97.5)

15/15 (100)
(78.2, 100.0)

64/76 (84.2)
(74.0, 91.6)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 267/304 (87.8)
(83.6, 91.3)

126/155 (81.3)
(74.2, 87.1)

142/160 (88.8)
(82.8, 93.2)

138/149 (92.6)
(87.2, 96.3)

689/786 (87.7)
(85.2, 89.9)

> Median 229/261 (87.7)
(83.1, 91.5)

121/134 (90.3)
(84.0, 94.7)

124/136 (91.2)
(85.1, 95.4)

122/141 (86.5)
(79.8, 91.7)

580/654 (88.7)
(86.0, 91.0)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 288/333 (86.5)
(82.3, 90.0)

142/167 (85.0)
(78.7, 90.1)

150/162 (92.6)
(87.4, 96.1)

147/163 (90.2)
(84.5, 94.3)

765/871 (87.8)
(85.5, 89.9)

> Median 141/150 (94.0)
(88.9, 97.2)

110/129 (85.3)
(78.0, 90.9)

118/137 (86.1)
(79.2, 91.4)

97/110 (88.2)
(80.6, 93.6)

428/480 (89.2)
(86.0, 91.8)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Cause of menopause

Natural onset 333/374 (89.0)
(85.4, 92.0)

216/256 (84.4)
(79.3, 88.6)

242/271 (89.3)
(85.0, 92.7)

224/247 (90.7)
(86.4, 94.0)

1015/1148 (88.4)
(86.4, 90.2)

Clinically/surgically induced 89/102 (87.3)
(79.2, 93.0)

37/40 (92.5)
(79.6, 98.4)

22/24 (91.7)
(73.0, 99.0)

40/45 (88.9)
(75.9, 96.3)

188/211 (89.1)
(84.1, 93.0)

Not available 78/96 (81.3)
(72.0, 88.5)

2/4 (50.0)
(6.8, 93.2)

4/4 (100)
(39.8, 100.0)

3/8 (37.5)
(8.5, 75.5)

87/112 (77.7)
(68.8, 85.0)

Missing 7/7 (100)
(59.0, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

8/8 (100)
(63.1, 100.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 217/328 (66.2)
(60.8, 71.3)

93/156 (59.6)
(51.5, 67.4)

114/168 (67.9)
(60.2, 74.8)

111/162 (68.5)
(60.8, 75.6)

489/750 (65.2)
(61.7, 68.6)

> Median 147/251 (58.6)
(52.2, 64.7)

105/144 (72.9)
(64.9, 80.0)

94/131 (71.8)
(63.2, 79.3)

100/139 (71.9)
(63.7, 79.2)

492/729 (67.5)
(64.0, 70.9)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 214/320 (66.9)
(61.4, 72.0)

106/165 (64.2)
(56.4, 71.5)

123/170 (72.4)
(65.0, 78.9)

130/178 (73.0)
(65.9, 79.4)

608/885 (68.7)
(65.5, 71.7)

> Median 150/259 (57.9)
(51.6, 64.0)

92/135 (68.1)
(59.6, 75.9)

85/129 (65.9)
(57.0, 74.0)

81/123 (65.9)
(56.8, 74.2)

373/594 (62.8)
(58.8, 66.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 227/338 (67.2)
(61.9, 72.1)

108/167 (64.7)
(56.9, 71.9)

149/213 (70.0)
(63.3, 76.0)

111/158 (70.3)
(62.5, 77.3)

595/876 (67.9)
(64.7, 71.0)

> Median 137/241 (56.8)
(50.3, 63.2)

90/133 (67.7)
(59.0, 75.5)

59/86 (68.6)
(57.7, 78.2)

100/143 (69.9)
(61.7, 77.3)

386/603 (64.0)
(60.0, 67.9)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Mental illness
a 

Yes 34/57 (59.6)
(45.8, 72.4)

39/64 (60.9)
(47.9, 72.9)

29/38 (76.3)
(59.8, 88.6)

45/70 (64.3)
(51.9, 75.4)

147/229 (64.2)
(57.6, 70.4)

Unknown 81/121 (66.9)
(57.8, 75.2)

5/6 (83.3)
(35.9, 99.6)

1/1 (100)
(2.5, 100.0)

3/4 (75.0)
(19.4, 99.4)

90/132 (68.2)
(59.5, 76.0)

Missing 249/401 (62.1)
(57.1, 66.9)

154/230 (67.0)
(60.5, 73.0)

178/260 (68.5)
(62.4, 74.1)

163/227 (71.8)
(65.5, 77.6)

744/1118 (66.5)
(63.7, 69.3)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Any chronic medical condition

Yes 344/546 (63.0)
(58.8, 67.1)

188/278 (67.6)
(61.8, 73.1)

187/273 (68.5)
(62.6, 74.0)

184/264 (69.7)
(63.8, 75.2)

903/1361 (66.3)
(63.8, 68.9)

No 20/33 (60.6)
(42.1, 77.1)

10/22 (45.5)
(24.4, 67.8)

21/26 (80.8)
(60.6, 93.4)

27/37 (73.0)
(55.9, 86.2)

78/118 (66.1)
(56.8, 74.6)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 38/57 (66.7)
(52.9, 78.6)

29/50 (58.0)
(43.2, 71.8)

39/56 (69.6)
(55.9, 81.2)

64/91 (70.3)
(59.8, 79.5)

170/254 (66.9)
(60.8, 72.7)

1 191/289 (66.1)
(60.3, 71.5)

106/153 (69.3)
(61.3, 76.5)

106/151 (70.2)
(62.2, 77.4)

80/114 (70.2)
(60.9, 78.4)

483/707 (68.3)
(64.7, 71.7)

2 118/201 (58.7)
(51.6, 65.6)

52/78 (66.7)
(55.1, 76.9)

55/82 (67.1)
(55.8, 77.1)

57/81 (70.4)
(59.2, 80.0)

282/442 (63.8)
(59.1, 68.3)

3 17/32 (53.1)
(34.7, 70.9)

11/19 (57.9)
(33.5, 79.7)

8/10 (80.0)
(44.4, 97.5)

10/15 (66.7)
(38.4, 88.2)

46/76 (60.5)
(48.6, 71.6)

Page 12 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 187/304 (61.5)
(55.8, 67.0)

101/155 (65.2)
(57.1, 72.6)

107/160 (66.9)
(59.0, 74.1)

109/149 (73.2)
(65.3, 80.1)

512/786 (65.1)
(61.7, 68.5)

> Median 171/261 (65.5)
(59.4, 71.3)

90/134 (67.2)
(58.5, 75.0)

100/136 (73.5)
(65.3, 80.7)

96/141 (68.1)
(59.7, 75.7)

449/654 (68.7)
(64.9, 72.2)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 212/333 (63.7)
(58.2, 68.8)

107/167 (64.1)
(56.3, 71.3)

119/162 (73.5)
(66.0, 80.1)

118/163 (72.4)
(64.9, 79.1)

585/871 (67.2)
(63.9, 70.3)

> Median 101/150 (67.3)
(59.2, 74.8)

89/129 (69.0)
(60.3, 76.8)

89/137 (65.0)
(56.4, 72.9)

75/110 (68.2)
(58.6, 76.7)

325/480 (67.7)
(63.3, 71.9)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.2.  Adherence Rate at 12 and 24 Months by Medical History Status
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Cause of menopause

Natural onset 245/374 (65.5)
(60.4, 70.3)

162/256 (63.3)
(57.1, 69.2)

187/271 (69.0)
(63.1, 74.5)

176/247 (71.3)
(65.2, 76.8)

770/1148 (67.1)
(64.3, 69.8)

Clinically/surgically induced 63/102 (61.8)
(51.6, 71.2)

34/40 (85.0)
(70.2, 94.3)

17/24 (70.8)
(48.9, 87.4)

31/45 (68.9)
(53.4, 81.8)

145/211 (68.7)
(62.0, 74.9)

Not available 51/96 (53.1)
(42.7, 63.4)

2/4 (50.0)
(6.8, 93.2)

4/4 (100)
(39.8, 100.0)

3/8 (37.5)
(8.5, 75.5)

60/112 (53.6)
(43.9, 63.0)

Missing 5/7 (71.4)
(29.0, 96.3)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

6/8 (75.0)
(34.9, 96.8)

Page 14 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.2.2.3.  Adherence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Was the patient ever exposed to prior PMO therapy?

Yes 452/513 (88.1)
(85.0, 90.8)

220/252 (87.3)
(82.5, 91.1)

219/244 (89.8)
(85.2, 93.3)

225/256 (87.9)
(83.3, 91.6)

1116/1265 (88.2)
(86.3, 89.9)

No 54/65 (83.1)
(71.7, 91.2)

35/48 (72.9)
(58.2, 84.7)

48/53 (90.6)
(79.3, 96.9)

43/45 (95.6)
(84.9, 99.5)

180/211 (85.3)
(79.8, 89.8)

Missing 1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

0/0 (-)
(-, -)

2/3 (66.7)
(9.4, 99.2)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.3.  Adherence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 392/447 (87.7)
(84.3, 90.6)

205/232 (88.4)
(83.5, 92.2)

197/216 (91.2)
(86.6, 94.6)

196/222 (88.3)
(83.3, 92.2)

990/1117 (88.6)
(86.6, 90.4)

No 115/132 (87.1)
(80.2, 92.3)

50/68 (73.5)
(61.4, 83.5)

70/81 (86.4)
(77.0, 93.0)

72/79 (91.1)
(82.6, 96.4)

307/360 (85.3)
(81.2, 88.8)

Missing 0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

0/0 (-)
(-, -)

1/2 (50.0)
(1.3, 98.7)

Prior calcium and/or vitamin D supplements

Yes 340/382 (89.0)
(85.4, 92.0)

141/151 (93.4)
(88.2, 96.8)

110/121 (90.9)
(84.3, 95.4)

196/225 (87.1)
(82.0, 91.2)

787/879 (89.5)
(87.3, 91.5)

No 167/197 (84.8)
(79.0, 89.5)

114/149 (76.5)
(68.9, 83.1)

158/178 (88.8)
(83.2, 93.0)

72/76 (94.7)
(87.1, 98.5)

511/600 (85.2)
(82.1, 87.9)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.3.  Adherence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Was the patient ever exposed to prior PMO therapy?

Yes 330/513 (64.3)
(60.0, 68.5)

173/252 (68.7)
(62.5, 74.3)

173/244 (70.9)
(64.8, 76.5)

174/256 (68.0)
(61.9, 73.6)

850/1265 (67.2)
(64.5, 69.8)

No 34/65 (52.3)
(39.5, 64.9)

25/48 (52.1)
(37.2, 66.7)

35/53 (66.0)
(51.7, 78.5)

37/45 (82.2)
(67.9, 92.0)

131/211 (62.1)
(55.2, 68.7)

Missing 0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

0/0 (-)
(-, -)

0/3 (0.0)
(0.0, 70.8)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.3.  Adherence Rate at 12 and 24 Months by Prior Osteoporosis Medication
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 285/447 (63.8)
(59.1, 68.2)

160/232 (69.0)
(62.6, 74.9)

160/216 (74.1)
(67.7, 79.8)

155/222 (69.8)
(63.3, 75.8)

760/1117 (68.0)
(65.2, 70.8)

No 79/132 (59.8)
(51.0, 68.3)

38/68 (55.9)
(43.3, 67.9)

48/81 (59.3)
(47.8, 70.1)

56/79 (70.9)
(59.6, 80.6)

221/360 (61.4)
(56.1, 66.4)

Missing 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

Prior calcium and/or vitamin D supplements

Yes 248/382 (64.9)
(59.9, 69.7)

113/151 (74.8)
(67.1, 81.5)

80/121 (66.1)
(57.0, 74.5)

155/225 (68.9)
(62.4, 74.9)

596/879 (67.8)
(64.6, 70.9)

No 116/197 (58.9)
(51.7, 65.8)

85/149 (57.0)
(48.7, 65.1)

128/178 (71.9)
(64.7, 78.4)

56/76 (73.7)
(62.3, 83.1)

385/600 (64.2)
(60.2, 68.0)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Prior glucocorticoid use

Yes 60/73 (82.2)
(71.5, 90.2)

17/22 (77.3)
(54.6, 92.2)

27/31 (87.1)
(70.2, 96.4)

27/30 (90.0)
(73.5, 97.9)

131/156 (84.0)
(77.3, 89.4)

No 432/490 (88.2)
(85.0, 90.9)

238/278 (85.6)
(80.9, 89.5)

241/268 (89.9)
(85.7, 93.3)

241/271 (88.9)
(84.6, 92.4)

1152/1307 (88.1)
(86.3, 89.8)

Missing 15/16 (93.8)
(69.8, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

15/16 (93.8)
(69.8, 99.8)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Secondary osteoporosis

Yes 54/66 (81.8)
(70.4, 90.2)

41/48 (85.4)
(72.2, 93.9)

22/23 (95.7)
(78.1, 99.9)

31/33 (93.9)
(79.8, 99.3)

148/170 (87.1)
(81.1, 91.7)

No 448/507 (88.4)
(85.2, 91.0)

214/252 (84.9)
(79.9, 89.1)

246/276 (89.1)
(84.8, 92.5)

237/268 (88.4)
(84.0, 92.0)

1145/1303 (87.9)
(86.0, 89.6)

Missing 5/6 (83.3)
(35.9, 99.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/6 (83.3)
(35.9, 99.6)

Page 2 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 92/106 (86.8)
(78.8, 92.6)

45/50 (90.0)
(78.2, 96.7)

16/20 (80.0)
(56.3, 94.3)

45/51 (88.2)
(76.1, 95.6)

198/227 (87.2)
(82.2, 91.3)

No 411/468 (87.8)
(84.5, 90.6)

210/250 (84.0)
(78.9, 88.3)

252/279 (90.3)
(86.2, 93.5)

223/250 (89.2)
(84.7, 92.8)

1096/1247 (87.9)
(86.0, 89.7)

Missing 4/5 (80.0)
(28.4, 99.5)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

4/5 (80.0)
(28.4, 99.5)

Page 3 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 88/103 (85.4)
(77.1, 91.6)

44/57 (77.2)
(64.2, 87.3)

40/49 (81.6)
(68.0, 91.2)

57/62 (91.9)
(82.2, 97.3)

229/271 (84.5)
(79.6, 88.6)

No 402/458 (87.8)
(84.4, 90.6)

211/243 (86.8)
(81.9, 90.8)

228/250 (91.2)
(87.0, 94.4)

211/239 (88.3)
(83.5, 92.1)

1052/1190 (88.4)
(86.4, 90.2)

Missing 17/18 (94.4)
(72.7, 99.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

17/18 (94.4)
(72.7, 99.9)

Page 4 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 39/44 (88.6)
(75.4, 96.2)

19/26 (73.1)
(52.2, 88.4)

13/15 (86.7)
(59.5, 98.3)

36/40 (90.0)
(76.3, 97.2)

107/125 (85.6)
(78.2, 91.2)

No 458/524 (87.4)
(84.3, 90.1)

236/274 (86.1)
(81.5, 90.0)

255/284 (89.8)
(85.7, 93.1)

232/261 (88.9)
(84.4, 92.4)

1181/1343 (87.9)
(86.1, 89.6)

Missing 10/11 (90.9)
(58.7, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

10/11 (90.9)
(58.7, 99.8)

Page 5 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Alcoholic beverages

None 281/322 (87.3)
(83.1, 90.7)

165/202 (81.7)
(75.6, 86.8)

227/254 (89.4)
(84.9, 92.9)

185/214 (86.4)
(81.1, 90.7)

858/992 (86.5)
(84.2, 88.6)

≤ 2 per day 147/164 (89.6)
(83.9, 93.8)

85/93 (91.4)
(83.8, 96.2)

41/45 (91.1)
(78.8, 97.5)

75/78 (96.2)
(89.2, 99.2)

348/380 (91.6)
(88.3, 94.2)

≥ 3 per day 3/4 (75.0)
(19.4, 99.4)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

7/8 (87.5)
(47.3, 99.7)

15/17 (88.2)
(63.6, 98.5)

Missing 76/89 (85.4)
(76.3, 92.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

77/90 (85.6)
(76.6, 92.1)

Page 6 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Tobacco use

Never 351/407 (86.2)
(82.5, 89.4)

176/212 (83.0)
(77.3, 87.8)

206/228 (90.4)
(85.8, 93.9)

213/236 (90.3)
(85.7, 93.7)

946/1083 (87.3)
(85.2, 89.3)

Former 44/52 (84.6)
(71.9, 93.1)

38/40 (95.0)
(83.1, 99.4)

20/24 (83.3)
(62.6, 95.3)

27/32 (84.4)
(67.2, 94.7)

129/148 (87.2)
(80.7, 92.1)

Currently 47/50 (94.0)
(83.5, 98.7)

41/48 (85.4)
(72.2, 93.9)

42/47 (89.4)
(76.9, 96.5)

28/33 (84.8)
(68.1, 94.9)

158/178 (88.8)
(83.2, 93.0)

Missing 65/70 (92.9)
(84.1, 97.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

65/70 (92.9)
(84.1, 97.6)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Prior glucocorticoid use

Yes 37/73 (50.7)
(38.7, 62.6)

15/22 (68.2)
(45.1, 86.1)

23/31 (74.2)
(55.4, 88.1)

19/30 (63.3)
(43.9, 80.1)

94/156 (60.3)
(52.1, 68.0)

No 315/490 (64.3)
(59.9, 68.5)

183/278 (65.8)
(59.9, 71.4)

185/268 (69.0)
(63.1, 74.5)

192/271 (70.8)
(65.0, 76.2)

875/1307 (66.9)
(64.3, 69.5)

Missing 12/16 (75.0)
(47.6, 92.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

12/16 (75.0)
(47.6, 92.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Secondary osteoporosis

Yes 43/66 (65.2)
(52.4, 76.5)

32/48 (66.7)
(51.6, 79.6)

15/23 (65.2)
(42.7, 83.6)

24/33 (72.7)
(54.5, 86.7)

114/170 (67.1)
(59.4, 74.1)

No 319/507 (62.9)
(58.6, 67.1)

166/252 (65.9)
(59.7, 71.7)

193/276 (69.9)
(64.1, 75.3)

187/268 (69.8)
(63.9, 75.2)

865/1303 (66.4)
(63.7, 68.9)

Missing 2/6 (33.3)
(4.3, 77.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

2/6 (33.3)
(4.3, 77.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 59/106 (55.7)
(45.7, 65.3)

36/50 (72.0)
(57.5, 83.8)

13/20 (65.0)
(40.8, 84.6)

33/51 (64.7)
(50.1, 77.6)

141/227 (62.1)
(55.5, 68.4)

No 302/468 (64.5)
(60.0, 68.9)

162/250 (64.8)
(58.5, 70.7)

195/279 (69.9)
(64.1, 75.2)

178/250 (71.2)
(65.2, 76.7)

837/1247 (67.1)
(64.4, 69.7)

Missing 3/5 (60.0)
(14.7, 94.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/5 (60.0)
(14.7, 94.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 55/103 (53.4)
(43.3, 63.3)

37/57 (64.9)
(51.1, 77.1)

30/49 (61.2)
(46.2, 74.8)

41/62 (66.1)
(53.0, 77.7)

163/271 (60.1)
(54.0, 66.0)

No 294/458 (64.2)
(59.6, 68.6)

161/243 (66.3)
(59.9, 72.2)

178/250 (71.2)
(65.2, 76.7)

170/239 (71.1)
(64.9, 76.8)

803/1190 (67.5)
(64.7, 70.1)

Missing 15/18 (83.3)
(58.6, 96.4)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

15/18 (83.3)
(58.6, 96.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 26/44 (59.1)
(43.2, 73.7)

13/26 (50.0)
(29.9, 70.1)

7/15 (46.7)
(21.3, 73.4)

25/40 (62.5)
(45.8, 77.3)

71/125 (56.8)
(47.6, 65.6)

No 329/524 (62.8)
(58.5, 66.9)

185/274 (67.5)
(61.6, 73.0)

201/284 (70.8)
(65.1, 76.0)

186/261 (71.3)
(65.4, 76.7)

901/1343 (67.1)
(64.5, 69.6)

Missing 9/11 (81.8)
(48.2, 97.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

9/11 (81.8)
(48.2, 97.7)

Page 12 of 14
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Alcoholic beverages

None 200/322 (62.1)
(56.6, 67.4)

127/202 (62.9)
(55.8, 69.5)

173/254 (68.1)
(62.0, 73.8)

143/214 (66.8)
(60.1, 73.1)

643/992 (64.8)
(61.8, 67.8)

≤ 2 per day 106/164 (64.6)
(56.8, 71.9)

66/93 (71.0)
(60.6, 79.9)

35/45 (77.8)
(62.9, 88.8)

61/78 (78.2)
(67.4, 86.8)

268/380 (70.5)
(65.7, 75.1)

≥ 3 per day 3/4 (75.0)
(19.4, 99.4)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

6/8 (75.0)
(34.9, 96.8)

14/17 (82.4)
(56.6, 96.2)

Missing 55/89 (61.8)
(50.9, 71.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

56/90 (62.2)
(51.4, 72.2)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.4.  Adherence Rate at 12 and 24 Months by Disease and Substance History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Tobacco use

Never 247/407 (60.7)
(55.8, 65.5)

135/212 (63.7)
(56.8, 70.2)

166/228 (72.8)
(66.5, 78.5)

166/236 (70.3)
(64.1, 76.1)

714/1083 (65.9)
(63.0, 68.8)

Former 30/52 (57.7)
(43.2, 71.3)

29/40 (72.5)
(56.1, 85.4)

17/24 (70.8)
(48.9, 87.4)

22/32 (68.8)
(50.0, 83.9)

98/148 (66.2)
(58.0, 73.8)

Currently 39/50 (78.0)
(64.0, 88.5)

34/48 (70.8)
(55.9, 83.0)

25/47 (53.2)
(38.1, 67.9)

23/33 (69.7)
(51.3, 84.4)

121/178 (68.0)
(60.6, 74.8)

Missing 48/70 (68.6)
(56.4, 79.1)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

48/70 (68.6)
(56.4, 79.1)
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Table 14t-4.2.2.5.  Adherence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Parent fractured hip

Yes 47/54 (87.0)
(75.1, 94.6)

32/34 (94.1)
(80.3, 99.3)

47/52 (90.4)
(79.0, 96.8)

27/29 (93.1)
(77.2, 99.2)

153/169 (90.5)
(85.1, 94.5)

No 239/272 (87.9)
(83.4, 91.5)

171/197 (86.8)
(81.3, 91.2)

171/192 (89.1)
(83.8, 93.1)

172/188 (91.5)
(86.5, 95.1)

753/849 (88.7)
(86.4, 90.7)

Unknown 221/253 (87.4)
(82.6, 91.2)

52/69 (75.4)
(63.5, 84.9)

50/55 (90.9)
(80.0, 97.0)

69/84 (82.1)
(72.3, 89.6)

392/461 (85.0)
(81.4, 88.2)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.5.  Adherence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Parent fractured hip

Mother 40/45 (88.9)
(75.9, 96.3)

29/30 (96.7)
(82.8, 99.9)

39/43 (90.7)
(77.9, 97.4)

22/24 (91.7)
(73.0, 99.0)

130/142 (91.5)
(85.7, 95.6)

Father 3/5 (60.0)
(14.7, 94.7)

1/2 (50.0)
(1.3, 98.7)

7/8 (87.5)
(47.3, 99.7)

3/3 (100)
(29.2, 100.0)

14/18 (77.8)
(52.4, 93.6)

Both mother and father 4/4 (100)
(39.8, 100.0)

2/2 (100)
(15.8, 100.0)

1/1 (100)
(2.5, 100.0)

2/2 (100)
(15.8, 100.0)

9/9 (100)
(66.4, 100.0)

Neither mother nor father 239/272 (87.9)
(83.4, 91.5)

171/197 (86.8)
(81.3, 91.2)

171/192 (89.1)
(83.8, 93.1)

172/188 (91.5)
(86.5, 95.1)

753/849 (88.7)
(86.4, 90.7)

Unknown 221/253 (87.4)
(82.6, 91.2)

52/69 (75.4)
(63.5, 84.9)

50/55 (90.9)
(80.0, 97.0)

69/84 (82.1)
(72.3, 89.6)

392/461 (85.0)
(81.4, 88.2)
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Table 14t-4.2.2.5.  Adherence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Parent fractured hip

Yes 36/54 (66.7)
(52.5, 78.9)

27/34 (79.4)
(62.1, 91.3)

38/52 (73.1)
(59.0, 84.4)

22/29 (75.9)
(56.5, 89.7)

123/169 (72.8)
(65.4, 79.3)

No 166/272 (61.0)
(55.0, 66.9)

136/197 (69.0)
(62.1, 75.4)

127/192 (66.1)
(59.0, 72.8)

136/188 (72.3)
(65.4, 78.6)

565/849 (66.5)
(63.3, 69.7)

Unknown 162/253 (64.0)
(57.8, 69.9)

35/69 (50.7)
(38.4, 63.0)

43/55 (78.2)
(65.0, 88.2)

53/84 (63.1)
(51.9, 73.4)

293/461 (63.6)
(59.0, 68.0)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.5.  Adherence Rate at 12 and 24 Months by Parental Hip Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Parent fractured hip

Mother 31/45 (68.9)
(53.4, 81.8)

25/30 (83.3)
(65.3, 94.4)

31/43 (72.1)
(56.3, 84.7)

18/24 (75.0)
(53.3, 90.2)

105/142 (73.9)
(65.9, 80.9)

Father 2/5 (40.0)
(5.3, 85.3)

1/2 (50.0)
(1.3, 98.7)

6/8 (75.0)
(34.9, 96.8)

2/3 (66.7)
(9.4, 99.2)

11/18 (61.1)
(35.7, 82.7)

Both mother and father 3/4 (75.0)
(19.4, 99.4)

1/2 (50.0)
(1.3, 98.7)

1/1 (100)
(2.5, 100.0)

2/2 (100)
(15.8, 100.0)

7/9 (77.8)
(40.0, 97.2)

Neither mother nor father 166/272 (61.0)
(55.0, 66.9)

136/197 (69.0)
(62.1, 75.4)

127/192 (66.1)
(59.0, 72.8)

136/188 (72.3)
(65.4, 78.6)

565/849 (66.5)
(63.3, 69.7)

Unknown 162/253 (64.0)
(57.8, 69.9)

35/69 (50.7)
(38.4, 63.0)

43/55 (78.2)
(65.0, 88.2)

53/84 (63.1)
(51.9, 73.4)

293/461 (63.6)
(59.0, 68.0)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Body mass index

≤ 25 kg/m² 250/283 (88.3)
(84.0, 91.8)

137/152 (90.1)
(84.2, 94.4)

112/127 (88.2)
(81.3, 93.2)

142/157 (90.4)
(84.7, 94.6)

641/719 (89.2)
(86.6, 91.3)

> 25 kg/m² 245/283 (86.6)
(82.0, 90.3)

104/121 (86.0)
(78.5, 91.6)

156/172 (90.7)
(85.3, 94.6)

105/121 (86.8)
(79.4, 92.2)

610/697 (87.5)
(84.8, 89.9)

Missing 12/13 (92.3)
(64.0, 99.8)

14/27 (51.9)
(31.9, 71.3)

0/0 (-)
(-, -)

21/23 (91.3)
(72.0, 98.9)

47/63 (74.6)
(62.1, 84.7)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Height decreased since self-reported maximal height

Yes 365/418 (87.3)
(83.7, 90.4)

188/223 (84.3)
(78.9, 88.8)

126/140 (90.0)
(83.8, 94.4)

141/156 (90.4)
(84.6, 94.5)

820/937 (87.5)
(85.2, 89.6)

No 108/125 (86.4)
(79.1, 91.9)

65/75 (86.7)
(76.8, 93.4)

137/151 (90.7)
(84.9, 94.8)

109/122 (89.3)
(82.5, 94.2)

419/473 (88.6)
(85.4, 91.3)

Missing 34/36 (94.4)
(81.3, 99.3)

2/2 (100)
(15.8, 100.0)

5/8 (62.5)
(24.5, 91.5)

18/23 (78.3)
(56.3, 92.5)

59/69 (85.5)
(75.0, 92.8)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 183/209 (87.6)
(82.3, 91.7)

109/126 (86.5)
(79.3, 91.9)

73/81 (90.1)
(81.5, 95.6)

83/89 (93.3)
(85.9, 97.5)

482/549 (87.8)
(84.8, 90.4)

> Median 180/207 (87.0)
(81.6, 91.2)

77/95 (81.1)
(71.7, 88.4)

50/53 (94.3)
(84.3, 98.8)

55/63 (87.3)
(76.5, 94.4)

328/374 (87.7)
(83.9, 90.9)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Body mass index

≤ 25 kg/m² 187/283 (66.1)
(60.2, 71.6)

106/152 (69.7)
(61.8, 76.9)

89/127 (70.1)
(61.3, 77.9)

116/157 (73.9)
(66.3, 80.6)

498/719 (69.3)
(65.7, 72.6)

> 25 kg/m² 167/283 (59.0)
(53.0, 64.8)

84/121 (69.4)
(60.4, 77.5)

119/172 (69.2)
(61.7, 76.0)

79/121 (65.3)
(56.1, 73.7)

449/697 (64.4)
(60.7, 68.0)

Missing 10/13 (76.9)
(46.2, 95.0)

8/27 (29.6)
(13.8, 50.2)

0/0 (-)
(-, -)

16/23 (69.6)
(47.1, 86.8)

34/63 (54.0)
(40.9, 66.6)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Height decreased since self-reported maximal height

Yes 260/418 (62.2)
(57.4, 66.9)

142/223 (63.7)
(57.0, 70.0)

95/140 (67.9)
(59.4, 75.5)

111/156 (71.2)
(63.4, 78.1)

608/937 (64.9)
(61.7, 67.9)

No 74/125 (59.2)
(50.1, 67.9)

55/75 (73.3)
(61.9, 82.9)

109/151 (72.2)
(64.3, 79.2)

84/122 (68.9)
(59.8, 76.9)

322/473 (68.1)
(63.7, 72.3)

Missing 30/36 (83.3)
(67.2, 93.6)

1/2 (50.0)
(1.3, 98.7)

4/8 (50.0)
(15.7, 84.3)

16/23 (69.6)
(47.1, 86.8)

51/69 (73.9)
(61.9, 83.7)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.6.  Adherence Rate at 12 and 24 Months by Body Composition
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 130/209 (62.2)
(55.3, 68.8)

79/126 (62.7)
(53.6, 71.1)

57/81 (70.4)
(59.2, 80.0)

67/89 (75.3)
(65.0, 83.8)

360/549 (65.6)
(61.4, 69.5)

> Median 129/207 (62.3)
(55.3, 68.9)

61/95 (64.2)
(53.7, 73.8)

36/53 (67.9)
(53.7, 80.1)

41/63 (65.1)
(52.0, 76.7)

240/374 (64.2)
(59.1, 69.0)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Output: t14t-04-002-002-006-adher-rate-cov-bodycomp-l.rtf (Date Generated: 02NOV2015: 5:19:48)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 572 of 1214



Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Historical fracture

Yes 348/399 (87.2)
(83.5, 90.3)

123/141 (87.2)
(80.6, 92.3)

98/112 (87.5)
(79.9, 93.0)

150/169 (88.8)
(83.0, 93.1)

719/821 (87.6)
(85.1, 89.8)

No 159/180 (88.3)
(82.7, 92.6)

132/159 (83.0)
(76.3, 88.5)

170/187 (90.9)
(85.8, 94.6)

118/132 (89.4)
(82.8, 94.1)

579/658 (88.0)
(85.3, 90.4)

Historical osteoporotic hip fracture

Yes 16/19 (84.2)
(60.4, 96.6)

9/11 (81.8)
(48.2, 97.7)

12/13 (92.3)
(64.0, 99.8)

22/25 (88.0)
(68.8, 97.5)

59/68 (86.8)
(76.4, 93.8)

No 491/560 (87.7)
(84.7, 90.3)

246/289 (85.1)
(80.5, 89.0)

256/286 (89.5)
(85.4, 92.8)

246/276 (89.1)
(84.8, 92.5)

1239/1411 (87.8)
(86.0, 89.5)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 156/180 (86.7)
(80.8, 91.3)

24/28 (85.7)
(67.3, 96.0)

31/34 (91.2)
(76.3, 98.1)

44/52 (84.6)
(71.9, 93.1)

255/294 (86.7)
(82.3, 90.4)

No 351/399 (88.0)
(84.4, 91.0)

231/272 (84.9)
(80.1, 89.0)

237/265 (89.4)
(85.1, 92.9)

224/249 (90.0)
(85.5, 93.4)

1043/1185 (88.0)
(86.0, 89.8)

≥ 2 historical fractures

Yes 161/187 (86.1)
(80.3, 90.7)

52/54 (96.3)
(87.3, 99.5)

22/26 (84.6)
(65.1, 95.6)

62/74 (83.8)
(73.4, 91.3)

297/341 (87.1)
(83.1, 90.5)

No 346/392 (88.3)
(84.7, 91.3)

203/246 (82.5)
(77.2, 87.1)

246/273 (90.1)
(85.9, 93.4)

206/227 (90.7)
(86.2, 94.2)

1001/1138 (88.0)
(85.9, 89.8)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 89/102 (87.3)
(79.2, 93.0)

45/51 (88.2)
(76.1, 95.6)

32/36 (88.9)
(73.9, 96.9)

47/54 (87.0)
(75.1, 94.6)

213/243 (87.7)
(82.8, 91.5)

≥ 12 months 245/282 (86.9)
(82.4, 90.6)

77/86 (89.5)
(81.1, 95.1)

57/66 (86.4)
(75.7, 93.6)

103/115 (89.6)
(82.5, 94.5)

482/549 (87.8)
(84.8, 90.4)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Historical fracture

Yes 248/399 (62.2)
(57.2, 66.9)

98/141 (69.5)
(61.2, 77.0)

67/112 (59.8)
(50.1, 69.0)

117/169 (69.2)
(61.7, 76.1)

530/821 (64.6)
(61.2, 67.8)

No 116/180 (64.4)
(57.0, 71.4)

100/159 (62.9)
(54.9, 70.4)

141/187 (75.4)
(68.6, 81.4)

94/132 (71.2)
(62.7, 78.8)

451/658 (68.5)
(64.8, 72.1)

Historical osteoporotic hip fracture

Yes 9/19 (47.4)
(24.4, 71.1)

7/11 (63.6)
(30.8, 89.1)

10/13 (76.9)
(46.2, 95.0)

16/25 (64.0)
(42.5, 82.0)

42/68 (61.8)
(49.2, 73.3)

No 355/560 (63.4)
(59.3, 67.4)

191/289 (66.1)
(60.3, 71.5)

198/286 (69.2)
(63.5, 74.5)

195/276 (70.7)
(64.9, 76.0)

939/1411 (66.5)
(64.0, 69.0)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 115/180 (63.9)
(56.4, 70.9)

21/28 (75.0)
(55.1, 89.3)

21/34 (61.8)
(43.6, 77.8)

34/52 (65.4)
(50.9, 78.0)

191/294 (65.0)
(59.2, 70.4)

No 249/399 (62.4)
(57.5, 67.2)

177/272 (65.1)
(59.1, 70.7)

187/265 (70.6)
(64.7, 76.0)

177/249 (71.1)
(65.0, 76.6)

790/1185 (66.7)
(63.9, 69.3)

≥ 2 historical fractures

Yes 113/187 (60.4)
(53.0, 67.5)

40/54 (74.1)
(60.3, 85.0)

13/26 (50.0)
(29.9, 70.1)

48/74 (64.9)
(52.9, 75.6)

214/341 (62.8)
(57.4, 67.9)

No 251/392 (64.0)
(59.1, 68.8)

158/246 (64.2)
(57.9, 70.2)

195/273 (71.4)
(65.7, 76.7)

163/227 (71.8)
(65.5, 77.6)

767/1138 (67.4)
(64.6, 70.1)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.7.  Adherence Rate at 12 and 24 Months by Fracture History
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 58/102 (56.9)
(46.7, 66.6)

35/51 (68.6)
(54.1, 80.9)

22/36 (61.1)
(43.5, 76.9)

31/54 (57.4)
(43.2, 70.8)

146/243 (60.1)
(53.6, 66.3)

≥ 12 months 181/282 (64.2)
(58.3, 69.8)

62/86 (72.1)
(61.4, 81.2)

37/66 (56.1)
(43.3, 68.3)

86/115 (74.8)
(65.8, 82.4)

366/549 (66.7)
(62.6, 70.6)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.8.  Adherence Rate at 12 and 24 Months by DXA Assessment
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

At least one baseline DXA assessment

Yes 405/466 (86.9)
(83.5, 89.8)

190/210 (90.5)
(85.7, 94.1)

252/280 (90.0)
(85.9, 93.3)

247/278 (88.8)
(84.5, 92.3)

1094/1234 (88.7)
(86.8, 90.4)

No 102/113 (90.3)
(83.2, 95.0)

65/90 (72.2)
(61.8, 81.1)

16/19 (84.2)
(60.4, 96.6)

21/23 (91.3)
(72.0, 98.9)

204/245 (83.3)
(78.0, 87.7)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.
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Table 14t-4.2.2.8.  Adherence Rate at 12 and 24 Months by DXA Assessment
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

At least one baseline DXA assessment

Yes 294/466 (63.1)
(58.5, 67.5)

146/210 (69.5)
(62.8, 75.7)

199/280 (71.1)
(65.4, 76.3)

197/278 (70.9)
(65.1, 76.1)

836/1234 (67.7)
(65.1, 70.4)

No 70/113 (61.9)
(52.3, 70.9)

52/90 (57.8)
(46.9, 68.1)

9/19 (47.4)
(24.4, 71.1)

14/23 (60.9)
(38.5, 80.3)

145/245 (59.2)
(52.7, 65.4)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Total hip DXA BMD T-score

≤ -2.5 109/120 (90.8)
(84.2, 95.3)

37/42 (88.1)
(74.4, 96.0)

14/17 (82.4)
(56.6, 96.2)

70/77 (90.9)
(82.2, 96.3)

230/256 (89.8)
(85.5, 93.3)

> -2.5 202/239 (84.5)
(79.3, 88.9)

111/120 (92.5)
(86.2, 96.5)

34/36 (94.4)
(81.3, 99.3)

120/131 (91.6)
(85.5, 95.7)

467/526 (88.8)
(85.8, 91.4)

Missing 196/220 (89.1)
(84.2, 92.9)

107/138 (77.5)
(69.7, 84.2)

220/246 (89.4)
(84.9, 93.0)

78/93 (83.9)
(74.8, 90.7)

601/697 (86.2)
(83.4, 88.7)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 146/164 (89.0)
(83.2, 93.4)

64/72 (88.9)
(79.3, 95.1)

84/95 (88.4)
(80.2, 94.1)

123/139 (88.5)
(82.0, 93.3)

417/470 (88.7)
(85.5, 91.4)

> -2.5 199/231 (86.1)
(81.0, 90.3)

100/108 (92.6)
(85.9, 96.7)

58/59 (98.3)
(90.9, 100.0)

85/92 (92.4)
(84.9, 96.9)

442/490 (90.2)
(87.2, 92.7)

Missing 162/184 (88.0)
(82.5, 92.4)

91/120 (75.8)
(67.2, 83.2)

126/145 (86.9)
(80.3, 91.9)

60/70 (85.7)
(75.3, 92.9)

439/519 (84.6)
(81.2, 87.6)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 273/305 (89.5)
(85.5, 92.7)

119/131 (90.8)
(84.5, 95.2)

136/150 (90.7)
(84.8, 94.8)

133/153 (86.9)
(80.5, 91.8)

661/739 (89.4)
(87.0, 91.6)

> -2.5 109/135 (80.7)
(73.1, 87.0)

42/47 (89.4)
(76.9, 96.5)

49/56 (87.5)
(75.9, 94.8)

110/121 (90.9)
(84.3, 95.4)

310/359 (86.4)
(82.4, 89.7)

Missing 125/139 (89.9)
(83.7, 94.4)

94/122 (77.0)
(68.6, 84.2)

83/93 (89.2)
(81.1, 94.7)

25/27 (92.6)
(75.7, 99.1)

327/381 (85.8)
(81.9, 89.2)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Total hip DXA BMD T-score

≤ -2.5 80/120 (66.7)
(57.5, 75.0)

30/42 (71.4)
(55.4, 84.3)

9/17 (52.9)
(27.8, 77.0)

54/77 (70.1)
(58.6, 80.0)

173/256 (67.6)
(61.5, 73.3)

> -2.5 142/239 (59.4)
(52.9, 65.7)

85/120 (70.8)
(61.8, 78.8)

23/36 (63.9)
(46.2, 79.2)

98/131 (74.8)
(66.5, 82.0)

348/526 (66.2)
(61.9, 70.2)

Missing 142/220 (64.5)
(57.8, 70.9)

83/138 (60.1)
(51.5, 68.4)

176/246 (71.5)
(65.5, 77.1)

59/93 (63.4)
(52.8, 73.2)

460/697 (66.0)
(62.3, 69.5)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 110/164 (67.1)
(59.3, 74.2)

51/72 (70.8)
(58.9, 81.0)

65/95 (68.4)
(58.1, 77.6)

93/139 (66.9)
(58.4, 74.6)

319/470 (67.9)
(63.4, 72.1)

> -2.5 144/231 (62.3)
(55.7, 68.6)

76/108 (70.4)
(60.8, 78.8)

46/59 (78.0)
(65.3, 87.7)

70/92 (76.1)
(66.1, 84.4)

336/490 (68.6)
(64.3, 72.7)

Missing 110/184 (59.8)
(52.3, 66.9)

71/120 (59.2)
(49.8, 68.0)

97/145 (66.9)
(58.6, 74.5)

48/70 (68.6)
(56.4, 79.1)

326/519 (62.8)
(58.5, 67.0)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.9.  Adherence Rate at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 205/305 (67.2)
(61.6, 72.5)

88/131 (67.2)
(58.4, 75.1)

109/150 (72.7)
(64.8, 79.6)

106/153 (69.3)
(61.3, 76.5)

508/739 (68.7)
(65.3, 72.1)

> -2.5 74/135 (54.8)
(46.0, 63.4)

35/47 (74.5)
(59.7, 86.1)

42/56 (75.0)
(61.6, 85.6)

87/121 (71.9)
(63.0, 79.7)

238/359 (66.3)
(61.1, 71.2)

Missing 85/139 (61.2)
(52.5, 69.3)

75/122 (61.5)
(52.2, 70.1)

57/93 (61.3)
(50.6, 71.2)

18/27 (66.7)
(46.0, 83.5)

235/381 (61.7)
(56.6, 66.6)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method; DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Physician speciality

Orthopedist 261/302 (86.4)
(82.0, 90.1)

32/52 (61.5)
(47.0, 74.7)

75/84 (89.3)
(80.6, 95.0)

0/0 (-)
(-, -)

368/438 (84.0)
(80.2, 87.3)

Trauma surgeon 18/20 (90.0)
(68.3, 98.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

18/20 (90.0)
(68.3, 98.8)

Rheumatologist 80/91 (87.9)
(79.4, 93.8)

9/10 (90.0)
(55.5, 99.7)

60/74 (81.1)
(70.3, 89.3)

49/53 (92.5)
(81.8, 97.9)

198/228 (86.8)
(81.8, 90.9)

Internist 0/1 (0.0)
(0.0, 97.5)

21/28 (75.0)
(55.1, 89.3)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

26/34 (76.5)
(58.8, 89.3)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 63/72 (87.5)
(77.6, 94.1)

41/41 (100)
(91.4, 100.0)

123/131 (93.9)
(88.3, 97.3)

0/0 (-)
(-, -)

227/244 (93.0)
(89.1, 95.9)

Rehabilitation medicine 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

25/28 (89.3)
(71.8, 97.7)

25/28 (89.3)
(71.8, 97.7)

Geriatrician 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

17/20 (85.0)
(62.1, 96.8)

17/20 (85.0)
(62.1, 96.8)

Obstetrician/gynecologist 23/28 (82.1)
(63.1, 93.9)

98/107 (91.6)
(84.6, 96.1)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

126/140 (90.0)
(83.8, 94.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 19/19 (100)
(82.4, 100.0)

45/53 (84.9)
(72.4, 93.3)

0/0 (-)
(-, -)

159/182 (87.4)
(81.6, 91.8)

223/254 (87.8)
(83.1, 91.6)

Other 43/46 (93.5)
(82.1, 98.6)

9/9 (100)
(66.4, 100.0)

0/0 (-)
(-, -)

13/13 (100)
(75.3, 100.0)

65/68 (95.6)
(87.6, 99.1)

Not available 0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Sole physician

Sole 257/283 (90.8)
(86.8, 93.9)

156/189 (82.5)
(76.4, 87.7)

137/145 (94.5)
(89.4, 97.6)

83/98 (84.7)
(76.0, 91.2)

633/715 (88.5)
(86.0, 90.8)

Group 250/296 (84.5)
(79.8, 88.4)

99/111 (89.2)
(81.9, 94.3)

131/154 (85.1)
(78.4, 90.3)

185/203 (91.1)
(86.3, 94.7)

665/764 (87.0)
(84.5, 89.3)
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Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-sitechar.sas 
Output: t14t-04-002-002-010-adher-rate-cov-sitechar-l.rtf (Date Generated: 02NOV2015: 5:22:41)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 590 of 1214



Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician group size

2 - 3 157/188 (83.5)
(77.4, 88.5)

57/64 (89.1)
(78.8, 95.5)

61/79 (77.2)
(66.4, 85.9)

94/102 (92.2)
(85.1, 96.6)

369/433 (85.2)
(81.5, 88.4)

4 - 5 68/78 (87.2)
(77.7, 93.7)

0/0 (-)
(-, -)

64/65 (98.5)
(91.7, 100.0)

49/55 (89.1)
(77.8, 95.9)

181/198 (91.4)
(86.6, 94.9)

6 - 10 25/30 (83.3)
(65.3, 94.4)

42/47 (89.4)
(76.9, 96.5)

0/0 (-)
(-, -)

42/46 (91.3)
(79.2, 97.6)

109/123 (88.6)
(81.6, 93.6)

> 10 0/0 (-)
(-, -)

0/0 (-)
(-, -)

6/10 (60.0)
(26.2, 87.8)

0/0 (-)
(-, -)

6/10 (60.0)
(26.2, 87.8)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician gender

Male 446/508 (87.8)
(84.6, 90.5)

138/155 (89.0)
(83.0, 93.5)

212/229 (92.6)
(88.4, 95.6)

218/245 (89.0)
(84.4, 92.6)

1014/1137 (89.2)
(87.2, 90.9)

Female 61/71 (85.9)
(75.6, 93.0)

117/145 (80.7)
(73.3, 86.8)

56/70 (80.0)
(68.7, 88.6)

50/56 (89.3)
(78.1, 96.0)

284/342 (83.0)
(78.6, 86.9)

Page 6 of 22
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Physician years of practice

1 to 4 years 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/4 (75.0)
(19.4, 99.4)

3/4 (75.0)
(19.4, 99.4)

5 to 9 years 62/70 (88.6)
(78.7, 94.9)

10/13 (76.9)
(46.2, 95.0)

96/102 (94.1)
(87.6, 97.8)

10/10 (100)
(69.2, 100.0)

178/195 (91.3)
(86.4, 94.8)

≥ 10 years 445/509 (87.4)
(84.2, 90.2)

245/287 (85.4)
(80.7, 89.2)

172/197 (87.3)
(81.8, 91.6)

255/287 (88.9)
(84.6, 92.2)

1117/1280 (87.3)
(85.3, 89.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Centre type

Public 192/223 (86.1)
(80.9, 90.4)

99/123 (80.5)
(72.4, 87.1)

136/159 (85.5)
(79.1, 90.6)

52/58 (89.7)
(78.8, 96.1)

479/563 (85.1)
(81.9, 87.9)

Private 301/338 (89.1)
(85.2, 92.2)

156/177 (88.1)
(82.4, 92.5)

132/140 (94.3)
(89.1, 97.5)

216/243 (88.9)
(84.2, 92.5)

805/898 (89.6)
(87.5, 91.6)

Other 14/18 (77.8)
(52.4, 93.6)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

14/18 (77.8)
(52.4, 93.6)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Academic centre

Academic 181/214 (84.6)
(79.0, 89.1)

136/167 (81.4)
(74.7, 87.0)

68/77 (88.3)
(79.0, 94.5)

23/28 (82.1)
(63.1, 93.9)

408/486 (84.0)
(80.4, 87.1)

Non-academic 257/286 (89.9)
(85.8, 93.1)

85/94 (90.4)
(82.6, 95.5)

175/197 (88.8)
(83.6, 92.9)

208/233 (89.3)
(84.6, 92.9)

725/810 (89.5)
(87.2, 91.5)

Both 61/71 (85.9)
(75.6, 93.0)

34/39 (87.2)
(72.6, 95.7)

20/20 (100)
(83.2, 100.0)

26/26 (100)
(86.8, 100.0)

141/156 (90.4)
(84.6, 94.5)

Not available 8/8 (100)
(63.1, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

11/14 (78.6)
(49.2, 95.3)

24/27 (88.9)
(70.8, 97.6)
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N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Site participating in Prolong patient support program

Yes 41/52 (78.8)
(65.3, 88.9)

130/141 (92.2)
(86.5, 96.0)

16/20 (80.0)
(56.3, 94.3)

0/0 (-)
(-, -)

187/213 (87.8)
(82.6, 91.9)

No 322/363 (88.7)
(85.0, 91.8)

63/86 (73.3)
(62.6, 82.2)

188/200 (94.0)
(89.8, 96.9)

184/200 (92.0)
(87.3, 95.4)

757/849 (89.2)
(86.9, 91.2)

Unknown 144/164 (87.8)
(81.8, 92.4)

61/72 (84.7)
(74.3, 92.1)

64/79 (81.0)
(70.6, 89.0)

84/101 (83.2)
(74.4, 89.9)

353/416 (84.9)
(81.0, 88.2)

Missing 0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Region

Urban 411/473 (86.9)
(83.5, 89.8)

252/295 (85.4)
(80.9, 89.2)

268/299 (89.6)
(85.6, 92.8)

191/217 (88.0)
(82.9, 92.0)

1122/1284 (87.4)
(85.4, 89.2)

Rural 96/106 (90.6)
(83.3, 95.4)

3/5 (60.0)
(14.7, 94.7)

0/0 (-)
(-, -)

77/84 (91.7)
(83.6, 96.6)

176/195 (90.3)
(85.2, 94.0)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Physician speciality

Orthopedist 190/302 (62.9)
(57.2, 68.4)

22/52 (42.3)
(28.7, 56.8)

58/84 (69.0)
(58.0, 78.7)

0/0 (-)
(-, -)

270/438 (61.6)
(56.9, 66.2)

Trauma surgeon 11/20 (55.0)
(31.5, 76.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

11/20 (55.0)
(31.5, 76.9)

Rheumatologist 58/91 (63.7)
(53.0, 73.6)

7/10 (70.0)
(34.8, 93.3)

52/74 (70.3)
(58.5, 80.3)

38/53 (71.7)
(57.7, 83.2)

155/228 (68.0)
(61.5, 74.0)

Internist 0/1 (0.0)
(0.0, 97.5)

15/28 (53.6)
(33.9, 72.5)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

20/34 (58.8)
(40.7, 75.4)

Page 12 of 22
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Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-sitechar.sas 
Output: t14t-04-002-002-010-adher-rate-cov-sitechar-l.rtf (Date Generated: 02NOV2015: 5:22:41)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 598 of 1214



Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 46/72 (63.9)
(51.7, 74.9)

30/41 (73.2)
(57.1, 85.8)

88/131 (67.2)
(58.4, 75.1)

0/0 (-)
(-, -)

164/244 (67.2)
(60.9, 73.1)

Rehabilitation medicine 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

20/28 (71.4)
(51.3, 86.8)

20/28 (71.4)
(51.3, 86.8)

Geriatrician 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

14/20 (70.0)
(45.7, 88.1)

14/20 (70.0)
(45.7, 88.1)

Obstetrician/gynecologist 16/28 (57.1)
(37.2, 75.5)

79/107 (73.8)
(64.4, 81.9)

0/0 (-)
(-, -)

3/5 (60.0)
(14.7, 94.7)

98/140 (70.0)
(61.7, 77.4)
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N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-sitechar.sas 
Output: t14t-04-002-002-010-adher-rate-cov-sitechar-l.rtf (Date Generated: 02NOV2015: 5:22:41)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 599 of 1214



Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 17/19 (89.5)
(66.9, 98.7)

37/53 (69.8)
(55.7, 81.7)

0/0 (-)
(-, -)

127/182 (69.8)
(62.5, 76.4)

181/254 (71.3)
(65.3, 76.7)

Other 26/46 (56.5)
(41.1, 71.1)

8/9 (88.9)
(51.8, 99.7)

0/0 (-)
(-, -)

9/13 (69.2)
(38.6, 90.9)

43/68 (63.2)
(50.7, 74.6)

Not available 0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Sole physician

Sole 192/283 (67.8)
(62.1, 73.3)

125/189 (66.1)
(58.9, 72.8)

110/145 (75.9)
(68.1, 82.6)

63/98 (64.3)
(54.0, 73.7)

490/715 (68.5)
(65.0, 71.9)

Group 172/296 (58.1)
(52.3, 63.8)

73/111 (65.8)
(56.2, 74.5)

98/154 (63.6)
(55.5, 71.2)

148/203 (72.9)
(66.2, 78.9)

491/764 (64.3)
(60.8, 67.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician group size

2 - 3 108/188 (57.4)
(50.0, 64.6)

42/64 (65.6)
(52.7, 77.1)

42/79 (53.2)
(41.6, 64.5)

73/102 (71.6)
(61.8, 80.1)

265/433 (61.2)
(56.4, 65.8)

4 - 5 50/78 (64.1)
(52.4, 74.7)

0/0 (-)
(-, -)

52/65 (80.0)
(68.2, 88.9)

41/55 (74.5)
(61.0, 85.3)

143/198 (72.2)
(65.4, 78.3)

6 - 10 14/30 (46.7)
(28.3, 65.7)

31/47 (66.0)
(50.7, 79.1)

0/0 (-)
(-, -)

34/46 (73.9)
(58.9, 85.7)

79/123 (64.2)
(55.1, 72.7)

> 10 0/0 (-)
(-, -)

0/0 (-)
(-, -)

4/10 (40.0)
(12.2, 73.8)

0/0 (-)
(-, -)

4/10 (40.0)
(12.2, 73.8)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician gender

Male 328/508 (64.6)
(60.2, 68.7)

107/155 (69.0)
(61.1, 76.2)

175/229 (76.4)
(70.4, 81.8)

173/245 (70.6)
(64.5, 76.2)

783/1137 (68.9)
(66.1, 71.5)

Female 36/71 (50.7)
(38.6, 62.8)

91/145 (62.8)
(54.3, 70.6)

33/70 (47.1)
(35.1, 59.4)

38/56 (67.9)
(54.0, 79.7)

198/342 (57.9)
(52.5, 63.2)

Page 17 of 22
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Physician years of practice

1 to 4 years 0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/4 (75.0)
(19.4, 99.4)

3/4 (75.0)
(19.4, 99.4)

5 to 9 years 40/70 (57.1)
(44.7, 68.9)

8/13 (61.5)
(31.6, 86.1)

74/102 (72.5)
(62.8, 80.9)

9/10 (90.0)
(55.5, 99.7)

131/195 (67.2)
(60.1, 73.7)

≥ 10 years 324/509 (63.7)
(59.3, 67.8)

190/287 (66.2)
(60.4, 71.7)

134/197 (68.0)
(61.0, 74.5)

199/287 (69.3)
(63.6, 74.6)

847/1280 (66.2)
(63.5, 68.8)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Centre type

Public 136/223 (61.0)
(54.2, 67.4)

79/123 (64.2)
(55.1, 72.7)

101/159 (63.5)
(55.5, 71.0)

36/58 (62.1)
(48.4, 74.5)

352/563 (62.5)
(58.4, 66.5)

Private 221/338 (65.4)
(60.0, 70.4)

119/177 (67.2)
(59.8, 74.1)

107/140 (76.4)
(68.5, 83.2)

175/243 (72.0)
(65.9, 77.6)

622/898 (69.3)
(66.1, 72.3)

Other 7/18 (38.9)
(17.3, 64.3)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

7/18 (38.9)
(17.3, 64.3)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Academic centre

Academic 124/214 (57.9)
(51.0, 64.6)

107/167 (64.1)
(56.3, 71.3)

45/77 (58.4)
(46.6, 69.6)

13/28 (46.4)
(27.5, 66.1)

289/486 (59.5)
(55.0, 63.9)

Non-academic 187/286 (65.4)
(59.6, 70.9)

66/94 (70.2)
(59.9, 79.2)

141/197 (71.6)
(64.7, 77.8)

171/233 (73.4)
(67.2, 78.9)

565/810 (69.8)
(66.5, 72.9)

Both 45/71 (63.4)
(51.1, 74.5)

25/39 (64.1)
(47.2, 78.8)

17/20 (85.0)
(62.1, 96.8)

20/26 (76.9)
(56.4, 91.0)

107/156 (68.6)
(60.7, 75.8)

Not available 8/8 (100)
(63.1, 100.0)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)

7/14 (50.0)
(23.0, 77.0)

20/27 (74.1)
(53.7, 88.9)
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Site participating in Prolong patient support program

Yes 34/52 (65.4)
(50.9, 78.0)

104/141 (73.8)
(65.7, 80.8)

5/20 (25.0)
(8.7, 49.1)

0/0 (-)
(-, -)

143/213 (67.1)
(60.4, 73.4)

No 230/363 (63.4)
(58.2, 68.3)

45/86 (52.3)
(41.3, 63.2)

155/200 (77.5)
(71.1, 83.1)

147/200 (73.5)
(66.8, 79.5)

577/849 (68.0)
(64.7, 71.1)

Unknown 100/164 (61.0)
(53.1, 68.5)

49/72 (68.1)
(56.0, 78.6)

48/79 (60.8)
(49.1, 71.6)

64/101 (63.4)
(53.2, 72.7)

261/416 (62.7)
(57.9, 67.4)

Missing 0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

Page 21 of 22
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
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Table 14t-4.2.2.10.  Adherence Rate at 12 and 24 Months by Physician and Site Characteristics
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Region

Urban 295/473 (62.4)
(57.8, 66.8)

197/295 (66.8)
(61.1, 72.1)

208/299 (69.6)
(64.0, 74.7)

151/217 (69.6)
(63.0, 75.6)

851/1284 (66.3)
(63.6, 68.9)

Rural 69/106 (65.1)
(55.2, 74.1)

1/5 (20.0)
(0.5, 71.6)

0/0 (-)
(-, -)

60/84 (71.4)
(60.5, 80.8)

130/195 (66.7)
(59.6, 73.2)
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Table 14t-4.2.2.11.  Adherence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

247/281 (87.9)
(83.5, 91.5)

66/74 (89.2)
(79.8, 95.2)

72/83 (86.7)
(77.5, 93.2)

90/104 (86.5)
(78.4, 92.4)

475/542 (87.6)
(84.6, 90.3)

This patient has multiple risk factors for 
fracture

239/278 (86.0)
(81.3, 89.8)

89/106 (84.0)
(75.6, 90.4)

119/137 (86.9)
(80.0, 92.0)

151/165 (91.5)
(86.2, 95.3)

598/686 (87.2)
(84.4, 89.6)

The patient failed other available 
osteoporosis therapy

167/193 (86.5)
(80.9, 91.0)

69/83 (83.1)
(73.3, 90.5)

121/134 (90.3)
(84.0, 94.7)

69/80 (86.3)
(76.7, 92.9)

426/490 (86.9)
(83.6, 89.8)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the patients group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.2.11.  Adherence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

99/114 (86.8)
(79.2, 92.4)

91/105 (86.7)
(78.6, 92.5)

58/63 (92.1)
(82.4, 97.4)

35/39 (89.7)
(75.8, 97.1)

283/321 (88.2)
(84.1, 91.5)

Other 57/66 (86.4)
(75.7, 93.6)

14/18 (77.8)
(52.4, 93.6)

32/35 (91.4)
(76.9, 98.2)

45/54 (83.3)
(70.7, 92.1)

148/173 (85.5)
(79.4, 90.4)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the patients group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.2.11.  Adherence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

176/281 (62.6)
(56.7, 68.3)

49/74 (66.2)
(54.3, 76.8)

48/83 (57.8)
(46.5, 68.6)

69/104 (66.3)
(56.4, 75.3)

342/542 (63.1)
(58.9, 67.2)

This patient has multiple risk factors for 
fracture

166/278 (59.7)
(53.7, 65.5)

65/106 (61.3)
(51.4, 70.6)

98/137 (71.5)
(63.2, 78.9)

120/165 (72.7)
(65.3, 79.4)

449/686 (65.5)
(61.8, 69.0)

The patient failed other available 
osteoporosis therapy

132/193 (68.4)
(61.3, 74.9)

54/83 (65.1)
(53.8, 75.2)

94/134 (70.1)
(61.6, 77.7)

58/80 (72.5)
(61.4, 81.9)

338/490 (69.0)
(64.7, 73.1)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the patients group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.2.11.  Adherence Rate at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

74/114 (64.9)
(55.4, 73.6)

72/105 (68.6)
(58.8, 77.3)

41/63 (65.1)
(52.0, 76.7)

26/39 (66.7)
(49.8, 80.9)

213/321 (66.4)
(60.9, 71.5)

Other 42/66 (63.6)
(50.9, 75.1)

10/18 (55.6)
(30.8, 78.5)

23/35 (65.7)
(47.8, 80.9)

35/54 (64.8)
(50.6, 77.3)

110/173 (63.6)
(55.9, 70.8)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of adherent patients within the patients group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

Marital status

Married 215/244 (88.1)
(83.4, 91.9)

143/158 (90.5)
(84.8, 94.6)

188/210 (89.5)
(84.6, 93.3)

142/153 (92.8)
(87.5, 96.4)

688/765 (89.9)
(87.6, 92.0)

Never married 19/22 (86.4)
(65.1, 97.1)

20/21 (95.2)
(76.2, 99.9)

13/15 (86.7)
(59.5, 98.3)

12/15 (80.0)
(51.9, 95.7)

64/73 (87.7)
(77.9, 94.2)

Divorced 16/19 (84.2)
(60.4, 96.6)

20/26 (76.9)
(56.4, 91.0)

12/13 (92.3)
(64.0, 99.8)

12/15 (80.0)
(51.9, 95.7)

60/73 (82.2)
(71.5, 90.2)

Separated 5/6 (83.3)
(35.9, 99.6)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

2/3 (66.7)
(9.4, 99.2)

8/10 (80.0)
(44.4, 97.5)

Page 1 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Marital status (Cont'd)

Widowed 123/144 (85.4)
(78.6, 90.7)

70/93 (75.3)
(65.2, 83.6)

55/60 (91.7)
(81.6, 97.2)

77/89 (86.5)
(77.6, 92.8)

325/386 (84.2)
(80.2, 87.7)

Missing 129/144 (89.6)
(83.4, 94.1)

1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

23/26 (88.5)
(69.8, 97.6)

153/172 (89.0)
(83.3, 93.2)

Page 2 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Living situation

At home with spouse/family 220/253 (87.0)
(82.2, 90.8)

158/178 (88.8)
(83.2, 93.0)

215/236 (91.1)
(86.7, 94.4)

169/188 (89.9)
(84.7, 93.8)

762/855 (89.1)
(86.8, 91.1)

At home with care/support 10/12 (83.3)
(51.6, 97.9)

6/10 (60.0)
(26.2, 87.8)

2/2 (100)
(15.8, 100.0)

10/11 (90.9)
(58.7, 99.8)

28/35 (80.0)
(63.1, 91.6)

At home alone 123/145 (84.8)
(77.9, 90.2)

77/93 (82.8)
(73.6, 89.8)

43/51 (84.3)
(71.4, 93.0)

78/91 (85.7)
(76.8, 92.2)

321/380 (84.5)
(80.4, 88.0)

Nursing home 4/5 (80.0)
(28.4, 99.5)

4/7 (57.1)
(18.4, 90.1)

0/0 (-)
(-, -)

6/6 (100)
(54.1, 100.0)

14/18 (77.8)
(52.4, 93.6)

Page 3 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Living situation (Cont'd)

Not available 107/115 (93.0)
(86.8, 96.9)

10/12 (83.3)
(51.6, 97.9)

8/10 (80.0)
(44.4, 97.5)

3/3 (100)
(29.2, 100.0)

128/140 (91.4)
(85.5, 95.5)

Missing 43/49 (87.8)
(75.2, 95.4)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

2/2 (100)
(15.8, 100.0)

45/51 (88.2)
(76.1, 95.6)

Page 4 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Highest education

No formal education 13/15 (86.7)
(59.5, 98.3)

4/6 (66.7)
(22.3, 95.7)

5/5 (100)
(47.8, 100.0)

11/11 (100)
(71.5, 100.0)

33/37 (89.2)
(74.6, 97.0)

Elementary education 120/132 (90.9)
(84.7, 95.2)

67/83 (80.7)
(70.6, 88.6)

97/109 (89.0)
(81.6, 94.2)

95/112 (84.8)
(76.8, 90.9)

379/436 (86.9)
(83.4, 89.9)

Secondary education 63/75 (84.0)
(73.7, 91.4)

135/156 (86.5)
(80.2, 91.5)

93/98 (94.9)
(88.5, 98.3)

100/109 (91.7)
(84.9, 96.2)

391/438 (89.3)
(86.0, 92.0)

University 37/47 (78.7)
(64.3, 89.3)

18/19 (94.7)
(74.0, 99.9)

37/43 (86.0)
(72.1, 94.7)

14/15 (93.3)
(68.1, 99.8)

106/124 (85.5)
(78.0, 91.2)

Page 5 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
Output: t14t-04-002-002-012-adher-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:19:04)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 617 of 1214



Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Highest education (Cont'd)

Not applicable 211/240 (87.9)
(83.1, 91.8)

31/36 (86.1)
(70.5, 95.3)

35/43 (81.4)
(66.6, 91.6)

46/51 (90.2)
(78.6, 96.7)

323/370 (87.3)
(83.5, 90.5)

Missing 63/70 (90.0)
(80.5, 95.9)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

66/74 (89.2)
(79.8, 95.2)

Page 6 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Employment status

Employed 44/52 (84.6)
(71.9, 93.1)

21/25 (84.0)
(63.9, 95.5)

29/30 (96.7)
(82.8, 99.9)

18/20 (90.0)
(68.3, 98.8)

112/127 (88.2)
(81.3, 93.2)

Self employed 4/4 (100)
(39.8, 100.0)

3/3 (100)
(29.2, 100.0)

19/20 (95.0)
(75.1, 99.9)

2/2 (100)
(15.8, 100.0)

28/29 (96.6)
(82.2, 99.9)

Unemployed 10/11 (90.9)
(58.7, 99.8)

6/6 (100)
(54.1, 100.0)

43/47 (91.5)
(79.6, 97.6)

36/47 (76.6)
(62.0, 87.7)

95/111 (85.6)
(77.6, 91.5)

Retired 413/472 (87.5)
(84.2, 90.3)

224/265 (84.5)
(79.6, 88.7)

176/201 (87.6)
(82.2, 91.8)

198/217 (91.2)
(86.7, 94.6)

1011/1155 (87.5)
(85.5, 89.4)

Page 7 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Employment status (Cont'd)

Missing 36/40 (90.0)
(76.3, 97.2)

1/1 (100)
(2.5, 100.0)

1/1 (100)
(2.5, 100.0)

14/15 (93.3)
(68.1, 99.8)

52/57 (91.2)
(80.7, 97.1)

Page 8 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 184/211 (87.2)
(81.9, 91.4)

159/189 (84.1)
(78.1, 89.0)

175/193 (90.7)
(85.7, 94.4)

149/168 (88.7)
(82.9, 93.1)

692/786 (88.0)
(85.6, 90.2)

> Median 151/176 (85.8)
(79.7, 90.6)

93/107 (86.9)
(79.0, 92.7)

86/99 (86.9)
(78.6, 92.8)

119/132 (90.2)
(83.7, 94.7)

424/489 (86.7)
(83.4, 89.6)

Page 9 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Method of transport to health provider

Walk 37/42 (88.1)
(74.4, 96.0)

70/83 (84.3)
(74.7, 91.4)

31/31 (100)
(88.8, 100.0)

31/36 (86.1)
(70.5, 95.3)

169/192 (88.0)
(82.6, 92.3)

Cycle 4/4 (100)
(39.8, 100.0)

10/12 (83.3)
(51.6, 97.9)

2/2 (100)
(15.8, 100.0)

13/14 (92.9)
(66.1, 99.8)

29/32 (90.6)
(75.0, 98.0)

Public transport 76/90 (84.4)
(75.3, 91.2)

78/91 (85.7)
(76.8, 92.2)

89/108 (82.4)
(73.9, 89.1)

12/13 (92.3)
(64.0, 99.8)

255/302 (84.4)
(79.8, 88.3)

Own vehicle 149/168 (88.7)
(82.9, 93.1)

86/97 (88.7)
(80.6, 94.2)

119/127 (93.7)
(88.0, 97.2)

178/198 (89.9)
(84.8, 93.7)

532/590 (90.2)
(87.5, 92.5)

Page 10 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
Output: t14t-04-002-002-012-adher-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:19:04)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 622 of 1214



Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 49/62 (79.0)
(66.8, 88.3)

10/16 (62.5)
(35.4, 84.8)

22/26 (84.6)
(65.1, 95.6)

33/39 (84.6)
(69.5, 94.1)

114/143 (79.7)
(72.2, 86.0)

Missing 192/213 (90.1)
(85.3, 93.8)

1/1 (100)
(2.5, 100.0)

5/5 (100)
(47.8, 100.0)

1/1 (100)
(2.5, 100.0)

199/220 (90.5)
(85.8, 94.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Output: t14t-04-002-002-012-adher-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:19:04)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 623 of 1214



Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Health insurance

Public 405/466 (86.9)
(83.5, 89.8)

253/296 (85.5)
(80.9, 89.3)

255/286 (89.2)
(85.0, 92.5)

248/280 (88.6)
(84.3, 92.1)

1161/1328 (87.4)
(85.5, 89.2)

Private 90/100 (90.0)
(82.4, 95.1)

2/3 (66.7)
(9.4, 99.2)

13/13 (100)
(75.3, 100.0)

18/19 (94.7)
(74.0, 99.9)

123/135 (91.1)
(85.0, 95.3)

Other 1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

Missing 11/12 (91.7)
(61.5, 99.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

12/13 (92.3)
(64.0, 99.8)

Page 12 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Reminder service

Yes 375/428 (87.6)
(84.1, 90.6)

196/223 (87.9)
(82.9, 91.9)

115/125 (92.0)
(85.8, 96.1)

185/206 (89.8)
(84.8, 93.6)

871/982 (88.7)
(86.5, 90.6)

No 117/135 (86.7)
(79.7, 91.9)

59/76 (77.6)
(66.6, 86.4)

152/172 (88.4)
(82.6, 92.8)

69/81 (85.2)
(75.6, 92.1)

397/464 (85.6)
(82.0, 88.6)

Unknown 15/16 (93.8)
(69.8, 99.8)

0/1 (0.0)
(0.0, 97.5)

1/2 (50.0)
(1.3, 98.7)

14/14 (100)
(76.8, 100.0)

30/33 (90.9)
(75.7, 98.1)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Type of reminder
a 

Telephone call 232/265 (87.5)
(83.0, 91.3)

133/147 (90.5)
(84.5, 94.7)

43/48 (89.6)
(77.3, 96.5)

43/48 (89.6)
(77.3, 96.5)

451/508 (88.8)
(85.7, 91.4)

Mailing (e.g. postcard) 43/48 (89.6)
(77.3, 96.5)

48/53 (90.6)
(79.3, 96.9)

0/0 (-)
(-, -)

41/48 (85.4)
(72.2, 93.9)

132/149 (88.6)
(82.4, 93.2)

Email/SMS 0/0 (-)
(-, -)

2/2 (100)
(15.8, 100.0)

0/0 (-)
(-, -)

9/11 (81.8)
(48.2, 97.7)

11/13 (84.6)
(54.6, 98.1)

Appointment card 138/159 (86.8)
(80.5, 91.6)

73/86 (84.9)
(75.5, 91.7)

69/75 (92.0)
(83.4, 97.0)

61/69 (88.4)
(78.4, 94.9)

341/389 (87.7)
(84.0, 90.8)

Page 14 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 74/94 (78.7)
(69.1, 86.5)

42/51 (82.4)
(69.1, 91.6)

8/9 (88.9)
(51.8, 99.7)

59/66 (89.4)
(79.4, 95.6)

183/220 (83.2)
(77.6, 87.9)

Other 1/1 (100)
(2.5, 100.0)

3/3 (100)
(29.2, 100.0)

1/1 (100)
(2.5, 100.0)

6/6 (100)
(54.1, 100.0)

11/11 (100)
(71.5, 100.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 259/296 (87.5)
(83.2, 91.0)

151/166 (91.0)
(85.5, 94.9)

43/48 (89.6)
(77.3, 96.5)

90/103 (87.4)
(79.4, 93.1)

543/613 (88.6)
(85.8, 91.0)

Passive reminder 115/131 (87.8)
(80.9, 92.9)

45/57 (78.9)
(66.1, 88.6)

71/76 (93.4)
(85.3, 97.8)

92/100 (92.0)
(84.8, 96.5)

323/364 (88.7)
(85.0, 91.8)

No reminder 133/152 (87.5)
(81.2, 92.3)

59/77 (76.6)
(65.6, 85.5)

154/175 (88.0)
(82.2, 92.4)

86/98 (87.8)
(79.6, 93.5)

432/502 (86.1)
(82.7, 89.0)

Page 16 of 34
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 85/102 (83.3)
(74.7, 90.0)

53/59 (89.8)
(79.2, 96.2)

43/47 (91.5)
(79.6, 97.6)

39/44 (88.6)
(75.4, 96.2)

220/252 (87.3)
(82.5, 91.1)

No 299/334 (89.5)
(85.7, 92.6)

191/226 (84.5)
(79.1, 89.0)

200/215 (93.0)
(88.8, 96.0)

195/217 (89.9)
(85.1, 93.5)

885/992 (89.2)
(87.1, 91.1)

Not applicable 118/138 (85.5)
(78.5, 90.9)

11/15 (73.3)
(44.9, 92.2)

25/37 (67.6)
(50.2, 82.0)

34/40 (85.0)
(70.2, 94.3)

188/230 (81.7)
(76.1, 86.5)

Missing 5/5 (100)
(47.8, 100.0)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

5/5 (100)
(47.8, 100.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

Marital status

Married 149/244 (61.1)
(54.6, 67.2)

108/158 (68.4)
(60.5, 75.5)

150/210 (71.4)
(64.8, 77.4)

113/153 (73.9)
(66.1, 80.6)

520/765 (68.0)
(64.5, 71.3)

Never married 16/22 (72.7)
(49.8, 89.3)

16/21 (76.2)
(52.8, 91.8)

8/15 (53.3)
(26.6, 78.7)

10/15 (66.7)
(38.4, 88.2)

50/73 (68.5)
(56.6, 78.9)

Divorced 15/19 (78.9)
(54.4, 93.9)

17/26 (65.4)
(44.3, 82.8)

6/13 (46.2)
(19.2, 74.9)

9/15 (60.0)
(32.3, 83.7)

47/73 (64.4)
(52.3, 75.3)

Separated 2/6 (33.3)
(4.3, 77.7)

1/1 (100)
(2.5, 100.0)

0/0 (-)
(-, -)

1/3 (33.3)
(0.8, 90.6)

4/10 (40.0)
(12.2, 73.8)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
Output: t14t-04-002-002-012-adher-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:19:04)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 630 of 1214



Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Marital status (Cont'd)

Widowed 87/144 (60.4)
(51.9, 68.5)

56/93 (60.2)
(49.5, 70.2)

44/60 (73.3)
(60.3, 83.9)

61/89 (68.5)
(57.8, 78.0)

248/386 (64.2)
(59.2, 69.0)

Missing 95/144 (66.0)
(57.6, 73.7)

0/1 (0.0)
(0.0, 97.5)

0/1 (0.0)
(0.0, 97.5)

17/26 (65.4)
(44.3, 82.8)

112/172 (65.1)
(57.5, 72.2)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Living situation

At home with spouse/family 153/253 (60.5)
(54.2, 66.5)

122/178 (68.5)
(61.2, 75.3)

167/236 (70.8)
(64.5, 76.5)

133/188 (70.7)
(63.7, 77.1)

575/855 (67.3)
(64.0, 70.4)

At home with care/support 5/12 (41.7)
(15.2, 72.3)

6/10 (60.0)
(26.2, 87.8)

0/2 (0.0)
(0.0, 84.2)

9/11 (81.8)
(48.2, 97.7)

20/35 (57.1)
(39.4, 73.7)

At home alone 102/145 (70.3)
(62.2, 77.6)

59/93 (63.4)
(52.8, 73.2)

33/51 (64.7)
(50.1, 77.6)

63/91 (69.2)
(58.7, 78.5)

257/380 (67.6)
(62.7, 72.3)

Nursing home 1/5 (20.0)
(0.5, 71.6)

4/7 (57.1)
(18.4, 90.1)

0/0 (-)
(-, -)

4/6 (66.7)
(22.3, 95.7)

9/18 (50.0)
(26.0, 74.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Living situation (Cont'd)

Not available 73/115 (63.5)
(54.0, 72.3)

7/12 (58.3)
(27.7, 84.8)

8/10 (80.0)
(44.4, 97.5)

2/3 (66.7)
(9.4, 99.2)

90/140 (64.3)
(55.8, 72.2)

Missing 30/49 (61.2)
(46.2, 74.8)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

30/51 (58.8)
(44.2, 72.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Output: t14t-04-002-002-012-adher-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:19:04)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 633 of 1214



Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Highest education

No formal education 10/15 (66.7)
(38.4, 88.2)

3/6 (50.0)
(11.8, 88.2)

4/5 (80.0)
(28.4, 99.5)

7/11 (63.6)
(30.8, 89.1)

24/37 (64.9)
(47.5, 79.8)

Elementary education 86/132 (65.2)
(56.4, 73.2)

57/83 (68.7)
(57.6, 78.4)

78/109 (71.6)
(62.1, 79.8)

81/112 (72.3)
(63.1, 80.4)

302/436 (69.3)
(64.7, 73.6)

Secondary education 45/75 (60.0)
(48.0, 71.1)

102/156 (65.4)
(57.4, 72.8)

70/98 (71.4)
(61.4, 80.1)

74/109 (67.9)
(58.3, 76.5)

291/438 (66.4)
(61.8, 70.9)

University 30/47 (63.8)
(48.5, 77.3)

12/19 (63.2)
(38.4, 83.7)

27/43 (62.8)
(46.7, 77.0)

11/15 (73.3)
(44.9, 92.2)

80/124 (64.5)
(55.4, 72.9)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Highest education (Cont'd)

Not applicable 147/240 (61.3)
(54.8, 67.4)

24/36 (66.7)
(49.0, 81.4)

29/43 (67.4)
(51.5, 80.9)

37/51 (72.5)
(58.3, 84.1)

237/370 (64.1)
(58.9, 68.9)

Missing 46/70 (65.7)
(53.4, 76.7)

0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

1/3 (33.3)
(0.8, 90.6)

47/74 (63.5)
(51.5, 74.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Employment status

Employed 34/52 (65.4)
(50.9, 78.0)

15/25 (60.0)
(38.7, 78.9)

19/30 (63.3)
(43.9, 80.1)

12/20 (60.0)
(36.1, 80.9)

80/127 (63.0)
(54.0, 71.4)

Self employed 4/4 (100)
(39.8, 100.0)

3/3 (100)
(29.2, 100.0)

16/20 (80.0)
(56.3, 94.3)

2/2 (100)
(15.8, 100.0)

25/29 (86.2)
(68.3, 96.1)

Unemployed 8/11 (72.7)
(39.0, 94.0)

6/6 (100)
(54.1, 100.0)

32/47 (68.1)
(52.9, 80.9)

32/47 (68.1)
(52.9, 80.9)

78/111 (70.3)
(60.9, 78.6)

Retired 289/472 (61.2)
(56.7, 65.6)

173/265 (65.3)
(59.2, 71.0)

140/201 (69.7)
(62.8, 75.9)

153/217 (70.5)
(64.0, 76.5)

755/1155 (65.4)
(62.5, 68.1)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Employment status (Cont'd)

Missing 29/40 (72.5)
(56.1, 85.4)

1/1 (100)
(2.5, 100.0)

1/1 (100)
(2.5, 100.0)

12/15 (80.0)
(51.9, 95.7)

43/57 (75.4)
(62.2, 85.9)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 142/211 (67.3)
(60.5, 73.6)

125/189 (66.1)
(58.9, 72.8)

134/193 (69.4)
(62.4, 75.8)

117/168 (69.6)
(62.1, 76.5)

540/786 (68.7)
(65.3, 71.9)

> Median 110/176 (62.5)
(54.9, 69.7)

72/107 (67.3)
(57.5, 76.0)

70/99 (70.7)
(60.7, 79.4)

94/132 (71.2)
(62.7, 78.8)

324/489 (66.3)
(61.9, 70.4)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Method of transport to health provider

Walk 29/42 (69.0)
(52.9, 82.4)

53/83 (63.9)
(52.6, 74.1)

24/31 (77.4)
(58.9, 90.4)

26/36 (72.2)
(54.8, 85.8)

132/192 (68.8)
(61.7, 75.2)

Cycle 3/4 (75.0)
(19.4, 99.4)

8/12 (66.7)
(34.9, 90.1)

2/2 (100)
(15.8, 100.0)

11/14 (78.6)
(49.2, 95.3)

24/32 (75.0)
(56.6, 88.5)

Public transport 53/90 (58.9)
(48.0, 69.2)

60/91 (65.9)
(55.3, 75.5)

69/108 (63.9)
(54.1, 72.9)

10/13 (76.9)
(46.2, 95.0)

192/302 (63.6)
(57.9, 69.0)

Own vehicle 110/168 (65.5)
(57.8, 72.6)

67/97 (69.1)
(58.9, 78.1)

94/127 (74.0)
(65.5, 81.4)

135/198 (68.2)
(61.2, 74.6)

406/590 (68.8)
(64.9, 72.5)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 37/62 (59.7)
(46.4, 71.9)

10/16 (62.5)
(35.4, 84.8)

16/26 (61.5)
(40.6, 79.8)

28/39 (71.8)
(55.1, 85.0)

91/143 (63.6)
(55.2, 71.5)

Missing 132/213 (62.0)
(55.1, 68.5)

0/1 (0.0)
(0.0, 97.5)

3/5 (60.0)
(14.7, 94.7)

1/1 (100)
(2.5, 100.0)

136/220 (61.8)
(55.0, 68.3)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Health insurance

Public 296/466 (63.5)
(59.0, 67.9)

197/296 (66.6)
(60.9, 71.9)

197/286 (68.9)
(63.2, 74.2)

197/280 (70.4)
(64.6, 75.6)

887/1328 (66.8)
(64.2, 69.3)

Private 57/100 (57.0)
(46.7, 66.9)

1/3 (33.3)
(0.8, 90.6)

11/13 (84.6)
(54.6, 98.1)

13/19 (68.4)
(43.4, 87.4)

82/135 (60.7)
(52.0, 69.0)

Other 1/1 (100)
(2.5, 100.0)

0/1 (0.0)
(0.0, 97.5)

0/0 (-)
(-, -)

1/1 (100)
(2.5, 100.0)

2/3 (66.7)
(9.4, 99.2)

Missing 10/12 (83.3)
(51.6, 97.9)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/1 (0.0)
(0.0, 97.5)

10/13 (76.9)
(46.2, 95.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Reminder service

Yes 270/428 (63.1)
(58.3, 67.7)

151/223 (67.7)
(61.1, 73.8)

80/125 (64.0)
(54.9, 72.4)

153/206 (74.3)
(67.7, 80.1)

654/982 (66.6)
(63.6, 69.5)

No 81/135 (60.0)
(51.2, 68.3)

47/76 (61.8)
(50.0, 72.8)

127/172 (73.8)
(66.6, 80.2)

52/81 (64.2)
(52.8, 74.6)

307/464 (66.2)
(61.7, 70.5)

Unknown 13/16 (81.3)
(54.4, 96.0)

0/1 (0.0)
(0.0, 97.5)

1/2 (50.0)
(1.3, 98.7)

6/14 (42.9)
(17.7, 71.1)

20/33 (60.6)
(42.1, 77.1)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Type of reminder
a 

Telephone call 165/265 (62.3)
(56.1, 68.1)

99/147 (67.3)
(59.1, 74.8)

29/48 (60.4)
(45.3, 74.2)

33/48 (68.8)
(53.7, 81.3)

326/508 (64.2)
(59.8, 68.3)

Mailing (e.g. postcard) 31/48 (64.6)
(49.5, 77.8)

39/53 (73.6)
(59.7, 84.7)

0/0 (-)
(-, -)

34/48 (70.8)
(55.9, 83.0)

104/149 (69.8)
(61.7, 77.0)

Email/SMS 0/0 (-)
(-, -)

0/2 (0.0)
(0.0, 84.2)

0/0 (-)
(-, -)

8/11 (72.7)
(39.0, 94.0)

8/13 (61.5)
(31.6, 86.1)

Appointment card 99/159 (62.3)
(54.2, 69.8)

58/86 (67.4)
(56.5, 77.2)

50/75 (66.7)
(54.8, 77.1)

52/69 (75.4)
(63.5, 84.9)

259/389 (66.6)
(61.7, 71.3)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 55/94 (58.5)
(47.9, 68.6)

33/51 (64.7)
(50.1, 77.6)

3/9 (33.3)
(7.5, 70.1)

53/66 (80.3)
(68.7, 89.1)

144/220 (65.5)
(58.8, 71.7)

Other 0/1 (0.0)
(0.0, 97.5)

2/3 (66.7)
(9.4, 99.2)

0/1 (0.0)
(0.0, 97.5)

2/6 (33.3)
(4.3, 77.7)

4/11 (36.4)
(10.9, 69.2)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 184/296 (62.2)
(56.4, 67.7)

115/166 (69.3)
(61.7, 76.2)

29/48 (60.4)
(45.3, 74.2)

73/103 (70.9)
(61.1, 79.4)

401/613 (65.4)
(61.5, 69.2)

Passive reminder 86/131 (65.6)
(56.9, 73.7)

36/57 (63.2)
(49.3, 75.6)

51/76 (67.1)
(55.4, 77.5)

80/100 (80.0)
(70.8, 87.3)

253/364 (69.5)
(64.5, 74.2)

No reminder 94/152 (61.8)
(53.6, 69.6)

47/77 (61.0)
(49.2, 72.0)

128/175 (73.1)
(65.9, 79.6)

58/98 (59.2)
(48.8, 69.0)

327/502 (65.1)
(60.8, 69.3)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.2.2.12.  Adherence Rate at 12 and 24 Months by Patient Questionnaire
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 72/102 (70.6)
(60.7, 79.2)

43/59 (72.9)
(59.7, 83.6)

27/47 (57.4)
(42.2, 71.7)

30/44 (68.2)
(52.4, 81.4)

172/252 (68.3)
(62.1, 74.0)

No 210/334 (62.9)
(57.4, 68.1)

144/226 (63.7)
(57.1, 70.0)

162/215 (75.3)
(69.0, 81.0)

155/217 (71.4)
(64.9, 77.3)

671/992 (67.6)
(64.6, 70.5)

Not applicable 79/138 (57.2)
(48.5, 65.6)

11/15 (73.3)
(44.9, 92.2)

19/37 (51.4)
(34.4, 68.1)

26/40 (65.0)
(48.3, 79.4)

135/230 (58.7)
(52.0, 65.1)

Missing 3/5 (60.0)
(14.7, 94.7)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

0/0 (-)
(-, -)

3/5 (60.0)
(14.7, 94.7)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-po-qs.sas 
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Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 231/267 (86.5)
(81.8, 90.4)

119/147 (81.0)
(73.7, 87.0)

115/126 (91.3)
(84.9, 95.6)

120/139 (86.3)
(79.5, 91.6)

579/678 (85.4)
(82.5, 88.0)

> Median 239/267 (89.5)
(85.2, 92.9)

130/146 (89.0)
(82.8, 93.6)

119/126 (94.4)
(88.9, 97.7)

128/138 (92.8)
(87.1, 96.5)

622/678 (91.7)
(89.4, 93.7)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 229/266 (86.1)
(81.3, 90.0)

128/147 (87.1)
(80.6, 92.0)

118/127 (92.9)
(87.0, 96.7)

122/139 (87.8)
(81.1, 92.7)

597/678 (88.1)
(85.4, 90.4)

> Median 239/266 (89.8)
(85.6, 93.2)

121/146 (82.9)
(75.8, 88.6)

117/126 (92.9)
(86.9, 96.7)

126/138 (91.3)
(85.3, 95.4)

603/677 (89.1)
(86.5, 91.3)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-rate-cov-pro.sas 
Output: t14t-04-002-002-013-adher-rate-cov-pro-l.rtf (Date Generated: 13NOV2015: 7:35:49)  Source Data: adam.aexeff, adam.aslbase, adam.aqsmmas

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 647 of 1214



Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 213/245 (86.9)
(82.1, 90.9)

150/171 (87.7)
(81.8, 92.2)

123/130 (94.6)
(89.2, 97.8)

236/262 (90.1)
(85.8, 93.4)

613/693 (88.5)
(85.8, 90.7)

> Median 183/206 (88.8)
(83.7, 92.8)

78/96 (81.3)
(72.0, 88.5)

108/119 (90.8)
(84.1, 95.3)

0/0 (-)
(-, -)

478/536 (89.2)
(86.2, 91.7)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

12 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 169/190 (88.9)
(83.6, 93.0)

72/90 (80.0)
(70.2, 87.7)

58/63 (92.1)
(82.4, 97.4)

139/149 (93.3)
(88.0, 96.7)

438/492 (89.0)
(85.9, 91.6)

Medium - (score ≥ 6 and < 8) 179/204 (87.7)
(82.4, 91.9)

101/114 (88.6)
(81.3, 93.8)

95/102 (93.1)
(86.4, 97.2)

67/78 (85.9)
(76.2, 92.7)

442/498 (88.8)
(85.6, 91.4)

Low - (score < 6) 48/57 (84.2)
(72.1, 92.5)

55/63 (87.3)
(76.5, 94.4)

78/84 (92.9)
(85.1, 97.3)

30/35 (85.7)
(69.7, 95.2)

211/239 (88.3)
(83.5, 92.1)

Missing 111/128 (86.7)
(79.6, 92.1)

27/33 (81.8)
(64.5, 93.0)

37/50 (74.0)
(59.7, 85.4)

32/39 (82.1)
(66.5, 92.5)

207/250 (82.8)
(77.5, 87.3)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 160/267 (59.9)
(53.8, 65.9)

90/147 (61.2)
(52.8, 69.1)

91/126 (72.2)
(63.5, 79.8)

94/139 (67.6)
(59.2, 75.3)

432/678 (63.7)
(60.0, 67.3)

> Median 181/267 (67.8)
(61.8, 73.4)

105/146 (71.9)
(63.9, 79.0)

93/126 (73.8)
(65.2, 81.2)

100/138 (72.5)
(64.2, 79.7)

482/678 (71.1)
(67.5, 74.5)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 162/266 (60.9)
(54.8, 66.8)

103/147 (70.1)
(62.0, 77.3)

97/127 (76.4)
(68.0, 83.5)

94/139 (67.6)
(59.2, 75.3)

455/678 (67.1)
(63.4, 70.6)

> Median 177/266 (66.5)
(60.5, 72.2)

92/146 (63.0)
(54.6, 70.8)

88/126 (69.8)
(61.0, 77.7)

100/138 (72.5)
(64.2, 79.7)

458/677 (67.7)
(64.0, 71.2)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 163/245 (66.5)
(60.2, 72.4)

118/171 (69.0)
(61.5, 75.8)

92/130 (70.8)
(62.2, 78.4)

187/262 (71.4)
(65.5, 76.8)

477/693 (68.8)
(65.2, 72.3)

> Median 131/206 (63.6)
(56.6, 70.2)

60/96 (62.5)
(52.0, 72.2)

88/119 (73.9)
(65.1, 81.6)

0/0 (-)
(-, -)

362/536 (67.5)
(63.4, 71.5)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.2.13.  Adherence Rate at 12 and 24 Months by Patient Reported Outcomes
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

n/N1 (%)
(95% CI)

24 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 121/190 (63.7)
(56.4, 70.5)

57/90 (63.3)
(52.5, 73.2)

45/63 (71.4)
(58.7, 82.1)

109/149 (73.2)
(65.3, 80.1)

332/492 (67.5)
(63.1, 71.6)

Medium - (score ≥ 6 and < 8) 137/204 (67.2)
(60.3, 73.6)

80/114 (70.2)
(60.9, 78.4)

80/102 (78.4)
(69.2, 86.0)

53/78 (67.9)
(56.4, 78.1)

350/498 (70.3)
(66.1, 74.3)

Low - (score < 6) 36/57 (63.2)
(49.3, 75.6)

41/63 (65.1)
(52.0, 76.7)

55/84 (65.5)
(54.3, 75.5)

25/35 (71.4)
(53.7, 85.4)

157/239 (65.7)
(59.3, 71.7)

Missing 70/128 (54.7)
(45.7, 63.5)

20/33 (60.6)
(42.1, 77.1)

28/50 (56.0)
(41.3, 70.0)

24/39 (61.5)
(44.6, 76.6)

142/250 (56.8)
(50.4, 63.0)
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N = Number of patients in the full analysis set; n = Number of adherent patients within the covariate group.
N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval based on exact method.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.3572
c 

Active reminder 543/613 (88.6) Reference

Passive reminder 323/364 (88.7) 1.02 (0.67, 1.53) 0.9410

No reminder 432/502 (86.1) 0.80 (0.56, 1.13) 0.2061

Page 1 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.3349
c 

Active reminder 401/613 (65.4) Reference

Passive reminder 253/364 (69.5) 1.21 (0.91, 1.59) 0.1892

No reminder 327/502 (65.1) 0.99 (0.77, 1.27) 0.9231

Page 2 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.3385
b 

> 25 kg/m
2

610/697 (87.5) Reference

≤ 25 kg/m
2

641/719 (89.2) 1.17 (0.85, 1.62) 0.3385

Age at menopause (years) (median = 50.0) 0.4646
b 

≤ Median 765/871 (87.8) Reference

> Median 428/480 (89.2) 1.14 (0.80, 1.62) 0.4646

Cause of menopause 0.7743
b 

Natural onset 1015/1148 (88.4) Reference

Clinically/surgically induced 188/211 (89.1) 1.07 (0.67, 1.71) 0.7743

Page 1 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2. Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.5612
b 

No 419/473 (88.6) Reference

Yes 820/937 (87.5) 0.90 (0.64, 1.27) 0.5612

Height loss since self-reported maximal height (cm) (median = 4.00) 0.9653
b 

≤ Median 482/549 (87.8) Reference

> Median 328/374 (87.7) 0.99 (0.66, 1.48) 0.9653

Time since most recent fracture to first Prolia
®

injection 0.9552
b 

< 12 months 213/243 (87.7) Reference

≥ 12 months 482/549 (87.8) 1.01 (0.64, 1.60) 0.9552

Page 2 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.8078
b 

No 579/658 (88.0) Reference

Yes 719/821 (87.6) 0.96 (0.70, 1.32) 0.8078

Historical osteoporotic hip fracture 0.7973
b 

No 1239/1411 (87.8) Reference

Yes 59/68 (86.8) 0.91 (0.44, 1.87) 0.7973

Historical osteoporotic vertebral fracture 0.5484
b 

No 1043/1185 (88.0) Reference

Yes 255/294 (86.7) 0.89 (0.61, 1.30) 0.5484

Page 3 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.6692
b 

No 1001/1138 (88.0) Reference

Yes 297/341 (87.1) 0.92 (0.64, 1.33) 0.6692

Prior hospitalization for osteoporotic fracture 0.7780
b 

No 1096/1247 (87.9) Reference

Yes 198/227 (87.2) 0.94 (0.61, 1.44) 0.7780

≥ 1 fall in the 12 months prior to enrollment 0.0786
b 

No 1052/1190 (88.4) Reference

Yes 229/271 (84.5) 0.72 (0.49, 1.04) 0.0786

Page 4 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.4466
b 

No 1181/1343 (87.9) Reference

Yes 107/125 (85.6) 0.82 (0.48, 1.38) 0.4466

Parent fractured hip 0.0802
b 

No 753/849 (88.7) Reference

Yes 153/169 (90.5) 1.22 (0.70, 2.13) 0.4865

Unknown 392/461 (85.0) 0.72 (0.52, 1.01) 0.0572

Current smoker 0.5882
b 

No 1075/1231 (87.3) Reference

Yes 158/178 (88.8) 1.15 (0.70, 1.88) 0.5882

Page 5 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.8916
b 

No 1104/1261 (87.5) Reference

Yes 129/148 (87.2) 0.97 (0.58, 1.61) 0.8916

Prior glucocorticoid use 0.1354
b 

No 1152/1307 (88.1) Reference

Yes 131/156 (84.0) 0.70 (0.45, 1.12) 0.1354

Secondary osteoporosis 0.7602
b 

No 1145/1303 (87.9) Reference

Yes 148/170 (87.1) 0.93 (0.58, 1.50) 0.7602

Page 6 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.9669
b 

No 1206/1372 (87.9) Reference

Yes 15/17 (88.2) 1.03 (0.23, 4.55) 0.9669

Total hip DXA BMD T-score 0.6549
b 

> -2.5 467/526 (88.8) Reference

≤ -2.5 230/256 (89.8) 1.12 (0.69, 1.82) 0.6549

Femoral neck DXA BMD T-score 0.4551
b 

> -2.5 442/490 (90.2) Reference

≤ -2.5 417/470 (88.7) 0.85 (0.57, 1.29) 0.4551

Page 7 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.1335
b 

> -2.5 310/359 (86.4) Reference

≤ -2.5 661/739 (89.4) 1.34 (0.91, 1.96) 0.1335

Page 8 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel-all.sas 
Output: t14t-04-002-003-002-adher-univ-condition-rel-all-l.rtf (Date Generated: 20NOV2015: 5:44:56)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 662 of 1214



Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.0530
b 

> 25 kg/m
2

449/697 (64.4) Reference

≤ 25 kg/m
2

498/719 (69.3) 1.24 (1.00, 1.55) 0.0530

Age at menopause (years) (median = 50.0) 0.8384
b 

≤ Median 585/871 (67.2) Reference

> Median 325/480 (67.7) 1.03 (0.81, 1.30) 0.8384

Cause of menopause 0.6392
b 

Natural onset 770/1148 (67.1) Reference

Clinically/surgically induced 145/211 (68.7) 1.08 (0.79, 1.48) 0.6392

Page 9 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.2331
b 

No 322/473 (68.1) Reference

Yes 608/937 (64.9) 0.87 (0.68, 1.10) 0.2331

Height loss since self-reported maximal height (cm) (median = 4.00) 0.6604
b 

≤ Median 360/549 (65.6) Reference

> Median 240/374 (64.2) 0.94 (0.71, 1.24) 0.6604

Time since most recent fracture to first Prolia
®

injection 0.0742
b 

< 12 months 146/243 (60.1) Reference

≥ 12 months 366/549 (66.7) 1.33 (0.97, 1.82) 0.0742
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.1072
b 

No 451/658 (68.5) Reference

Yes 530/821 (64.6) 0.84 (0.67, 1.04) 0.1072

Historical osteoporotic hip fracture 0.4156
b 

No 939/1411 (66.5) Reference

Yes 42/68 (61.8) 0.81 (0.49, 1.34) 0.4156

Historical osteoporotic vertebral fracture 0.5808
b 

No 790/1185 (66.7) Reference

Yes 191/294 (65.0) 0.93 (0.71, 1.21) 0.5808
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.1119
b 

No 767/1138 (67.4) Reference

Yes 214/341 (62.8) 0.82 (0.63, 1.05) 0.1119

Prior hospitalization for osteoporotic fracture 0.1425
b 

No 837/1247 (67.1) Reference

Yes 141/227 (62.1) 0.80 (0.60, 1.08) 0.1425

≥ 1 fall in the 12 months prior to enrollment 0.0217
b 

No 803/1190 (67.5) Reference

Yes 163/271 (60.1) 0.73 (0.55, 0.95) 0.0217
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0208
b 

No 901/1343 (67.1) Reference

Yes 71/125 (56.8) 0.64 (0.44, 0.94) 0.0208

Parent fractured hip 0.0942
b 

No 565/849 (66.5) Reference

Yes 123/169 (72.8) 1.34 (0.93, 1.94) 0.1149

Unknown 293/461 (63.6) 0.88 (0.69, 1.11) 0.2769

Current smoker 0.5953
b 

No 812/1231 (66.0) Reference

Yes 121/178 (68.0) 1.10 (0.78, 1.53) 0.5953
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 1.0000
b 

No 835/1261 (66.2) Reference

Yes 98/148 (66.2) 1.00 (0.70, 1.43) 1.0000

Prior glucocorticoid use 0.0957
b 

No 875/1307 (66.9) Reference

Yes 94/156 (60.3) 0.75 (0.53, 1.05) 0.0957

Secondary osteoporosis 0.8617
b 

No 865/1303 (66.4) Reference

Yes 114/170 (67.1) 1.03 (0.73, 1.45) 0.8617
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.1786
b 

No 911/1372 (66.4) Reference

Yes 14/17 (82.4) 2.36 (0.68, 8.26) 0.1786

Total hip DXA BMD T-score 0.6931
b 

> -2.5 348/526 (66.2) Reference

≤ -2.5 173/256 (67.6) 1.07 (0.78, 1.47) 0.6931

Femoral neck DXA BMD T-score 0.8161
b 

> -2.5 336/490 (68.6) Reference

≤ -2.5 319/470 (67.9) 0.97 (0.74, 1.27) 0.8161
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.4153
b 

> -2.5 238/359 (66.3) Reference

≤ -2.5 508/739 (68.7) 1.12 (0.85, 1.46) 0.4153
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.0002
b 

< 65 years 371/414 (89.6) Reference

≥ 65 to < 75 years 479/526 (91.1) 1.18 (0.76, 1.83) 0.4533

≥ 75 years 448/539 (83.1) 0.57 (0.39, 0.84) 0.0046

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.5491
b 

≤ Median 689/786 (87.7) Reference

> Median 580/654 (88.7) 1.10 (0.80, 1.52) 0.5491

Number of concomitant medications taken at baseline (median = 2.0) 0.1929
b 

≤ Median 650/750 (86.7) Reference

> Median 648/729 (88.9) 1.23 (0.90, 1.68) 0.1929

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.0679
b 

≤ Median 788/885 (89.0) Reference

> Median 510/594 (85.9) 0.75 (0.55, 1.02) 0.0679

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0335
b 

≤ Median 782/876 (89.3) Reference

> Median 516/603 (85.6) 0.71 (0.52, 0.97) 0.0335

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 201/229 (87.8) NE NE

Unknown 119/132 (90.2) NE NE

Page 2 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.8985
b 

No 104/118 (88.1) Reference

Yes 1194/1361 (87.7) 0.96 (0.54, 1.72) 0.8985

Number of chronic medical conditions of interest
d 

0.7946
b 

0 222/254 (87.4) Reference

1 623/707 (88.1) 1.07 (0.69, 1.65) 0.7635

2 389/442 (88.0) 1.06 (0.66, 1.69) 0.8137

3 64/76 (84.2) 0.77 (0.37, 1.58) 0.4730

Ever exposed to prior PMO therapy 0.2320
b 

No 180/211 (85.3) Reference

Yes 1116/1265 (88.2) 1.29 (0.85, 1.96) 0.2320

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0916
b 

No 307/360 (85.3) Reference

Yes 990/1117 (88.6) 1.35 (0.95, 1.90) 0.0916

Prior calcium and/or vitamin D supplements 0.0122
b 

No 511/600 (85.2) Reference

Yes 787/879 (89.5) 1.49 (1.09, 2.04) 0.0122

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0085
b 

No 885/992 (89.2) Reference

Yes 220/252 (87.3) 0.83 (0.55, 1.27) 0.3901

Not applicable 188/230 (81.7) 0.54 (0.37, 0.80) 0.0020

Page 4 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.155) 0.0003

b 

≤ Median 579/678 (85.4) Reference

> Median 622/678 (91.7) 1.90 (1.34, 2.69) 0.0003

SF-12 mental component summary score (MCS)
e 
(median = 48.570) 0.5568

b 

≤ Median 597/678 (88.1) Reference

> Median 603/677 (89.1) 1.11 (0.79, 1.55) 0.5568

Morisky medication adherence total score
f 
(median = 7.000) 0.6905

b 

≤ Median 613/693 (88.5) Reference

> Median 478/536 (89.2) 1.08 (0.75, 1.54) 0.6905

Page 5 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.0166
b 

< 65 years 281/414 (67.9) Reference

≥ 65 to < 75 years 367/526 (69.8) 1.09 (0.83, 1.44) 0.5326

≥ 75 years 333/539 (61.8) 0.77 (0.58, 1.00) 0.0517

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.1589
b 

≤ Median 512/786 (65.1) Reference

> Median 449/654 (68.7) 1.17 (0.94, 1.46) 0.1589

Number of concomitant medications taken at baseline (median = 2.0) 0.3516
b 

≤ Median 489/750 (65.2) Reference

> Median 492/729 (67.5) 1.11 (0.89, 1.37) 0.3516

Page 6 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.0186
b 

≤ Median 608/885 (68.7) Reference

> Median 373/594 (62.8) 0.77 (0.62, 0.96) 0.0186

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.1182
b 

≤ Median 595/876 (67.9) Reference

> Median 386/603 (64.0) 0.84 (0.68, 1.05) 0.1182

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 147/229 (64.2) NE NE

Unknown 90/132 (68.2) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.9566
b 

No 78/118 (66.1) Reference

Yes 903/1361 (66.3) 1.01 (0.68, 1.50) 0.9566

Number of chronic medical conditions of interest
d 

0.2965
b 

0 170/254 (66.9) Reference

1 483/707 (68.3) 1.07 (0.78, 1.45) 0.6844

2 282/442 (63.8) 0.87 (0.63, 1.21) 0.4052

3 46/76 (60.5) 0.76 (0.45, 1.29) 0.3038

Ever exposed to prior PMO therapy 0.1462
b 

No 131/211 (62.1) Reference

Yes 850/1265 (67.2) 1.25 (0.92, 1.69) 0.1462
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0204
b 

No 221/360 (61.4) Reference

Yes 760/1117 (68.0) 1.34 (1.05, 1.71) 0.0204

Prior calcium and/or vitamin D supplements 0.1462
b 

No 385/600 (64.2) Reference

Yes 596/879 (67.8) 1.18 (0.94, 1.46) 0.1462

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0283
b 

No 671/992 (67.6) Reference

Yes 172/252 (68.3) 1.03 (0.76, 1.38) 0.8525

Not applicable 135/230 (58.7) 0.68 (0.51, 0.91) 0.0101
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.155) 0.0038

b 

≤ Median 432/678 (63.7) Reference

> Median 482/678 (71.1) 1.40 (1.11, 1.76) 0.0038

SF-12 mental component summary score (MCS)
e 
(median = 48.570) 0.8314

b 

≤ Median 455/678 (67.1) Reference

> Median 458/677 (67.7) 1.02 (0.82, 1.29) 0.8314

Morisky medication adherence total score
f 
(median = 7.000) 0.6285

b 

≤ Median 477/693 (68.8) Reference

> Median 362/536 (67.5) 0.94 (0.74, 1.20) 0.6285
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.0076
b 

General 266/308 (86.4) Reference

Speciality 576/640 (90.0) 1.42 (0.94, 2.15) 0.0974

Surgery 386/458 (84.3) 0.85 (0.56, 1.28) 0.4272

Other 65/68 (95.6) 3.42 (1.03, 11.38) 0.0450

Physician gender 0.0026
b 

Male 1014/1137 (89.2) Reference

Female 284/342 (83.0) 0.59 (0.42, 0.83) 0.0026

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.1417
b 

≥ 10 years 1117/1280 (87.3) Reference

< 10 years 181/199 (91.0) 1.47 (0.88, 2.45) 0.1417

Sole physician 0.3826
b 

Sole 633/715 (88.5) Reference

Group 665/764 (87.0) 0.87 (0.64, 1.19) 0.3826

Physician group size 0.0175
b 

2 - 3 369/433 (85.2) Reference

4 - 5 181/198 (91.4) 1.85 (1.05, 3.24) 0.0329

6 - 10 109/123 (88.6) 1.35 (0.73, 2.50) 0.3396

> 10 6/10 (60.0) 0.26 (0.07, 0.95) 0.0412
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.0908
b 

Yes 871/982 (88.7) Reference

No 397/464 (85.6) 0.76 (0.55, 1.05) 0.0908

Centre type 0.0161
b 

Public 479/563 (85.1) Reference

Private 805/898 (89.6) 1.52 (1.11, 2.08) 0.0096

Other 14/18 (77.8) 0.61 (0.20, 1.91) 0.3993

Academic centre 0.0078
b 

Academic 408/486 (84.0) Reference

Non-academic 725/810 (89.5) 1.63 (1.17, 2.27) 0.0037

Both 141/156 (90.4) 1.80 (1.00, 3.23) 0.0495
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.5696
b 

Yes 187/213 (87.8) Reference

No 757/849 (89.2) 1.14 (0.72, 1.82) 0.5696

Reason for prescribing: history of osteoporotic fracture
c 

0.9120
b 

No 823/937 (87.8) Reference

Yes 475/542 (87.6) 0.98 (0.71, 1.36) 0.9120

Reason for prescribing: multiple risk factors for fracture
c 

0.5197
b 

No 700/793 (88.3) Reference

Yes 598/686 (87.2) 0.90 (0.66, 1.23) 0.5197
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.4967
b 

No 872/989 (88.2) Reference

Yes 426/490 (86.9) 0.89 (0.64, 1.24) 0.4967

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.8048
b 

No 1015/1158 (87.7) Reference

Yes 283/321 (88.2) 1.05 (0.72, 1.54) 0.8048

Region 0.2558
b 

Urban 1122/1284 (87.4) Reference

Rural 176/195 (90.3) 1.34 (0.81, 2.21) 0.2558
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.0445
b 

General 215/308 (69.8) Reference

Speciality 437/640 (68.3) 0.93 (0.69, 1.25) 0.6354

Surgery 281/458 (61.4) 0.69 (0.50, 0.93) 0.0166

Other 43/68 (63.2) 0.74 (0.43, 1.29) 0.2917

Physician gender 0.0002
b 

Male 783/1137 (68.9) Reference

Female 198/342 (57.9) 0.62 (0.48, 0.80) 0.0002

Page 6 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.7479
b 

≥ 10 years 847/1280 (66.2) Reference

< 10 years 134/199 (67.3) 1.05 (0.77, 1.45) 0.7479

Sole physician 0.0830
b 

Sole 490/715 (68.5) Reference

Group 491/764 (64.3) 0.83 (0.67, 1.03) 0.0830

Physician group size 0.0232
b 

2 - 3 265/433 (61.2) Reference

4 - 5 143/198 (72.2) 1.65 (1.14, 2.38) 0.0075

6 - 10 79/123 (64.2) 1.14 (0.75, 1.73) 0.5421

> 10 4/10 (40.0) 0.42 (0.12, 1.52) 0.1874
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.8699
b 

Yes 654/982 (66.6) Reference

No 307/464 (66.2) 0.98 (0.78, 1.24) 0.8699

Centre type 0.0019
b 

Public 352/563 (62.5) Reference

Private 622/898 (69.3) 1.35 (1.08, 1.69) 0.0079

Other 7/18 (38.9) 0.38 (0.15, 1.00) 0.0501

Academic centre 0.0006
b 

Academic 289/486 (59.5) Reference

Non-academic 565/810 (69.8) 1.57 (1.24, 1.99) 0.0002

Both 107/156 (68.6) 1.49 (1.01, 2.18) 0.0421
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.8168
b 

Yes 143/213 (67.1) Reference

No 577/849 (68.0) 1.04 (0.75, 1.43) 0.8168

Reason for prescribing: history of osteoporotic fracture
c 

0.0458
b 

No 639/937 (68.2) Reference

Yes 342/542 (63.1) 0.80 (0.64, 1.00) 0.0458

Reason for prescribing: multiple risk factors for fracture
c 

0.5070
b 

No 532/793 (67.1) Reference

Yes 449/686 (65.5) 0.93 (0.75, 1.15) 0.5070
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months Overall
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.1291
b 

No 643/989 (65.0) Reference

Yes 338/490 (69.0) 1.20 (0.95, 1.51) 0.1291

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.9909
b 

No 768/1158 (66.3) Reference

Yes 213/321 (66.4) 1.00 (0.77, 1.30) 0.9909

Region 0.9148
b 

Urban 851/1284 (66.3) Reference

Rural 130/195 (66.7) 1.02 (0.74, 1.40) 0.9148
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.2713
b 

Private 123/135 (91.1) Reference

Public 1161/1328 (87.4) 0.68 (0.37, 1.25) 0.2156

Other 2/3 (66.7) 0.20 (0.02, 2.31) 0.1952

Highest education 0.5986
b 

University 106/124 (85.5) Reference

Secondary education 391/438 (89.3) 1.41 (0.79, 2.53) 0.2463

Elementary education 379/436 (86.9) 1.13 (0.64, 2.00) 0.6772

No formal education 33/37 (89.2) 1.40 (0.44, 4.43) 0.5660

Page 1 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.0401
b 

Nursing home 14/18 (77.8) Reference

At home with spouse/family 762/855 (89.1) 2.34 (0.75, 7.26) 0.1408

At home with care/support 28/35 (80.0) 1.14 (0.29, 4.57) 0.8502

At home alone 321/380 (84.5) 1.55 (0.49, 4.89) 0.4503

Employment status 0.3952
b 

Employed 140/156 (89.7) Reference

Not employed 1106/1266 (87.4) 0.79 (0.46, 1.36) 0.3952

Marital status 0.0038
b 

Married 696/775 (89.8) Reference

Non-married 449/532 (84.4) 0.61 (0.44, 0.85) 0.0038
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.4837
b 

≤ Median 692/786 (88.0) Reference

> Median 424/489 (86.7) 0.89 (0.63, 1.24) 0.4837

Method of transport to health provider 0.7418
b 

Walking 169/192 (88.0) Reference

Non-walking 930/1067 (87.2) 0.92 (0.58, 1.48) 0.7418
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.3682
b 

Private 82/135 (60.7) Reference

Public 887/1328 (66.8) 1.30 (0.90, 1.87) 0.1575

Other 2/3 (66.7) 1.29 (0.11, 14.61) 0.8356

Highest education 0.6942
b 

University 80/124 (64.5) Reference

Secondary education 291/438 (66.4) 1.09 (0.72, 1.65) 0.6900

Elementary education 302/436 (69.3) 1.24 (0.81, 1.89) 0.3167

No formal education 24/37 (64.9) 1.02 (0.47, 2.19) 0.9689
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.2784
b 

Nursing home 9/18 (50.0) Reference

At home with spouse/family 575/855 (67.3) 2.05 (0.81, 5.23) 0.1314

At home with care/support 20/35 (57.1) 1.33 (0.43, 4.17) 0.6213

At home alone 257/380 (67.6) 2.09 (0.81, 5.39) 0.1279

Employment status 0.7073
b 

Employed 105/156 (67.3) Reference

Not employed 833/1266 (65.8) 0.93 (0.66, 1.33) 0.7073

Marital status 0.2986
b 

Married 524/775 (67.6) Reference

Non-married 345/532 (64.8) 0.88 (0.70, 1.12) 0.2986
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months Overall (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.3639
b 

≤ Median 540/786 (68.7) Reference

> Median 324/489 (66.3) 0.89 (0.70, 1.14) 0.3639

Method of transport to health provider 0.6009
b 

Walking 132/192 (68.8) Reference

Non-walking 713/1067 (66.8) 0.92 (0.66, 1.27) 0.6009
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.6.  Univariate Analysis of Adherence at 12 and 24 Months by Country
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Country 0.3132
b 

Germany 507/579 (87.6) Reference

Austria 255/300 (85.0) 0.80 (0.54, 1.20) 0.2888

Greece 268/299 (89.6) 1.23 (0.79, 1.92) 0.3678

Belgium 268/301 (89.0) 1.15 (0.74, 1.79) 0.5232
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.3.6.  Univariate Analysis of Adherence at 12 and 24 Months by Country
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Country 0.0927
b 

Germany 364/579 (62.9) Reference

Austria 198/300 (66.0) 1.15 (0.86, 1.54) 0.3592

Greece 208/299 (69.6) 1.35 (1.00, 1.82) 0.0487

Belgium 211/301 (70.1) 1.38 (1.03, 1.87) 0.0328
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.9962
c 

Active reminder 259/296 (87.5) Reference

Passive reminder 115/131 (87.8) 1.03 (0.55, 1.92) 0.9344

No reminder 133/152 (87.5) 1.00 (0.55, 1.81) 1.0000

Page 1 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.7539
c 

Active reminder 184/296 (62.2) Reference

Passive reminder 86/131 (65.6) 1.16 (0.76, 1.79) 0.4909

No reminder 94/152 (61.8) 0.99 (0.66, 1.48) 0.9473

Page 2 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.5260
b 

> 25 kg/m
2

245/283 (86.6) Reference

≤ 25 kg/m
2

250/283 (88.3) 1.18 (0.71, 1.93) 0.5260

Age at menopause (years) (median = 50.0) 0.0183
b 

≤ Median 288/333 (86.5) Reference

> Median 141/150 (94.0) 2.45 (1.16, 5.15) 0.0183

Cause of menopause 0.6151
b 

Natural onset 333/374 (89.0) Reference

Clinically/surgically induced 89/102 (87.3) 0.84 (0.43, 1.64) 0.6151

Page 1 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.7876
b 

No 108/125 (86.4) Reference

Yes 365/418 (87.3) 1.08 (0.60, 1.95) 0.7876

Height loss since self-reported maximal height (cm) (median = 4.00) 0.8536
b 

≤ Median 183/209 (87.6) Reference

> Median 180/207 (87.0) 0.95 (0.53, 1.69) 0.8536

Time since most recent fracture to first Prolia
®

injection 0.9235
b 

< 12 months 89/102 (87.3) Reference

≥ 12 months 245/282 (86.9) 0.97 (0.49, 1.90) 0.9235

Page 2 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.7067
b 

No 159/180 (88.3) Reference

Yes 348/399 (87.2) 0.90 (0.52, 1.55) 0.7067

Historical osteoporotic hip fracture 0.6530
b 

No 491/560 (87.7) Reference

Yes 16/19 (84.2) 0.75 (0.21, 2.64) 0.6530

Historical osteoporotic vertebral fracture 0.6602
b 

No 351/399 (88.0) Reference

Yes 156/180 (86.7) 0.89 (0.53, 1.50) 0.6602

Page 3 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.4600
b 

No 346/392 (88.3) Reference

Yes 161/187 (86.1) 0.82 (0.49, 1.38) 0.4600

Prior hospitalization for osteoporotic fracture 0.7717
b 

No 411/468 (87.8) Reference

Yes 92/106 (86.8) 0.91 (0.49, 1.71) 0.7717

≥ 1 fall in the 12 months prior to enrollment 0.5199
b 

No 402/458 (87.8) Reference

Yes 88/103 (85.4) 0.82 (0.44, 1.51) 0.5199

Page 4 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-004-002-adher-univ-condition-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 704 of 1214



Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.8125
b 

No 458/524 (87.4) Reference

Yes 39/44 (88.6) 1.12 (0.43, 2.95) 0.8125

Parent fractured hip 0.9766
b 

No 239/272 (87.9) Reference

Yes 47/54 (87.0) 0.93 (0.39, 2.22) 0.8651

Unknown 221/253 (87.4) 0.95 (0.57, 1.60) 0.8577

Current smoker 0.1271
b 

No 395/459 (86.1) Reference

Yes 47/50 (94.0) 2.54 (0.77, 8.40) 0.1271

Page 5 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.6175
b 

No 398/457 (87.1) Reference

Yes 44/52 (84.6) 0.82 (0.37, 1.82) 0.6175

Prior glucocorticoid use 0.1548
b 

No 432/490 (88.2) Reference

Yes 60/73 (82.2) 0.62 (0.32, 1.20) 0.1548

Secondary osteoporosis 0.1326
b 

No 448/507 (88.4) Reference

Yes 54/66 (81.8) 0.59 (0.30, 1.17) 0.1326
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.4390
b 

No 428/486 (88.1) Reference

Yes 3/4 (75.0) 0.41 (0.04, 3.97) 0.4390

Total hip DXA BMD T-score 0.1009
b 

> -2.5 202/239 (84.5) Reference

≤ -2.5 109/120 (90.8) 1.82 (0.89, 3.70) 0.1009

Femoral neck DXA BMD T-score 0.3978
b 

> -2.5 199/231 (86.1) Reference

≤ -2.5 146/164 (89.0) 1.30 (0.70, 2.41) 0.3978
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.0134
b 

> -2.5 109/135 (80.7) Reference

≤ -2.5 273/305 (89.5) 2.03 (1.16, 3.57) 0.0134
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.0828
b 

> 25 kg/m
2

167/283 (59.0) Reference

≤ 25 kg/m
2

187/283 (66.1) 1.35 (0.96, 1.90) 0.0828

Age at menopause (years) (median = 50.0) 0.4348
b 

≤ Median 212/333 (63.7) Reference

> Median 101/150 (67.3) 1.18 (0.78, 1.77) 0.4348

Cause of menopause 0.4834
b 

Natural onset 245/374 (65.5) Reference

Clinically/surgically induced 63/102 (61.8) 0.85 (0.54, 1.34) 0.4834
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-004-002-adher-univ-condition-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 709 of 1214



Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.5453
b 

No 74/125 (59.2) Reference

Yes 260/418 (62.2) 1.13 (0.75, 1.71) 0.5453

Height loss since self-reported maximal height (cm) (median = 4.00) 0.9802
b 

≤ Median 130/209 (62.2) Reference

> Median 129/207 (62.3) 1.01 (0.68, 1.49) 0.9802

Time since most recent fracture to first Prolia
®

injection 0.1919
b 

< 12 months 58/102 (56.9) Reference

≥ 12 months 181/282 (64.2) 1.36 (0.86, 2.16) 0.1919
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.5978
b 

No 116/180 (64.4) Reference

Yes 248/399 (62.2) 0.91 (0.63, 1.31) 0.5978

Historical osteoporotic hip fracture 0.1618
b 

No 355/560 (63.4) Reference

Yes 9/19 (47.4) 0.52 (0.21, 1.30) 0.1618

Historical osteoporotic vertebral fracture 0.7333
b 

No 249/399 (62.4) Reference

Yes 115/180 (63.9) 1.07 (0.74, 1.54) 0.7333
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-004-002-adher-univ-condition-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 711 of 1214



Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.4016
b 

No 251/392 (64.0) Reference

Yes 113/187 (60.4) 0.86 (0.60, 1.23) 0.4016

Prior hospitalization for osteoporotic fracture 0.0889
b 

No 302/468 (64.5) Reference

Yes 59/106 (55.7) 0.69 (0.45, 1.06) 0.0889

≥ 1 fall in the 12 months prior to enrollment 0.0421
b 

No 294/458 (64.2) Reference

Yes 55/103 (53.4) 0.64 (0.42, 0.98) 0.0421
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.6270
b 

No 329/524 (62.8) Reference

Yes 26/44 (59.1) 0.86 (0.46, 1.60) 0.6270

Parent fractured hip 0.6462
b 

No 166/272 (61.0) Reference

Yes 36/54 (66.7) 1.28 (0.69, 2.36) 0.4365

Unknown 162/253 (64.0) 1.14 (0.80, 1.62) 0.4779

Current smoker 0.0170
b 

No 277/459 (60.3) Reference

Yes 39/50 (78.0) 2.33 (1.16, 4.67) 0.0170
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.4916
b 

No 286/457 (62.6) Reference

Yes 30/52 (57.7) 0.82 (0.46, 1.46) 0.4916

Prior glucocorticoid use 0.0264
b 

No 315/490 (64.3) Reference

Yes 37/73 (50.7) 0.57 (0.35, 0.94) 0.0264

Secondary osteoporosis 0.7236
b 

No 319/507 (62.9) Reference

Yes 43/66 (65.2) 1.10 (0.64, 1.89) 0.7236
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.6243
b 

No 306/486 (63.0) Reference

Yes 3/4 (75.0) 1.76 (0.18, 17.08) 0.6243

Total hip DXA BMD T-score 0.1828
b 

> -2.5 142/239 (59.4) Reference

≤ -2.5 80/120 (66.7) 1.37 (0.86, 2.16) 0.1828

Femoral neck DXA BMD T-score 0.3333
b 

> -2.5 144/231 (62.3) Reference

≤ -2.5 110/164 (67.1) 1.23 (0.81, 1.87) 0.3333

Page 15 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.0132
b 

> -2.5 74/135 (54.8) Reference

≤ -2.5 205/305 (67.2) 1.69 (1.12, 2.56) 0.0132
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-004-002-adher-univ-condition-rel-deu-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 716 of 1214



Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.0248
b 

< 65 years 103/116 (88.8) Reference

≥ 65 to < 75 years 199/217 (91.7) 1.40 (0.66, 2.96) 0.3852

≥ 75 years 205/246 (83.3) 0.63 (0.32, 1.23) 0.1763

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.9742
b 

≤ Median 267/304 (87.8) Reference

> Median 229/261 (87.7) 0.99 (0.60, 1.64) 0.9742

Number of concomitant medications taken at baseline (median = 2.0) 0.9570
b 

≤ Median 287/328 (87.5) Reference

> Median 220/251 (87.6) 1.01 (0.62, 1.67) 0.9570

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.4797
b 

≤ Median 283/320 (88.4) Reference

> Median 224/259 (86.5) 0.84 (0.51, 1.37) 0.4797

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0417
b 

≤ Median 304/338 (89.9) Reference

> Median 203/241 (84.2) 0.60 (0.36, 0.98) 0.0417

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 49/57 (86.0) NE NE

Unknown 109/121 (90.1) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.6269
b 

No 28/33 (84.8) Reference

Yes 479/546 (87.7) 1.28 (0.48, 3.42) 0.6269

Number of chronic medical conditions of interest
d 

0.6820
b 

0 51/57 (89.5) Reference

1 255/289 (88.2) 0.88 (0.35, 2.21) 0.7894

2 175/201 (87.1) 0.79 (0.31, 2.03) 0.6269

3 26/32 (81.3) 0.51 (0.15, 1.74) 0.2815

Ever exposed to prior PMO therapy 0.2499
b 

No 54/65 (83.1) Reference

Yes 452/513 (88.1) 1.51 (0.75, 3.04) 0.2499

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.8605
b 

No 115/132 (87.1) Reference

Yes 392/447 (87.7) 1.05 (0.59, 1.89) 0.8605

Prior calcium and/or vitamin D supplements 0.1450
b 

No 167/197 (84.8) Reference

Yes 340/382 (89.0) 1.45 (0.88, 2.41) 0.1450

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.1908
b 

No 299/334 (89.5) Reference

Yes 85/102 (83.3) 0.59 (0.31, 1.10) 0.0943

Not applicable 118/138 (85.5) 0.69 (0.38, 1.24) 0.2183

Page 4 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 40.130) 0.2876

b 

≤ Median 231/267 (86.5) Reference

> Median 239/267 (89.5) 1.33 (0.79, 2.25) 0.2876

SF-12 mental component summary score (MCS)
e 
(median = 49.485) 0.1842

b 

≤ Median 229/266 (86.1) Reference

> Median 239/266 (89.8) 1.43 (0.84, 2.43) 0.1842

Morisky medication adherence total score
f 
(median = 7.000) 0.5403

b 

≤ Median 213/245 (86.9) Reference

> Median 183/206 (88.8) 1.20 (0.68, 2.12) 0.5403
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.1315
b 

< 65 years 80/116 (69.0) Reference

≥ 65 to < 75 years 140/217 (64.5) 0.82 (0.51, 1.32) 0.4143

≥ 75 years 144/246 (58.5) 0.64 (0.40, 1.01) 0.0575

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.3249
b 

≤ Median 187/304 (61.5) Reference

> Median 171/261 (65.5) 1.19 (0.84, 1.68) 0.3249

Number of concomitant medications taken at baseline (median = 2.0) 0.0613
b 

≤ Median 217/328 (66.2) Reference

> Median 147/251 (58.6) 0.72 (0.51, 1.02) 0.0613
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.0268
b 

≤ Median 214/320 (66.9) Reference

> Median 150/259 (57.9) 0.68 (0.49, 0.96) 0.0268

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.0116
b 

≤ Median 227/338 (67.2) Reference

> Median 137/241 (56.8) 0.64 (0.46, 0.91) 0.0116

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 34/57 (59.6) NE NE

Unknown 81/121 (66.9) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.7820
b 

No 20/33 (60.6) Reference

Yes 344/546 (63.0) 1.11 (0.54, 2.27) 0.7820

Number of chronic medical conditions of interest
d 

0.2210
b 

0 38/57 (66.7) Reference

1 191/289 (66.1) 0.97 (0.53, 1.78) 0.9330

2 118/201 (58.7) 0.71 (0.38, 1.32) 0.2792

3 17/32 (53.1) 0.57 (0.23, 1.37) 0.2090

Ever exposed to prior PMO therapy 0.0605
b 

No 34/65 (52.3) Reference

Yes 330/513 (64.3) 1.64 (0.98, 2.76) 0.0605
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.4142
b 

No 79/132 (59.8) Reference

Yes 285/447 (63.8) 1.18 (0.79, 1.76) 0.4142

Prior calcium and/or vitamin D supplements 0.1546
b 

No 116/197 (58.9) Reference

Yes 248/382 (64.9) 1.29 (0.91, 1.84) 0.1546

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.1089
b 

No 210/334 (62.9) Reference

Yes 72/102 (70.6) 1.42 (0.88, 2.29) 0.1549

Not applicable 79/138 (57.2) 0.79 (0.53, 1.18) 0.2541
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 40.130) 0.0589

b 

≤ Median 160/267 (59.9) Reference

> Median 181/267 (67.8) 1.41 (0.99, 2.01) 0.0589

SF-12 mental component summary score (MCS)
e 
(median = 49.485) 0.1765

b 

≤ Median 162/266 (60.9) Reference

> Median 177/266 (66.5) 1.28 (0.90, 1.82) 0.1765

Morisky medication adherence total score
f 
(median = 7.000) 0.5142

b 

≤ Median 163/245 (66.5) Reference

> Median 131/206 (63.6) 0.88 (0.60, 1.30) 0.5142
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.4496
b 

General 19/20 (95.0) Reference

Speciality 166/191 (86.9) 0.35 (0.04, 2.73) 0.3160

Surgery 279/322 (86.6) 0.34 (0.04, 2.62) 0.3012

Other 43/46 (93.5) 0.75 (0.07, 7.73) 0.8127

Physician gender 0.6533
b 

Male 446/508 (87.8) Reference

Female 61/71 (85.9) 0.85 (0.41, 1.74) 0.6533
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.7855
b 

≥ 10 years 445/509 (87.4) Reference

< 10 years 62/70 (88.6) 1.11 (0.51, 2.44) 0.7855

Sole physician 0.0219
b 

Sole 257/283 (90.8) Reference

Group 250/296 (84.5) 0.55 (0.33, 0.92) 0.0219

Physician group size 0.7430
b 

2 - 3 157/188 (83.5) Reference

4 - 5 68/78 (87.2) 1.34 (0.62, 2.89) 0.4519

6 - 10 25/30 (83.3) 0.99 (0.35, 2.78) 0.9806
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.7719
b 

Yes 375/428 (87.6) Reference

No 117/135 (86.7) 0.92 (0.52, 1.63) 0.7719

Centre type 0.2678
b 

Public 192/223 (86.1) Reference

Private 301/338 (89.1) 1.31 (0.79, 2.19) 0.2950

Other 14/18 (77.8) 0.57 (0.17, 1.83) 0.3407

Academic centre 0.2000
b 

Academic 181/214 (84.6) Reference

Non-academic 257/286 (89.9) 1.62 (0.95, 2.76) 0.0782

Both 61/71 (85.9) 1.11 (0.52, 2.39) 0.7850
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.0486
b 

Yes 41/52 (78.8) Reference

No 322/363 (88.7) 2.11 (1.00, 4.42) 0.0486

Reason for prescribing: history of osteoporotic fracture
c 

0.8122
b 

No 260/298 (87.2) Reference

Yes 247/281 (87.9) 1.06 (0.65, 1.74) 0.8122

Reason for prescribing: multiple risk factors for fracture
c 

0.2652
b 

No 268/301 (89.0) Reference

Yes 239/278 (86.0) 0.75 (0.46, 1.24) 0.2652
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.5933
b 

No 340/386 (88.1) Reference

Yes 167/193 (86.5) 0.87 (0.52, 1.45) 0.5933

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.7942
b 

No 408/465 (87.7) Reference

Yes 99/114 (86.8) 0.92 (0.50, 1.70) 0.7942

Region 0.3030
b 

Urban 411/473 (86.9) Reference

Rural 96/106 (90.6) 1.45 (0.72, 2.93) 0.3030
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.2103
b 

General 17/20 (85.0) Reference

Speciality 120/191 (62.8) 0.30 (0.08, 1.05) 0.0603

Surgery 201/322 (62.4) 0.29 (0.08, 1.02) 0.0540

Other 26/46 (56.5) 0.23 (0.06, 0.89) 0.0337

Physician gender 0.0248
b 

Male 328/508 (64.6) Reference

Female 36/71 (50.7) 0.56 (0.34, 0.93) 0.0248
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.2915
b 

≥ 10 years 324/509 (63.7) Reference

< 10 years 40/70 (57.1) 0.76 (0.46, 1.26) 0.2915

Sole physician 0.0156
b 

Sole 192/283 (67.8) Reference

Group 172/296 (58.1) 0.66 (0.47, 0.92) 0.0156

Physician group size 0.2511
b 

2 - 3 108/188 (57.4) Reference

4 - 5 50/78 (64.1) 1.32 (0.77, 2.28) 0.3149

6 - 10 14/30 (46.7) 0.65 (0.30, 1.40) 0.2718
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.5192
b 

Yes 270/428 (63.1) Reference

No 81/135 (60.0) 0.88 (0.59, 1.30) 0.5192

Centre type 0.0690
b 

Public 136/223 (61.0) Reference

Private 221/338 (65.4) 1.21 (0.85, 1.71) 0.2895

Other 7/18 (38.9) 0.41 (0.15, 1.09) 0.0738

Academic centre 0.2327
b 

Academic 124/214 (57.9) Reference

Non-academic 187/286 (65.4) 1.37 (0.95, 1.97) 0.0900

Both 45/71 (63.4) 1.26 (0.72, 2.19) 0.4196
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.7767
b 

Yes 34/52 (65.4) Reference

No 230/363 (63.4) 0.92 (0.50, 1.68) 0.7767

Reason for prescribing: history of osteoporotic fracture
c 

0.9101
b 

No 188/298 (63.1) Reference

Yes 176/281 (62.6) 0.98 (0.70, 1.37) 0.9101

Reason for prescribing: multiple risk factors for fracture
c 

0.1314
b 

No 198/301 (65.8) Reference

Yes 166/278 (59.7) 0.77 (0.55, 1.08) 0.1314
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Germany
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.0521
b 

No 232/386 (60.1) Reference

Yes 132/193 (68.4) 1.44 (1.00, 2.07) 0.0521

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.6141
b 

No 290/465 (62.4) Reference

Yes 74/114 (64.9) 1.12 (0.73, 1.71) 0.6141

Region 0.5996
b 

Urban 295/473 (62.4) Reference

Rural 69/106 (65.1) 1.13 (0.72, 1.75) 0.5996

Page 10 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.7004
b 

Private 90/100 (90.0) Reference

Public 405/466 (86.9) 0.74 (0.36, 1.50) 0.3988

Other 1/1 (100) NE NE

Highest education 0.1818
b 

University 37/47 (78.7) Reference

Secondary education 63/75 (84.0) 1.42 (0.56, 3.60) 0.4619

Elementary education 120/132 (90.9) 2.70 (1.08, 6.76) 0.0335

No formal education 13/15 (86.7) 1.76 (0.34, 9.10) 0.5018

Page 1 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.9018
b 

Nursing home 4/5 (80.0) Reference

At home with spouse/family 220/253 (87.0) 1.67 (0.18, 15.38) 0.6512

At home with care/support 10/12 (83.3) 1.25 (0.09, 17.98) 0.8689

At home alone 123/145 (84.8) 1.40 (0.15, 13.11) 0.7683

Employment status 0.6912
b 

Employed 48/56 (85.7) Reference

Not employed 423/483 (87.6) 1.18 (0.53, 2.60) 0.6912

Marital status 0.4285
b 

Married 220/250 (88.0) Reference

Non-married 158/185 (85.4) 0.80 (0.46, 1.40) 0.4285

Page 2 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.6860
b 

≤ Median 184/211 (87.2) Reference

> Median 151/176 (85.8) 0.89 (0.49, 1.59) 0.6860

Method of transport to health provider 0.6869
b 

Walking 37/42 (88.1) Reference

Non-walking 278/324 (85.8) 0.82 (0.31, 2.19) 0.6869

Page 3 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.4757
b 

Private 57/100 (57.0) Reference

Public 296/466 (63.5) 1.31 (0.85, 2.04) 0.2229

Other 1/1 (100) NE NE

Highest education 0.8924
b 

University 30/47 (63.8) Reference

Secondary education 45/75 (60.0) 0.85 (0.40, 1.81) 0.6724

Elementary education 86/132 (65.2) 1.06 (0.53, 2.12) 0.8706

No formal education 10/15 (66.7) 1.13 (0.33, 3.87) 0.8416

Page 4 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.0273
b 

Nursing home 1/5 (20.0) Reference

At home with spouse/family 153/253 (60.5) 6.11 (0.67, 55.40) 0.1076

At home with care/support 5/12 (41.7) 2.85 (0.24, 33.82) 0.4060

At home alone 102/145 (70.3) 9.47 (1.03, 87.13) 0.0470

Employment status 0.3536
b 

Employed 38/56 (67.9) Reference

Not employed 297/483 (61.5) 0.76 (0.42, 1.36) 0.3536

Marital status 0.4727
b 

Married 151/250 (60.4) Reference

Non-married 118/185 (63.8) 1.15 (0.78, 1.71) 0.4727

Page 5 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.4.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Germany (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.3243
b 

≤ Median 142/211 (67.3) Reference

> Median 110/176 (62.5) 0.81 (0.53, 1.23) 0.3243

Method of transport to health provider 0.4196
b 

Walking 29/42 (69.0) Reference

Non-walking 203/324 (62.7) 0.75 (0.38, 1.50) 0.4196

Page 6 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.0071
c 

Active reminder 151/166 (91.0) Reference

Passive reminder 45/57 (78.9) 0.37 (0.16, 0.85) 0.0195

No reminder 59/77 (76.6) 0.33 (0.15, 0.69) 0.0033

Page 1 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.3989
c 

Active reminder 115/166 (69.3) Reference

Passive reminder 36/57 (63.2) 0.76 (0.40, 1.43) 0.3947

No reminder 47/77 (61.0) 0.69 (0.40, 1.22) 0.2060

Page 2 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.2882
b 

> 25 kg/m
2

104/121 (86.0) Reference

≤ 25 kg/m
2

137/152 (90.1) 1.49 (0.71, 3.13) 0.2882

Age at menopause (years) (median = 50.0) 0.9539
b 

≤ Median 142/167 (85.0) Reference

> Median 110/129 (85.3) 1.02 (0.53, 1.95) 0.9539

Cause of menopause 0.1860
b 

Natural onset 216/256 (84.4) Reference

Clinically/surgically induced 37/40 (92.5) 2.28 (0.67, 7.77) 0.1860

Page 1 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.6216
b 

No 65/75 (86.7) Reference

Yes 188/223 (84.3) 0.83 (0.39, 1.76) 0.6216

Height loss since self-reported maximal height (cm) (median = 3.00) 0.2734
b 

≤ Median 109/126 (86.5) Reference

> Median 77/95 (81.1) 0.67 (0.32, 1.38) 0.2734

Time since most recent fracture to first Prolia
®

injection 0.8139
b 

< 12 months 45/51 (88.2) Reference

≥ 12 months 77/86 (89.5) 1.14 (0.38, 3.42) 0.8139

Page 2 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.3090
b 

No 132/159 (83.0) Reference

Yes 123/141 (87.2) 1.40 (0.73, 2.66) 0.3090

Historical osteoporotic hip fracture 0.7637
b 

No 246/289 (85.1) Reference

Yes 9/11 (81.8) 0.79 (0.16, 3.77) 0.7637

Historical osteoporotic vertebral fracture 0.9115
b 

No 231/272 (84.9) Reference

Yes 24/28 (85.7) 1.06 (0.35, 3.23) 0.9115

Page 3 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.0211
b 

No 203/246 (82.5) Reference

Yes 52/54 (96.3) 5.51 (1.29, 23.48) 0.0211

Prior hospitalization for osteoporotic fracture 0.2829
b 

No 210/250 (84.0) Reference

Yes 45/50 (90.0) 1.71 (0.64, 4.59) 0.2829

≥ 1 fall in the 12 months prior to enrollment 0.0702
b 

No 211/243 (86.8) Reference

Yes 44/57 (77.2) 0.51 (0.25, 1.06) 0.0702

Page 4 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0817
b 

No 236/274 (86.1) Reference

Yes 19/26 (73.1) 0.44 (0.17, 1.11) 0.0817

Parent fractured hip 0.0271
b 

No 171/197 (86.8) Reference

Yes 32/34 (94.1) 2.43 (0.55, 10.75) 0.2415

Unknown 52/69 (75.4) 0.47 (0.23, 0.92) 0.0286

Current smoker 0.9304
b 

No 214/252 (84.9) Reference

Yes 41/48 (85.4) 1.04 (0.43, 2.49) 0.9304

Page 5 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.0749
b 

No 217/260 (83.5) Reference

Yes 38/40 (95.0) 3.76 (0.88, 16.20) 0.0749

Prior glucocorticoid use 0.2971
b 

No 238/278 (85.6) Reference

Yes 17/22 (77.3) 0.57 (0.20, 1.64) 0.2971

Secondary osteoporosis 0.9304
b 

No 214/252 (84.9) Reference

Yes 41/48 (85.4) 1.04 (0.43, 2.49) 0.9304
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 250/295 (84.7) Reference

Yes 5/5 (100) NE NE

Total hip DXA BMD T-score 0.3859
b 

> -2.5 111/120 (92.5) Reference

≤ -2.5 37/42 (88.1) 0.60 (0.19, 1.90) 0.3859

Femoral neck DXA BMD T-score 0.3953
b 

> -2.5 100/108 (92.6) Reference

≤ -2.5 64/72 (88.9) 0.64 (0.23, 1.79) 0.3953
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.7676
b 

> -2.5 42/47 (89.4) Reference

≤ -2.5 119/131 (90.8) 1.18 (0.39, 3.55) 0.7676
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.9551
b 

> 25 kg/m
2

84/121 (69.4) Reference

≤ 25 kg/m
2

106/152 (69.7) 1.02 (0.60, 1.71) 0.9551

Age at menopause (years) (median = 50.0) 0.3751
b 

≤ Median 107/167 (64.1) Reference

> Median 89/129 (69.0) 1.25 (0.77, 2.03) 0.3751

Cause of menopause 0.0099
b 

Natural onset 162/256 (63.3) Reference

Clinically/surgically induced 34/40 (85.0) 3.29 (1.33, 8.12) 0.0099
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-005-002-adher-univ-condition-rel-aut-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 753 of 1214



Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.1282
b 

No 55/75 (73.3) Reference

Yes 142/223 (63.7) 0.64 (0.36, 1.14) 0.1282

Height loss since self-reported maximal height (cm) (median = 3.00) 0.8176
b 

≤ Median 79/126 (62.7) Reference

> Median 61/95 (64.2) 1.07 (0.61, 1.86) 0.8176

Time since most recent fracture to first Prolia
®

injection 0.6664
b 

< 12 months 35/51 (68.6) Reference

≥ 12 months 62/86 (72.1) 1.18 (0.55, 2.52) 0.6664
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.2283
b 

No 100/159 (62.9) Reference

Yes 98/141 (69.5) 1.34 (0.83, 2.18) 0.2283

Historical osteoporotic hip fracture 0.8662
b 

No 191/289 (66.1) Reference

Yes 7/11 (63.6) 0.90 (0.26, 3.14) 0.8662

Historical osteoporotic vertebral fracture 0.2950
b 

No 177/272 (65.1) Reference

Yes 21/28 (75.0) 1.61 (0.66, 3.92) 0.2950
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-005-002-adher-univ-condition-rel-aut-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 755 of 1214



Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.1692
b 

No 158/246 (64.2) Reference

Yes 40/54 (74.1) 1.59 (0.82, 3.08) 0.1692

Prior hospitalization for osteoporotic fracture 0.3281
b 

No 162/250 (64.8) Reference

Yes 36/50 (72.0) 1.40 (0.71, 2.73) 0.3281

≥ 1 fall in the 12 months prior to enrollment 0.8464
b 

No 161/243 (66.3) Reference

Yes 37/57 (64.9) 0.94 (0.51, 1.73) 0.8464
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0764
b 

No 185/274 (67.5) Reference

Yes 13/26 (50.0) 0.48 (0.21, 1.08) 0.0764

Parent fractured hip 0.0057
b 

No 136/197 (69.0) Reference

Yes 27/34 (79.4) 1.73 (0.71, 4.19) 0.2245

Unknown 35/69 (50.7) 0.46 (0.26, 0.81) 0.0069

Current smoker 0.4414
b 

No 164/252 (65.1) Reference

Yes 34/48 (70.8) 1.30 (0.66, 2.56) 0.4414
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.3531
b 

No 169/260 (65.0) Reference

Yes 29/40 (72.5) 1.42 (0.68, 2.97) 0.3531

Prior glucocorticoid use 0.8225
b 

No 183/278 (65.8) Reference

Yes 15/22 (68.2) 1.11 (0.44, 2.82) 0.8225

Secondary osteoporosis 0.9156
b 

No 166/252 (65.9) Reference

Yes 32/48 (66.7) 1.04 (0.54, 1.99) 0.9156
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 193/295 (65.4) Reference

Yes 5/5 (100) NE NE

Total hip DXA BMD T-score 0.9419
b 

> -2.5 85/120 (70.8) Reference

≤ -2.5 30/42 (71.4) 1.03 (0.47, 2.24) 0.9419

Femoral neck DXA BMD T-score 0.9468
b 

> -2.5 76/108 (70.4) Reference

≤ -2.5 51/72 (70.8) 1.02 (0.53, 1.97) 0.9468
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.3547
b 

> -2.5 35/47 (74.5) Reference

≤ -2.5 88/131 (67.2) 0.70 (0.33, 1.49) 0.3547
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.1785
b 

< 65 years 65/73 (89.0) Reference

≥ 65 to < 75 years 107/123 (87.0) 0.82 (0.33, 2.03) 0.6726

≥ 75 years 83/104 (79.8) 0.49 (0.20, 1.17) 0.1071

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.0329
b 

≤ Median 126/155 (81.3) Reference

> Median 121/134 (90.3) 2.14 (1.06, 4.31) 0.0329

Number of concomitant medications taken at baseline (median = 2.0) 0.1392
b 

≤ Median 128/156 (82.1) Reference

> Median 127/144 (88.2) 1.63 (0.85, 3.13) 0.1392

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.3725
b 

≤ Median 143/165 (86.7) Reference

> Median 112/135 (83.0) 0.75 (0.40, 1.41) 0.3725

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.5051
b 

≤ Median 144/167 (86.2) Reference

> Median 111/133 (83.5) 0.81 (0.43, 1.52) 0.5051

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 53/64 (82.8) NE NE

Unknown 5/6 (83.3) NE NE

Page 2 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.4266
b 

No 20/22 (90.9) Reference

Yes 235/278 (84.5) 0.55 (0.12, 2.42) 0.4266

Number of chronic medical conditions of interest
d 

0.7767
b 

0 44/50 (88.0) Reference

1 131/153 (85.6) 0.81 (0.31, 2.13) 0.6723

2 65/78 (83.3) 0.68 (0.24, 1.93) 0.4705

3 15/19 (78.9) 0.51 (0.13, 2.06) 0.3458

Ever exposed to prior PMO therapy 0.0126
b 

No 35/48 (72.9) Reference

Yes 220/252 (87.3) 2.55 (1.22, 5.33) 0.0126

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0033
b 

No 50/68 (73.5) Reference

Yes 205/232 (88.4) 2.73 (1.40, 5.35) 0.0033

Prior calcium and/or vitamin D supplements 0.0001
b 

No 114/149 (76.5) Reference

Yes 141/151 (93.4) 4.33 (2.05, 9.11) 0.0001

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.2700
b 

No 191/226 (84.5) Reference

Yes 53/59 (89.8) 1.62 (0.65, 4.05) 0.3038

Not applicable 11/15 (73.3) 0.50 (0.15, 1.67) 0.2629
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.020) 0.0553

b 

≤ Median 119/147 (81.0) Reference

> Median 130/146 (89.0) 1.91 (0.99, 3.71) 0.0553

SF-12 mental component summary score (MCS)
e 
(median = 50.380) 0.3159

b 

≤ Median 128/147 (87.1) Reference

> Median 121/146 (82.9) 0.72 (0.38, 1.37) 0.3159

Morisky medication adherence total score
f 
(median = 7.000) 0.1536

b 

≤ Median 150/171 (87.7) Reference

> Median 78/96 (81.3) 0.61 (0.31, 1.21) 0.1536
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.3525
b 

< 65 years 50/73 (68.5) Reference

≥ 65 to < 75 years 85/123 (69.1) 1.03 (0.55, 1.92) 0.9287

≥ 75 years 63/104 (60.6) 0.71 (0.38, 1.33) 0.2814

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.7199
b 

≤ Median 101/155 (65.2) Reference

> Median 90/134 (67.2) 1.09 (0.67, 1.78) 0.7199

Number of concomitant medications taken at baseline (median = 2.0) 0.0156
b 

≤ Median 93/156 (59.6) Reference

> Median 105/144 (72.9) 1.82 (1.12, 2.97) 0.0156
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.4776
b 

≤ Median 106/165 (64.2) Reference

> Median 92/135 (68.1) 1.19 (0.74, 1.93) 0.4776

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.5861
b 

≤ Median 108/167 (64.7) Reference

> Median 90/133 (67.7) 1.14 (0.71, 1.85) 0.5861

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 39/64 (60.9) NE NE

Unknown 5/6 (83.3) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.0398
b 

No 10/22 (45.5) Reference

Yes 188/278 (67.6) 2.51 (1.04, 6.02) 0.0398

Number of chronic medical conditions of interest
d 

0.4386
b 

0 29/50 (58.0) Reference

1 106/153 (69.3) 1.63 (0.85, 3.15) 0.1442

2 52/78 (66.7) 1.45 (0.70, 3.01) 0.3219

3 11/19 (57.9) 1.00 (0.34, 2.90) 0.9937

Ever exposed to prior PMO therapy 0.0282
b 

No 25/48 (52.1) Reference

Yes 173/252 (68.7) 2.01 (1.08, 3.77) 0.0282
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0466
b 

No 38/68 (55.9) Reference

Yes 160/232 (69.0) 1.75 (1.01, 3.05) 0.0466

Prior calcium and/or vitamin D supplements 0.0013
b 

No 85/149 (57.0) Reference

Yes 113/151 (74.8) 2.24 (1.37, 3.66) 0.0013

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.3480
b 

No 144/226 (63.7) Reference

Yes 43/59 (72.9) 1.53 (0.81, 2.89) 0.1890

Not applicable 11/15 (73.3) 1.57 (0.48, 5.08) 0.4549
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.5.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.020) 0.0532

b 

≤ Median 90/147 (61.2) Reference

> Median 105/146 (71.9) 1.62 (0.99, 2.65) 0.0532

SF-12 mental component summary score (MCS)
e 
(median = 50.380) 0.2013

b 

≤ Median 103/147 (70.1) Reference

> Median 92/146 (63.0) 0.73 (0.45, 1.18) 0.2013

Morisky medication adherence total score
f 
(median = 7.000) 0.2798

b 

≤ Median 118/171 (69.0) Reference

> Median 60/96 (62.5) 0.75 (0.44, 1.27) 0.2798
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-patient-rel.sas 
Output: t14t-04-002-005-003-adher-univ-patient-rel-aut-l.rtf (Date Generated: 20NOV2015: 5:49:27)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 770 of 1214



Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality <.0001
b 

General 66/81 (81.5) Reference

Speciality 148/158 (93.7) 3.36 (1.44, 7.88) 0.0052

Surgery 32/52 (61.5) 0.36 (0.16, 0.80) 0.0122

Other 9/9 (100) NE NE

Physician gender 0.0456
b 

Male 138/155 (89.0) Reference

Female 117/145 (80.7) 0.51 (0.27, 0.99) 0.0456
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.4099
b 

≥ 10 years 245/287 (85.4) Reference

< 10 years 10/13 (76.9) 0.57 (0.15, 2.16) 0.4099

Sole physician 0.1227
b 

Sole 156/189 (82.5) Reference

Group 99/111 (89.2) 1.75 (0.86, 3.54) 0.1227

Physician group size 0.9601
b 

2 - 3 57/64 (89.1) Reference

6 - 10 42/47 (89.4) 1.03 (0.31, 3.48) 0.9601
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.0316
b 

Yes 196/223 (87.9) Reference

No 59/76 (77.6) 0.48 (0.24, 0.94) 0.0316

Centre type 0.0705
b 

Public 99/123 (80.5) Reference

Private 156/177 (88.1) 1.80 (0.95, 3.41) 0.0705

Academic centre 0.1450
b 

Academic 136/167 (81.4) Reference

Non-academic 85/94 (90.4) 2.15 (0.98, 4.74) 0.0571

Both 34/39 (87.2) 1.55 (0.56, 4.28) 0.3981
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.0002
b 

Yes 130/141 (92.2) Reference

No 63/86 (73.3) 0.23 (0.11, 0.51) 0.0002

Reason for prescribing: history of osteoporotic fracture
c 

0.2484
b 

No 189/226 (83.6) Reference

Yes 66/74 (89.2) 1.62 (0.72, 3.64) 0.2484

Reason for prescribing: multiple risk factors for fracture
c 

0.7099
b 

No 166/194 (85.6) Reference

Yes 89/106 (84.0) 0.88 (0.46, 1.70) 0.7099
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.5757
b 

No 186/217 (85.7) Reference

Yes 69/83 (83.1) 0.82 (0.41, 1.64) 0.5757

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.5535
b 

No 164/195 (84.1) Reference

Yes 91/105 (86.7) 1.23 (0.62, 2.43) 0.5535

Region 0.1418
b 

Urban 252/295 (85.4) Reference

Rural 3/5 (60.0) 0.26 (0.04, 1.58) 0.1418
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.0005
b 

General 52/81 (64.2) Reference

Speciality 116/158 (73.4) 1.54 (0.87, 2.74) 0.1411

Surgery 22/52 (42.3) 0.41 (0.20, 0.83) 0.0140

Other 8/9 (88.9) 4.46 (0.53, 37.40) 0.1685

Physician gender 0.2522
b 

Male 107/155 (69.0) Reference

Female 91/145 (62.8) 0.76 (0.47, 1.22) 0.2522
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.7288
b 

≥ 10 years 190/287 (66.2) Reference

< 10 years 8/13 (61.5) 0.82 (0.26, 2.56) 0.7288

Sole physician 0.9476
b 

Sole 125/189 (66.1) Reference

Group 73/111 (65.8) 0.98 (0.60, 1.61) 0.9476

Physician group size 0.9709
b 

2 - 3 42/64 (65.6) Reference

6 - 10 31/47 (66.0) 1.01 (0.46, 2.24) 0.9709
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.3506
b 

Yes 151/223 (67.7) Reference

No 47/76 (61.8) 0.77 (0.45, 1.33) 0.3506

Centre type 0.5891
b 

Public 79/123 (64.2) Reference

Private 119/177 (67.2) 1.14 (0.70, 1.85) 0.5891

Academic centre 0.5829
b 

Academic 107/167 (64.1) Reference

Non-academic 66/94 (70.2) 1.32 (0.77, 2.28) 0.3144

Both 25/39 (64.1) 1.00 (0.48, 2.07) 0.9971
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program 0.0011
b 

Yes 104/141 (73.8) Reference

No 45/86 (52.3) 0.39 (0.22, 0.69) 0.0011

Reason for prescribing: history of osteoporotic fracture
c 

0.9640
b 

No 149/226 (65.9) Reference

Yes 49/74 (66.2) 1.01 (0.58, 1.76) 0.9640

Reason for prescribing: multiple risk factors for fracture
c 

0.2067
b 

No 133/194 (68.6) Reference

Yes 65/106 (61.3) 0.73 (0.44, 1.19) 0.2067

Page 9 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Austria
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.8311
b 

No 144/217 (66.4) Reference

Yes 54/83 (65.1) 0.94 (0.55, 1.61) 0.8311

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.4905
b 

No 126/195 (64.6) Reference

Yes 72/105 (68.6) 1.19 (0.72, 1.98) 0.4905

Region 0.0639
b 

Urban 197/295 (66.8) Reference

Rural 1/5 (20.0) 0.12 (0.01, 1.13) 0.0639
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.6830
b 

Private 2/3 (66.7) Reference

Public 253/296 (85.5) 2.94 (0.26, 33.15) 0.3826

Other 0/1 (0.0) NE NE

Highest education 0.2536
b 

University 18/19 (94.7) Reference

Secondary education 135/156 (86.5) 0.36 (0.05, 2.82) 0.3286

Elementary education 67/83 (80.7) 0.23 (0.03, 1.87) 0.1707

No formal education 4/6 (66.7) 0.11 (0.01, 1.55) 0.1020

Page 1 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.0183
b 

Nursing home 4/7 (57.1) Reference

At home with spouse/family 158/178 (88.8) 5.93 (1.24, 28.41) 0.0261

At home with care/support 6/10 (60.0) 1.13 (0.16, 7.99) 0.9062

At home alone 77/93 (82.8) 3.61 (0.74, 17.72) 0.1138

Employment status 0.9054
b 

Employed 24/28 (85.7) Reference

Not employed 230/271 (84.9) 0.93 (0.31, 2.84) 0.9054

Marital status 0.0047
b 

Married 144/159 (90.6) Reference

Non-married 110/140 (78.6) 0.38 (0.20, 0.74) 0.0047

Page 2 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.5176
b 

≤ Median 159/189 (84.1) Reference

> Median 93/107 (86.9) 1.25 (0.63, 2.48) 0.5176

Method of transport to health provider 0.8543
b 

Walking 70/83 (84.3) Reference

Non-walking 184/216 (85.2) 1.07 (0.53, 2.15) 0.8543

Page 3 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.5327
b 

Private 1/3 (33.3) Reference

Public 197/296 (66.6) 3.98 (0.36, 44.42) 0.2618

Other 0/1 (0.0) NE NE

Highest education 0.7972
b 

University 12/19 (63.2) Reference

Secondary education 102/156 (65.4) 1.10 (0.41, 2.96) 0.8475

Elementary education 57/83 (68.7) 1.28 (0.45, 3.62) 0.6434

No formal education 3/6 (50.0) 0.58 (0.09, 3.72) 0.5684

Page 4 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.7591
b 

Nursing home 4/7 (57.1) Reference

At home with spouse/family 122/178 (68.5) 1.63 (0.35, 7.55) 0.5293

At home with care/support 6/10 (60.0) 1.13 (0.16, 7.99) 0.9062

At home alone 59/93 (63.4) 1.30 (0.27, 6.16) 0.7398

Employment status 0.8512
b 

Employed 18/28 (64.3) Reference

Not employed 179/271 (66.1) 1.08 (0.48, 2.44) 0.8512

Marital status 0.3637
b 

Married 109/159 (68.6) Reference

Non-married 89/140 (63.6) 0.80 (0.50, 1.29) 0.3637

Page 5 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.5.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Austria (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 20.0) 0.8404
b 

≤ Median 125/189 (66.1) Reference

> Median 72/107 (67.3) 1.05 (0.64, 1.74) 0.8404

Method of transport to health provider 0.5921
b 

Walking 53/83 (63.9) Reference

Non-walking 145/216 (67.1) 1.16 (0.68, 1.96) 0.5921
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.4425
c 

Active reminder 43/48 (89.6) Reference

Passive reminder 71/76 (93.4) 1.65 (0.45, 6.04) 0.4483

No reminder 154/175 (88.0) 0.85 (0.30, 2.39) 0.7622

Page 1 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.2080
c 

Active reminder 29/48 (60.4) Reference

Passive reminder 51/76 (67.1) 1.34 (0.63, 2.83) 0.4487

No reminder 128/175 (73.1) 1.78 (0.91, 3.48) 0.0894

Page 2 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.4827
b 

> 25 kg/m
2

156/172 (90.7) Reference

≤ 25 kg/m
2

112/127 (88.2) 0.77 (0.36, 1.61) 0.4827

Age at menopause (years) (median = 49.0) 0.0720
b 

≤ Median 150/162 (92.6) Reference

> Median 118/137 (86.1) 0.50 (0.23, 1.06) 0.0720

Cause of menopause 0.7180
b 

Natural onset 242/271 (89.3) Reference

Clinically/surgically induced 22/24 (91.7) 1.32 (0.29, 5.89) 0.7180

Page 1 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.8333
b 

No 137/151 (90.7) Reference

Yes 126/140 (90.0) 0.92 (0.42, 2.00) 0.8333

Height loss since self-reported maximal height (cm) (median = 4.00) 0.3905
b 

≤ Median 73/81 (90.1) Reference

> Median 50/53 (94.3) 1.83 (0.46, 7.22) 0.3905

Time since most recent fracture to first Prolia
®

injection 0.7152
b 

< 12 months 32/36 (88.9) Reference

≥ 12 months 57/66 (86.4) 0.79 (0.23, 2.78) 0.7152

Page 2 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.3510
b 

No 170/187 (90.9) Reference

Yes 98/112 (87.5) 0.70 (0.33, 1.48) 0.3510

Historical osteoporotic hip fracture 0.7478
b 

No 256/286 (89.5) Reference

Yes 12/13 (92.3) 1.41 (0.18, 11.18) 0.7478

Historical osteoporotic vertebral fracture 0.7541
b 

No 237/265 (89.4) Reference

Yes 31/34 (91.2) 1.22 (0.35, 4.25) 0.7541

Page 3 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.3843
b 

No 246/273 (90.1) Reference

Yes 22/26 (84.6) 0.60 (0.19, 1.88) 0.3843

Prior hospitalization for osteoporotic fracture 0.1541
b 

No 252/279 (90.3) Reference

Yes 16/20 (80.0) 0.43 (0.13, 1.37) 0.1541

≥ 1 fall in the 12 months prior to enrollment 0.0496
b 

No 228/250 (91.2) Reference

Yes 40/49 (81.6) 0.43 (0.18, 1.00) 0.0496
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.6997
b 

No 255/284 (89.8) Reference

Yes 13/15 (86.7) 0.74 (0.16, 3.44) 0.6997

Parent fractured hip 0.9072
b 

No 171/192 (89.1) Reference

Yes 47/52 (90.4) 1.15 (0.41, 3.22) 0.7842

Unknown 50/55 (90.9) 1.23 (0.44, 3.42) 0.6945

Current smoker 0.9467
b 

No 226/252 (89.7) Reference

Yes 42/47 (89.4) 0.97 (0.35, 2.66) 0.9467
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.2977
b 

No 248/275 (90.2) Reference

Yes 20/24 (83.3) 0.54 (0.17, 1.71) 0.2977

Prior glucocorticoid use 0.6254
b 

No 241/268 (89.9) Reference

Yes 27/31 (87.1) 0.76 (0.25, 2.32) 0.6254

Secondary osteoporosis 0.3431
b 

No 246/276 (89.1) Reference

Yes 22/23 (95.7) 2.68 (0.35, 20.60) 0.3431
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 268/299 (89.6) Reference

Total hip DXA BMD T-score 0.1810
b 

> -2.5 34/36 (94.4) Reference

≤ -2.5 14/17 (82.4) 0.27 (0.04, 1.82) 0.1810

Femoral neck DXA BMD T-score 0.0554
b 

> -2.5 58/59 (98.3) Reference

≤ -2.5 84/95 (88.4) 0.13 (0.02, 1.05) 0.0554
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.5051
b 

> -2.5 49/56 (87.5) Reference

≤ -2.5 136/150 (90.7) 1.39 (0.53, 3.64) 0.5051
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.8685
b 

> 25 kg/m
2

119/172 (69.2) Reference

≤ 25 kg/m
2

89/127 (70.1) 1.04 (0.63, 1.72) 0.8685

Age at menopause (years) (median = 49.0) 0.1126
b 

≤ Median 119/162 (73.5) Reference

> Median 89/137 (65.0) 0.67 (0.41, 1.10) 0.1126

Cause of menopause 0.8525
b 

Natural onset 187/271 (69.0) Reference

Clinically/surgically induced 17/24 (70.8) 1.09 (0.44, 2.73) 0.8525
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.4207
b 

No 109/151 (72.2) Reference

Yes 95/140 (67.9) 0.81 (0.49, 1.34) 0.4207

Height loss since self-reported maximal height (cm) (median = 4.00) 0.7639
b 

≤ Median 57/81 (70.4) Reference

> Median 36/53 (67.9) 0.89 (0.42, 1.88) 0.7639

Time since most recent fracture to first Prolia
®

injection 0.6218
b 

< 12 months 22/36 (61.1) Reference

≥ 12 months 37/66 (56.1) 0.81 (0.35, 1.86) 0.6218
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.0049
b 

No 141/187 (75.4) Reference

Yes 67/112 (59.8) 0.49 (0.29, 0.80) 0.0049

Historical osteoporotic hip fracture 0.5580
b 

No 198/286 (69.2) Reference

Yes 10/13 (76.9) 1.48 (0.40, 5.51) 0.5580

Historical osteoporotic vertebral fracture 0.2959
b 

No 187/265 (70.6) Reference

Yes 21/34 (61.8) 0.67 (0.32, 1.41) 0.2959
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.0271
b 

No 195/273 (71.4) Reference

Yes 13/26 (50.0) 0.40 (0.18, 0.90) 0.0271

Prior hospitalization for osteoporotic fracture 0.6465
b 

No 195/279 (69.9) Reference

Yes 13/20 (65.0) 0.80 (0.31, 2.08) 0.6465

≥ 1 fall in the 12 months prior to enrollment 0.1674
b 

No 178/250 (71.2) Reference

Yes 30/49 (61.2) 0.64 (0.34, 1.21) 0.1674
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.0565
b 

No 201/284 (70.8) Reference

Yes 7/15 (46.7) 0.36 (0.13, 1.03) 0.0565

Parent fractured hip 0.1972
b 

No 127/192 (66.1) Reference

Yes 38/52 (73.1) 1.39 (0.70, 2.75) 0.3446

Unknown 43/55 (78.2) 1.83 (0.91, 3.72) 0.0924

Current smoker 0.0090
b 

No 183/252 (72.6) Reference

Yes 25/47 (53.2) 0.43 (0.23, 0.81) 0.0090
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.8881
b 

No 191/275 (69.5) Reference

Yes 17/24 (70.8) 1.07 (0.43, 2.67) 0.8881

Prior glucocorticoid use 0.5550
b 

No 185/268 (69.0) Reference

Yes 23/31 (74.2) 1.29 (0.55, 3.00) 0.5550

Secondary osteoporosis 0.6377
b 

No 193/276 (69.9) Reference

Yes 15/23 (65.2) 0.81 (0.33, 1.97) 0.6377
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day NE

No 208/299 (69.6) Reference

Total hip DXA BMD T-score 0.4483
b 

> -2.5 23/36 (63.9) Reference

≤ -2.5 9/17 (52.9) 0.64 (0.20, 2.05) 0.4483

Femoral neck DXA BMD T-score 0.2015
b 

> -2.5 46/59 (78.0) Reference

≤ -2.5 65/95 (68.4) 0.61 (0.29, 1.30) 0.2015
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.7363
b 

> -2.5 42/56 (75.0) Reference

≤ -2.5 109/150 (72.7) 0.89 (0.44, 1.79) 0.7363
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable; DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.0071
b 

< 65 years 126/137 (92.0) Reference

≥ 65 to < 75 years 96/103 (93.2) 1.20 (0.45, 3.20) 0.7199

≥ 75 years 46/59 (78.0) 0.31 (0.13, 0.74) 0.0082

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.4916
b 

≤ Median 142/160 (88.8) Reference

> Median 124/136 (91.2) 1.31 (0.61, 2.83) 0.4916

Number of concomitant medications taken at baseline (median = 2.0) 0.3259
b 

≤ Median 148/168 (88.1) Reference

> Median 120/131 (91.6) 1.47 (0.68, 3.20) 0.3259

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 2.0) 0.5990
b 

≤ Median 151/170 (88.8) Reference

> Median 117/129 (90.7) 1.23 (0.57, 2.63) 0.5990

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.1997
b 

≤ Median 194/213 (91.1) Reference

> Median 74/86 (86.0) 0.60 (0.28, 1.31) 0.1997

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 37/38 (97.4) NE NE

Unknown 1/1 (100) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.8377
b 

No 23/26 (88.5) Reference

Yes 245/273 (89.7) 1.14 (0.32, 4.04) 0.8377

Number of chronic medical conditions of interest
d 

0.6732
b 

0 49/56 (87.5) Reference

1 136/151 (90.1) 1.30 (0.50, 3.37) 0.5954

2 75/82 (91.5) 1.53 (0.51, 4.63) 0.4514

3 8/10 (80.0) 0.57 (0.10, 3.26) 0.5284

Ever exposed to prior PMO therapy 0.8589
b 

No 48/53 (90.6) Reference

Yes 219/244 (89.8) 0.91 (0.33, 2.50) 0.8589

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.2265
b 

No 70/81 (86.4) Reference

Yes 197/216 (91.2) 1.63 (0.74, 3.59) 0.2265

Prior calcium and/or vitamin D supplements 0.5511
b 

No 158/178 (88.8) Reference

Yes 110/121 (90.9) 1.27 (0.58, 2.75) 0.5511

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0001
b 

No 200/215 (93.0) Reference

Yes 43/47 (91.5) 0.81 (0.26, 2.55) 0.7138

Not applicable 25/37 (67.6) 0.16 (0.07, 0.37) <.0001
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 47.570) 0.3317

b 

≤ Median 115/126 (91.3) Reference

> Median 119/126 (94.4) 1.63 (0.61, 4.34) 0.3317

SF-12 mental component summary score (MCS)
e 
(median = 45.590) 0.9861

b 

≤ Median 118/127 (92.9) Reference

> Median 117/126 (92.9) 0.99 (0.38, 2.59) 0.9861

Morisky medication adherence total score
f 
(median = 6.750) 0.2455

b 

≤ Median 123/130 (94.6) Reference

> Median 108/119 (90.8) 0.56 (0.21, 1.49) 0.2455
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.0211
b 

< 65 years 90/137 (65.7) Reference

≥ 65 to < 75 years 82/103 (79.6) 2.04 (1.12, 3.70) 0.0189

≥ 75 years 36/59 (61.0) 0.82 (0.43, 1.54) 0.5311

Time since PMO diagnosis to enrollment (years) (median = 5.0) 0.2142
b 

≤ Median 107/160 (66.9) Reference

> Median 100/136 (73.5) 1.38 (0.83, 2.28) 0.2142

Number of concomitant medications taken at baseline (median = 2.0) 0.4675
b 

≤ Median 114/168 (67.9) Reference

> Median 94/131 (71.8) 1.20 (0.73, 1.98) 0.4675

Page 6 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 2.0) 0.2298
b 

≤ Median 123/170 (72.4) Reference

> Median 85/129 (65.9) 0.74 (0.45, 1.21) 0.2298

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.8186
b 

≤ Median 149/213 (70.0) Reference

> Median 59/86 (68.6) 0.94 (0.55, 1.61) 0.8186

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 29/38 (76.3) NE NE

Unknown 1/1 (100) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.2006
b 

No 21/26 (80.8) Reference

Yes 187/273 (68.5) 0.52 (0.19, 1.42) 0.2006

Number of chronic medical conditions of interest
d 

0.8567
b 

0 39/56 (69.6) Reference

1 106/151 (70.2) 1.03 (0.53, 2.00) 0.9382

2 55/82 (67.1) 0.89 (0.43, 1.85) 0.7505

3 8/10 (80.0) 1.74 (0.33, 9.09) 0.5092

Ever exposed to prior PMO therapy 0.4841
b 

No 35/53 (66.0) Reference

Yes 173/244 (70.9) 1.25 (0.67, 2.36) 0.4841
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.0138
b 

No 48/81 (59.3) Reference

Yes 160/216 (74.1) 1.96 (1.15, 3.36) 0.0138

Prior calcium and/or vitamin D supplements 0.2857
b 

No 128/178 (71.9) Reference

Yes 80/121 (66.1) 0.76 (0.46, 1.25) 0.2857

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.0024
b 

No 162/215 (75.3) Reference

Yes 27/47 (57.4) 0.44 (0.23, 0.85) 0.0146

Not applicable 19/37 (51.4) 0.35 (0.17, 0.71) 0.0036
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 47.570) 0.7766

b 

≤ Median 91/126 (72.2) Reference

> Median 93/126 (73.8) 1.08 (0.62, 1.89) 0.7766

SF-12 mental component summary score (MCS)
e 
(median = 45.590) 0.2418

b 

≤ Median 97/127 (76.4) Reference

> Median 88/126 (69.8) 0.72 (0.41, 1.25) 0.2418

Morisky medication adherence total score
f 
(median = 6.750) 0.5756

b 

≤ Median 92/130 (70.8) Reference

> Median 88/119 (73.9) 1.17 (0.67, 2.05) 0.5756
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.9988
b 

General 5/5 (100) Reference

Speciality 183/205 (89.3) NE NE

Surgery 75/84 (89.3) NE NE

Physician gender 0.0036
b 

Male 212/229 (92.6) Reference

Female 56/70 (80.0) 0.32 (0.15, 0.69) 0.0036

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.0738
b 

≥ 10 years 172/197 (87.3) Reference

< 10 years 96/102 (94.1) 2.33 (0.92, 5.87) 0.0738

Sole physician 0.0102
b 

Sole 137/145 (94.5) Reference

Group 131/154 (85.1) 0.33 (0.14, 0.77) 0.0102

Physician group size 0.0066
b 

2 - 3 61/79 (77.2) Reference

4 - 5 64/65 (98.5) 18.88 (2.45, 145.81) 0.0048

> 10 6/10 (60.0) 0.44 (0.11, 1.74) 0.2436

Page 2 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.3085
b 

Yes 115/125 (92.0) Reference

No 152/172 (88.4) 0.66 (0.30, 1.47) 0.3085

Centre type 0.0166
b 

Public 136/159 (85.5) Reference

Private 132/140 (94.3) 2.79 (1.21, 6.46) 0.0166

Academic centre 0.9916
b 

Academic 68/77 (88.3) Reference

Non-academic 175/197 (88.8) 1.05 (0.46, 2.40) 0.9026

Both 20/20 (100) NE NE

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program 0.0311
b 

Yes 16/20 (80.0) Reference

No 188/200 (94.0) 3.92 (1.13, 13.55) 0.0311

Reason for prescribing: history of osteoporotic fracture
c 

0.3128
b 

No 196/216 (90.7) Reference

Yes 72/83 (86.7) 0.67 (0.31, 1.46) 0.3128

Reason for prescribing: multiple risk factors for fracture
c 

0.1521
b 

No 149/162 (92.0) Reference

Yes 119/137 (86.9) 0.58 (0.27, 1.22) 0.1521

Page 4 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.7335
b 

No 147/165 (89.1) Reference

Yes 121/134 (90.3) 1.14 (0.54, 2.42) 0.7335

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.4786
b 

No 210/236 (89.0) Reference

Yes 58/63 (92.1) 1.44 (0.53, 3.90) 0.4786

Region NE

Urban 268/299 (89.6) Reference

Page 5 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.9908
b 

General 5/5 (100) Reference

Speciality 140/205 (68.3) NE NE

Surgery 58/84 (69.0) NE NE

Physician gender <.0001
b 

Male 175/229 (76.4) Reference

Female 33/70 (47.1) 0.28 (0.16, 0.48) <.0001
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.4202
b 

≥ 10 years 134/197 (68.0) Reference

< 10 years 74/102 (72.5) 1.24 (0.73, 2.11) 0.4202

Sole physician 0.0224
b 

Sole 110/145 (75.9) Reference

Group 98/154 (63.6) 0.56 (0.34, 0.92) 0.0224

Physician group size 0.0016
b 

2 - 3 42/79 (53.2) Reference

4 - 5 52/65 (80.0) 3.52 (1.66, 7.47) 0.0010

> 10 4/10 (40.0) 0.59 (0.15, 2.24) 0.4363
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.0695
b 

Yes 80/125 (64.0) Reference

No 127/172 (73.8) 1.59 (0.96, 2.61) 0.0695

Centre type 0.0162
b 

Public 101/159 (63.5) Reference

Private 107/140 (76.4) 1.86 (1.12, 3.09) 0.0162

Academic centre 0.0342
b 

Academic 45/77 (58.4) Reference

Non-academic 141/197 (71.6) 1.79 (1.03, 3.10) 0.0375

Both 17/20 (85.0) 4.03 (1.09, 14.91) 0.0368
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program <.0001
b 

Yes 5/20 (25.0) Reference

No 155/200 (77.5) 10.33 (3.56, 29.97) <.0001

Reason for prescribing: history of osteoporotic fracture
c 

0.0068
b 

No 160/216 (74.1) Reference

Yes 48/83 (57.8) 0.48 (0.28, 0.82) 0.0068

Reason for prescribing: multiple risk factors for fracture
c 

0.4967
b 

No 110/162 (67.9) Reference

Yes 98/137 (71.5) 1.19 (0.72, 1.95) 0.4967

Page 9 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Greece
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.8434
b 

No 114/165 (69.1) Reference

Yes 94/134 (70.1) 1.05 (0.64, 1.73) 0.8434

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.3845
b 

No 167/236 (70.8) Reference

Yes 41/63 (65.1) 0.77 (0.43, 1.39) 0.3845

Region NE

Urban 208/299 (69.6) Reference

Page 10 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance NE

Private 13/13 (100) Reference

Public 255/286 (89.2) NE NE

Highest education 0.3399
b 

University 37/43 (86.0) Reference

Secondary education 93/98 (94.9) 3.02 (0.87, 10.49) 0.0826

Elementary education 97/109 (89.0) 1.31 (0.46, 3.75) 0.6136

No formal education 5/5 (100) NE NE

Page 1 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.3551
b 

At home with spouse/family 215/236 (91.1) Reference

At home with care/support 2/2 (100) NE NE

At home alone 43/51 (84.3) 0.53 (0.22, 1.26) 0.1502

Employment status 0.1223
b 

Employed 48/50 (96.0) Reference

Not employed 219/248 (88.3) 0.31 (0.07, 1.36) 0.1223

Marital status 0.7172
b 

Married 188/210 (89.5) Reference

Non-married 80/88 (90.9) 1.17 (0.50, 2.74) 0.7172

Page 2 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 30.0) 0.3196
b 

≤ Median 175/193 (90.7) Reference

> Median 86/99 (86.9) 0.68 (0.32, 1.45) 0.3196

Method of transport to health provider NE

Walking 31/31 (100) Reference

Non-walking 232/263 (88.2) NE NE
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.2428
b 

Private 11/13 (84.6) Reference

Public 197/286 (68.9) 0.40 (0.09, 1.85) 0.2428

Highest education 0.6806
b 

University 27/43 (62.8) Reference

Secondary education 70/98 (71.4) 1.48 (0.69, 3.16) 0.3094

Elementary education 78/109 (71.6) 1.49 (0.71, 3.14) 0.2934

No formal education 4/5 (80.0) 2.37 (0.24, 23.06) 0.4579
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.6957
b 

At home with spouse/family 167/236 (70.8) Reference

At home with care/support 0/2 (0.0) NE NE

At home alone 33/51 (64.7) 0.76 (0.40, 1.44) 0.3944

Employment status 0.9283
b 

Employed 35/50 (70.0) Reference

Not employed 172/248 (69.4) 0.97 (0.50, 1.88) 0.9283

Marital status 0.3444
b 

Married 150/210 (71.4) Reference

Non-married 58/88 (65.9) 0.77 (0.45, 1.32) 0.3444
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.6.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Greece (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 30.0) 0.8219
b 

≤ Median 134/193 (69.4) Reference

> Median 70/99 (70.7) 1.06 (0.63, 1.81) 0.8219

Method of transport to health provider 0.3278
b 

Walking 24/31 (77.4) Reference

Non-walking 181/263 (68.8) 0.64 (0.27, 1.55) 0.3278

Page 6 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Patients PMO support tools and/or programs
b 

0.5133
c 

Active reminder 90/103 (87.4) Reference

Passive reminder 92/100 (92.0) 1.66 (0.66, 4.20) 0.2835

No reminder 86/98 (87.8) 1.04 (0.45, 2.39) 0.9356

Page 1 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.1.  Univariate Analysis of Therapy-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Patients PMO support tools and/or programs
b 

0.0068
c 

Active reminder 73/103 (70.9) Reference

Passive reminder 80/100 (80.0) 1.64 (0.86, 3.14) 0.1331

No reminder 58/98 (59.2) 0.60 (0.33, 1.07) 0.0832

Page 2 of 2
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
c

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Body mass index 0.3371
b 

> 25 kg/m
2

105/121 (86.8) Reference

≤ 25 kg/m
2

142/157 (90.4) 1.44 (0.68, 3.05) 0.3371

Age at menopause (years) (median = 50.0) 0.5989
b 

≤ Median 147/163 (90.2) Reference

> Median 97/110 (88.2) 0.81 (0.37, 1.76) 0.5989

Cause of menopause 0.7065
b 

Natural onset 224/247 (90.7) Reference

Clinically/surgically induced 40/45 (88.9) 0.82 (0.30, 2.29) 0.7065

Page 1 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Height decreased since self-reported maximal height 0.7749
b 

No 109/122 (89.3) Reference

Yes 141/156 (90.4) 1.12 (0.51, 2.45) 0.7749

Height loss since self-reported maximal height (cm) (median = 4.00) 0.2178
b 

≤ Median 83/89 (93.3) Reference

> Median 55/63 (87.3) 0.50 (0.16, 1.51) 0.2178

Time since most recent fracture to first Prolia
®

injection 0.6281
b 

< 12 months 47/54 (87.0) Reference

≥ 12 months 103/115 (89.6) 1.28 (0.47, 3.45) 0.6281

Page 2 of 16
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Historical fracture 0.8608
b 

No 118/132 (89.4) Reference

Yes 150/169 (88.8) 0.94 (0.45, 1.95) 0.8608

Historical osteoporotic hip fracture 0.8625
b 

No 246/276 (89.1) Reference

Yes 22/25 (88.0) 0.89 (0.25, 3.17) 0.8625

Historical osteoporotic vertebral fracture 0.2656
b 

No 224/249 (90.0) Reference

Yes 44/52 (84.6) 0.61 (0.26, 1.45) 0.2656
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 2 historical fractures 0.1000
b 

No 206/227 (90.7) Reference

Yes 62/74 (83.8) 0.53 (0.25, 1.13) 0.1000

Prior hospitalization for osteoporotic fracture 0.8408
b 

No 223/250 (89.2) Reference

Yes 45/51 (88.2) 0.91 (0.35, 2.33) 0.8408

≥ 1 fall in the 12 months prior to enrollment 0.4151
b 

No 211/239 (88.3) Reference

Yes 57/62 (91.9) 1.51 (0.56, 4.09) 0.4151
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.8342
b 

No 232/261 (88.9) Reference

Yes 36/40 (90.0) 1.12 (0.37, 3.39) 0.8342

Parent fractured hip 0.0645
b 

No 172/188 (91.5) Reference

Yes 27/29 (93.1) 1.26 (0.27, 5.77) 0.7697

Unknown 69/84 (82.1) 0.43 (0.20, 0.91) 0.0281

Current smoker 0.4175
b 

No 240/268 (89.6) Reference

Yes 28/33 (84.8) 0.65 (0.23, 1.83) 0.4175
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Former smoker 0.3756
b 

No 241/269 (89.6) Reference

Yes 27/32 (84.4) 0.63 (0.22, 1.76) 0.3756

Prior glucocorticoid use 0.8588
b 

No 241/271 (88.9) Reference

Yes 27/30 (90.0) 1.12 (0.32, 3.92) 0.8588

Secondary osteoporosis 0.3487
b 

No 237/268 (88.4) Reference

Yes 31/33 (93.9) 2.03 (0.46, 8.89) 0.3487
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.8908
b 

No 260/292 (89.0) Reference

Yes 7/8 (87.5) 0.86 (0.10, 7.23) 0.8908

Total hip DXA BMD T-score 0.8636
b 

> -2.5 120/131 (91.6) Reference

≤ -2.5 70/77 (90.9) 0.92 (0.34, 2.47) 0.8636

Femoral neck DXA BMD T-score 0.3354
b 

> -2.5 85/92 (92.4) Reference

≤ -2.5 123/139 (88.5) 0.63 (0.25, 1.60) 0.3354
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Lumbar spine DXA BMD T-score 0.3041
b 

> -2.5 110/121 (90.9) Reference

≤ -2.5 133/153 (86.9) 0.67 (0.31, 1.45) 0.3041
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Body mass index 0.1214
b 

> 25 kg/m
2

79/121 (65.3) Reference

≤ 25 kg/m
2

116/157 (73.9) 1.50 (0.90, 2.52) 0.1214

Age at menopause (years) (median = 50.0) 0.4537
b 

≤ Median 118/163 (72.4) Reference

> Median 75/110 (68.2) 0.82 (0.48, 1.39) 0.4537

Cause of menopause 0.7480
b 

Natural onset 176/247 (71.3) Reference

Clinically/surgically induced 31/45 (68.9) 0.89 (0.45, 1.78) 0.7480
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Height decreased since self-reported maximal height 0.6774
b 

No 84/122 (68.9) Reference

Yes 111/156 (71.2) 1.12 (0.67, 1.87) 0.6774

Height loss since self-reported maximal height (cm) (median = 4.00) 0.1735
b 

≤ Median 67/89 (75.3) Reference

> Median 41/63 (65.1) 0.61 (0.30, 1.24) 0.1735

Time since most recent fracture to first Prolia
®

injection 0.0239
b 

< 12 months 31/54 (57.4) Reference

≥ 12 months 86/115 (74.8) 2.20 (1.11, 4.36) 0.0239
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Historical fracture 0.7095
b 

No 94/132 (71.2) Reference

Yes 117/169 (69.2) 0.91 (0.55, 1.50) 0.7095

Historical osteoporotic hip fracture 0.4879
b 

No 195/276 (70.7) Reference

Yes 16/25 (64.0) 0.74 (0.31, 1.74) 0.4879

Historical osteoporotic vertebral fracture 0.4150
b 

No 177/249 (71.1) Reference

Yes 34/52 (65.4) 0.77 (0.41, 1.45) 0.4150
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 2 historical fractures 0.2584
b 

No 163/227 (71.8) Reference

Yes 48/74 (64.9) 0.72 (0.41, 1.27) 0.2584

Prior hospitalization for osteoporotic fracture 0.3570
b 

No 178/250 (71.2) Reference

Yes 33/51 (64.7) 0.74 (0.39, 1.40) 0.3570

≥ 1 fall in the 12 months prior to enrollment 0.4440
b 

No 170/239 (71.1) Reference

Yes 41/62 (66.1) 0.79 (0.44, 1.44) 0.4440
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment 0.2616
b 

No 186/261 (71.3) Reference

Yes 25/40 (62.5) 0.67 (0.34, 1.35) 0.2616

Parent fractured hip 0.2402
b 

No 136/188 (72.3) Reference

Yes 22/29 (75.9) 1.20 (0.48, 2.98) 0.6920

Unknown 53/84 (63.1) 0.65 (0.38, 1.13) 0.1272

Current smoker 0.9572
b 

No 188/268 (70.1) Reference

Yes 23/33 (69.7) 0.98 (0.45, 2.15) 0.9572
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DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Former smoker 0.8600
b 

No 189/269 (70.3) Reference

Yes 22/32 (68.8) 0.93 (0.42, 2.06) 0.8600

Prior glucocorticoid use 0.3953
b 

No 192/271 (70.8) Reference

Yes 19/30 (63.3) 0.71 (0.32, 1.56) 0.3953

Secondary osteoporosis 0.7270
b 

No 187/268 (69.8) Reference

Yes 24/33 (72.7) 1.16 (0.51, 2.59) 0.7270
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Alcoholic beverages: 3 or more per day 0.7551
b 

No 204/292 (69.9) Reference

Yes 6/8 (75.0) 1.29 (0.26, 6.54) 0.7551

Total hip DXA BMD T-score 0.4630
b 

> -2.5 98/131 (74.8) Reference

≤ -2.5 54/77 (70.1) 0.79 (0.42, 1.48) 0.4630

Femoral neck DXA BMD T-score 0.1354
b 

> -2.5 70/92 (76.1) Reference

≤ -2.5 93/139 (66.9) 0.64 (0.35, 1.15) 0.1354
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-condition-rel.sas 
Output: t14t-04-002-007-002-adher-univ-condition-rel-bel-l.rtf (Date Generated: 20NOV2015: 5:47:57)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 847 of 1214



Table 14t-4.2.7.2.  Univariate Analysis of Condition-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Lumbar spine DXA BMD T-score 0.6371
b 

> -2.5 87/121 (71.9) Reference

≤ -2.5 106/153 (69.3) 0.88 (0.52, 1.49) 0.6371
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
DXA = Dual energy X-ray absorptiometry; BMD = Bone mineral density.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Age group 0.4492
b 

< 65 years 77/88 (87.5) Reference

≥ 65 to < 75 years 77/83 (92.8) 1.83 (0.65, 5.21) 0.2550

≥ 75 years 114/130 (87.7) 1.02 (0.45, 2.31) 0.9663

Time since PMO diagnosis to enrollment (years) (median = 3.0) 0.0930
b 

≤ Median 138/149 (92.6) Reference

> Median 122/141 (86.5) 0.51 (0.23, 1.12) 0.0930

Number of concomitant medications taken at baseline (median = 4.0) 0.7784
b 

≤ Median 145/162 (89.5) Reference

> Median 123/139 (88.5) 0.90 (0.44, 1.86) 0.7784

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Number of comorbidities (median = 3.0) 0.1902
b 

≤ Median 162/178 (91.0) Reference

> Median 106/123 (86.2) 0.62 (0.30, 1.27) 0.1902

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.8023
b 

≤ Median 140/158 (88.6) Reference

> Median 128/143 (89.5) 1.10 (0.53, 2.27) 0.8023

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 62/70 (88.6) NE NE

Unknown 4/4 (100) NE NE

Page 2 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Any chronic medical condition 0.9748
b 

No 33/37 (89.2) Reference

Yes 235/264 (89.0) 0.98 (0.32, 2.97) 0.9748

Number of chronic medical conditions of interest
d 

0.7235
b 

0 78/91 (85.7) Reference

1 101/114 (88.6) 1.29 (0.57, 2.95) 0.5386

2 74/81 (91.4) 1.76 (0.67, 4.66) 0.2536

3 15/15 (100) NE NE

Ever exposed to prior PMO therapy 0.1469
b 

No 43/45 (95.6) Reference

Yes 225/256 (87.9) 0.34 (0.08, 1.46) 0.1469
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.4877
b 

No 72/79 (91.1) Reference

Yes 196/222 (88.3) 0.73 (0.30, 1.76) 0.4877

Prior calcium and/or vitamin D supplements 0.0754
b 

No 72/76 (94.7) Reference

Yes 196/225 (87.1) 0.38 (0.13, 1.11) 0.0754

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.6649
b 

No 195/217 (89.9) Reference

Yes 39/44 (88.6) 0.88 (0.31, 2.47) 0.8078

Not applicable 34/40 (85.0) 0.64 (0.24, 1.69) 0.3677
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.570) 0.0855

b 

≤ Median 120/139 (86.3) Reference

> Median 128/138 (92.8) 2.03 (0.91, 4.53) 0.0855

SF-12 mental component summary score (MCS)
e 
(median = 47.000) 0.3388

b 

≤ Median 122/139 (87.8) Reference

> Median 126/138 (91.3) 1.46 (0.67, 3.19) 0.3388

Morisky medication adherence total score
f 
(median = 8.000) NE

≤ Median 236/262 (90.1) Reference
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Age group 0.8772
b 

< 65 years 61/88 (69.3) Reference

≥ 65 to < 75 years 60/83 (72.3) 1.15 (0.60, 2.24) 0.6696

≥ 75 years 90/130 (69.2) 1.00 (0.55, 1.79) 0.9890

Time since PMO diagnosis to enrollment (years) (median = 3.0) 0.3436
b 

≤ Median 109/149 (73.2) Reference

> Median 96/141 (68.1) 0.78 (0.47, 1.30) 0.3436

Number of concomitant medications taken at baseline (median = 4.0) 0.5179
b 

≤ Median 111/162 (68.5) Reference

> Median 100/139 (71.9) 1.18 (0.72, 1.94) 0.5179

Page 6 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adher-univ-patient-rel.sas 
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Number of comorbidities (median = 3.0) 0.1818
b 

≤ Median 130/178 (73.0) Reference

> Median 81/123 (65.9) 0.71 (0.43, 1.17) 0.1818

Modified-Wolfe comorbidity index (MWCI) (median = 1.0) 0.9512
b 

≤ Median 111/158 (70.3) Reference

> Median 100/143 (69.9) 0.98 (0.60, 1.61) 0.9512

Mental illness
c 

NE

No 0/0 (-) Reference

Yes 45/70 (64.3) NE NE

Unknown 3/4 (75.0) NE NE

Page 7 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Any chronic medical condition 0.6838
b 

No 27/37 (73.0) Reference

Yes 184/264 (69.7) 0.85 (0.39, 1.84) 0.6838

Number of chronic medical conditions of interest
d 

0.9931
b 

0 64/91 (70.3) Reference

1 80/114 (70.2) 0.99 (0.54, 1.81) 0.9809

2 57/81 (70.4) 1.00 (0.52, 1.93) 0.9953

3 10/15 (66.7) 0.84 (0.26, 2.70) 0.7748

Ever exposed to prior PMO therapy 0.0588
b 

No 37/45 (82.2) Reference

Yes 174/256 (68.0) 0.46 (0.20, 1.03) 0.0588
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Exposed to prior PMO therapy during the 12 months prior to enrollment 0.8596
b 

No 56/79 (70.9) Reference

Yes 155/222 (69.8) 0.95 (0.54, 1.67) 0.8596

Prior calcium and/or vitamin D supplements 0.4304
b 

No 56/76 (73.7) Reference

Yes 155/225 (68.9) 0.79 (0.44, 1.42) 0.4304

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D) 0.6860
b 

No 155/217 (71.4) Reference

Yes 30/44 (68.2) 0.86 (0.43, 1.73) 0.6658

Not applicable 26/40 (65.0) 0.74 (0.36, 1.52) 0.4141

Page 9 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.3.  Univariate Analysis of Patient-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

SF-12 physical component summary score (PCS)
e 
(median = 42.570) 0.3799

b 

≤ Median 94/139 (67.6) Reference

> Median 100/138 (72.5) 1.26 (0.75, 2.11) 0.3799

SF-12 mental component summary score (MCS)
e 
(median = 47.000) 0.3799

b 

≤ Median 94/139 (67.6) Reference

> Median 100/138 (72.5) 1.26 (0.75, 2.11) 0.3799

Morisky medication adherence total score
f 
(median = 8.000) NE

≤ Median 187/262 (71.4) Reference

Page 10 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Mental illness including depression.
d

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
e

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
f
Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Physician speciality 0.5195
b 

General 176/202 (87.1) Reference

Speciality 79/86 (91.9) 1.67 (0.69, 4.00) 0.2526

Other 13/13 (100) NE NE

Physician gender 0.9477
b 

Male 218/245 (89.0) Reference

Female 50/56 (89.3) 1.03 (0.40, 2.63) 0.9477

Page 1 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Physician years of practice 0.6426
b 

≥ 10 years 255/287 (88.9) Reference

< 10 years 13/14 (92.9) 1.63 (0.21, 12.89) 0.6426

Sole physician 0.0976
b 

Sole 83/98 (84.7) Reference

Group 185/203 (91.1) 1.86 (0.89, 3.86) 0.0976

Physician group size 0.8125
b 

2 - 3 94/102 (92.2) Reference

4 - 5 49/55 (89.1) 0.69 (0.23, 2.12) 0.5217

6 - 10 42/46 (91.3) 0.89 (0.25, 3.13) 0.8605

Page 2 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reminder service 0.2720
b 

Yes 185/206 (89.8) Reference

No 69/81 (85.2) 0.65 (0.30, 1.40) 0.2720

Centre type 0.8667
b 

Public 52/58 (89.7) Reference

Private 216/243 (88.9) 0.92 (0.36, 2.35) 0.8667

Academic centre 0.5432
b 

Academic 23/28 (82.1) Reference

Non-academic 208/233 (89.3) 1.81 (0.63, 5.18) 0.2697

Both 26/26 (100) NE NE

Page 3 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Site participating in Prolong patient support program NE

Yes 0/0 (-) Reference

No 184/200 (92.0) NE NE

Reason for prescribing: history of osteoporotic fracture
c 

0.3153
b 

No 178/197 (90.4) Reference

Yes 90/104 (86.5) 0.69 (0.33, 1.43) 0.3153

Reason for prescribing: multiple risk factors for fracture
c 

0.1331
b 

No 117/136 (86.0) Reference

Yes 151/165 (91.5) 1.75 (0.84, 3.64) 0.1331

Page 4 of 10
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.3535
b 

No 199/221 (90.0) Reference

Yes 69/80 (86.3) 0.69 (0.32, 1.50) 0.3535

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.8796
b 

No 233/262 (88.9) Reference

Yes 35/39 (89.7) 1.09 (0.36, 3.29) 0.8796

Region 0.3661
b 

Urban 191/217 (88.0) Reference

Rural 77/84 (91.7) 1.50 (0.62, 3.59) 0.3661
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Physician speciality 0.9795
b 

General 141/202 (69.8) Reference

Speciality 61/86 (70.9) 1.06 (0.61, 1.84) 0.8482

Other 9/13 (69.2) 0.97 (0.29, 3.28) 0.9653

Physician gender 0.6847
b 

Male 173/245 (70.6) Reference

Female 38/56 (67.9) 0.88 (0.47, 1.64) 0.6847
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Physician years of practice 0.2077
b 

≥ 10 years 199/287 (69.3) Reference

< 10 years 12/14 (85.7) 2.65 (0.58, 12.10) 0.2077

Sole physician 0.1269
b 

Sole 63/98 (64.3) Reference

Group 148/203 (72.9) 1.49 (0.89, 2.51) 0.1269

Physician group size 0.9091
b 

2 - 3 73/102 (71.6) Reference

4 - 5 41/55 (74.5) 1.16 (0.55, 2.45) 0.6900

6 - 10 34/46 (73.9) 1.13 (0.51, 2.47) 0.7681
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reminder service 0.0904
b 

Yes 153/206 (74.3) Reference

No 52/81 (64.2) 0.62 (0.36, 1.08) 0.0904

Centre type 0.1389
b 

Public 36/58 (62.1) Reference

Private 175/243 (72.0) 1.57 (0.86, 2.87) 0.1389

Academic centre 0.0136
b 

Academic 13/28 (46.4) Reference

Non-academic 171/233 (73.4) 3.18 (1.43, 7.06) 0.0044

Both 20/26 (76.9) 3.85 (1.19, 12.47) 0.0248
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Site participating in Prolong patient support program NE

Yes 0/0 (-) Reference

No 147/200 (73.5) NE NE

Reason for prescribing: history of osteoporotic fracture
c 

0.3020
b 

No 142/197 (72.1) Reference

Yes 69/104 (66.3) 0.76 (0.46, 1.27) 0.3020

Reason for prescribing: multiple risk factors for fracture
c 

0.2733
b 

No 91/136 (66.9) Reference

Yes 120/165 (72.7) 1.32 (0.80, 2.16) 0.2733
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.4.  Univariate Analysis of Physician-related Determinants of Adherence at 12 and 24 Months in Belgium
(Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Reason for prescribing: failed other available osteoporosis therapy
c 

0.5844
b 

No 153/221 (69.2) Reference

Yes 58/80 (72.5) 1.17 (0.66, 2.07) 0.5844

Reason for prescribing: intolerant to other osteoporosis therapy
c 

0.6161
b 

No 185/262 (70.6) Reference

Yes 26/39 (66.7) 0.83 (0.41, 1.70) 0.6161

Region 0.7541
b 

Urban 151/217 (69.6) Reference

Rural 60/84 (71.4) 1.09 (0.63, 1.90) 0.7541
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
c

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months

Health insurance 0.7221
b 

Private 18/19 (94.7) Reference

Public 248/280 (88.6) 0.43 (0.06, 3.33) 0.4198

Other 1/1 (100) NE NE

Highest education 0.4103
b 

University 14/15 (93.3) Reference

Secondary education 100/109 (91.7) 0.79 (0.09, 6.75) 0.8324

Elementary education 95/112 (84.8) 0.40 (0.05, 3.24) 0.3899

No formal education 11/11 (100) NE NE

Page 1 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Living situation 0.7738
b 

Nursing home 6/6 (100) Reference

At home with spouse/family 169/188 (89.9) NE NE

At home with care/support 10/11 (90.9) NE NE

At home alone 78/91 (85.7) NE NE

Employment status 0.7460
b 

Employed 20/22 (90.9) Reference

Not employed 234/264 (88.6) 0.78 (0.17, 3.50) 0.7460

Marital status 0.0541
b 

Married 144/156 (92.3) Reference

Non-married 101/119 (84.9) 0.47 (0.22, 1.01) 0.0541

Page 2 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

12 months (Cont'd)

Proximity to clinic (minutes) (median = 10.0) 0.6843
b 

≤ Median 149/168 (88.7) Reference

> Median 119/132 (90.2) 1.17 (0.55, 2.46) 0.6843

Method of transport to health provider 0.5557
b 

Walking 31/36 (86.1) Reference

Non-walking 236/264 (89.4) 1.36 (0.49, 3.78) 0.5557
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months

Health insurance 0.9841
b 

Private 13/19 (68.4) Reference

Public 197/280 (70.4) 1.10 (0.40, 2.98) 0.8583

Other 1/1 (100) NE NE

Highest education 0.8476
b 

University 11/15 (73.3) Reference

Secondary education 74/109 (67.9) 0.77 (0.23, 2.59) 0.6710

Elementary education 81/112 (72.3) 0.95 (0.28, 3.21) 0.9344

No formal education 7/11 (63.6) 0.64 (0.12, 3.41) 0.5977
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Living situation 0.8558
b 

Nursing home 4/6 (66.7) Reference

At home with spouse/family 133/188 (70.7) 1.21 (0.22, 6.79) 0.8293

At home with care/support 9/11 (81.8) 2.25 (0.23, 22.14) 0.4870

At home alone 63/91 (69.2) 1.13 (0.19, 6.50) 0.8953

Employment status 0.5293
b 

Employed 14/22 (63.6) Reference

Not employed 185/264 (70.1) 1.34 (0.54, 3.32) 0.5293

Marital status 0.2923
b 

Married 114/156 (73.1) Reference

Non-married 80/119 (67.2) 0.76 (0.45, 1.27) 0.2923

Page 5 of 6
n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.2.7.5.  Univariate Analysis of Healthcare System and Social Demographic-related Determinants of Adherence
at 12 and 24 Months in Belgium (Based on the 6 Months Plus or Minus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

n/N1 (%)
Odds Ratio

a 

(95% CI) p-value

24 months (Cont'd)

Proximity to clinic (minutes) (median = 10.0) 0.7677
b 

≤ Median 117/168 (69.6) Reference

> Median 94/132 (71.2) 1.08 (0.65, 1.78) 0.7677

Method of transport to health provider 0.7566
b 

Walking 26/36 (72.2) Reference

Non-walking 184/264 (69.7) 0.88 (0.41, 1.92) 0.7566
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n = Number of adherent patients with covariate data; N1 = Number of patients in the full analysis set within the covariate group; CI = Confidence interval.
NE = Not estimable.
Percentages based on N1. Separate logistic regression model fitted for each covariate.
a

Univariate logistic regression. Odds ratio < 1 favors reference.
b

p-value represents the statistical significance of the covariate; other p-values relate to the statistical significance of the pairwise comparisons.
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Table 14t-4.3.1.1.  Medication Coverage Ratio (MCR %) at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Mean (95% CI) Mean (95% CI) Mean (95% CI) Mean (95% CI) Mean (95% CI)

MCR (%) at 12 months 94.5 (93.5, 95.5) 93.2 (91.6, 94.9) 95.8 (94.6, 96.9) 96.2 (95.1, 97.3) 94.9 (94.2, 95.5)

MCR (%) at 24 months 87.4 (85.8, 89.1) 87.9 (85.3, 90.4) 91.2 (89.3, 93.1) 92.4 (90.5, 94.2) 89.3 (88.3, 90.3)
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N = Number of patients in the full analysis set; CI = Confidence interval.
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Table 14t-4.3.2.1.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Age
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Age group

< 65 years 116
95.2 (93.2, 97.3)

73
94.9 (92.0, 97.8)

137
96.2 (94.7, 97.7)

88
96.7 (95.0, 98.4)

414
95.8 (94.8, 96.8)

≥ 65 to < 75 years 217
95.3 (93.8, 96.7)

123
93.9 (91.4, 96.4)

103
96.6 (94.9, 98.3)

83
96.8 (94.8, 98.9)

526
95.5 (94.5, 96.4)

≥ 75 years 246
93.5 (91.8, 95.2)

104
91.3 (88.0, 94.5)

59
93.3 (89.8, 96.8)

130
95.4 (93.6, 97.3)

539
93.5 (92.4, 94.7)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.1.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Age
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Age group

< 65 years 116
89.3 (85.8, 92.7)

73
90.6 (86.1, 95.1)

137
90.1 (87.2, 93.1)

88
93.2 (90.2, 96.1)

414
90.6 (88.9, 92.3)

≥ 65 to < 75 years 217
88.5 (85.9, 91.0)

123
88.8 (84.9, 92.7)

103
94.4 (91.8, 97.0)

83
93.9 (90.7, 97.0)

526
90.6 (89.0, 92.1)

≥ 75 years 246
85.7 (82.9, 88.4)

104
84.9 (80.1, 89.7)

59
88.0 (83.0, 93.0)

130
90.9 (87.7, 94.0)

539
87.0 (85.2, 88.8)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 328
94.7 (93.4, 96.0)

156
91.7 (89.1, 94.3)

168
95.7 (94.2, 97.2)

162
96.6 (95.3, 97.9)

750
94.6 (93.7, 95.5)

> Median 251
94.2 (92.7, 95.8)

144
94.9 (92.9, 96.9)

131
95.9 (94.1, 97.7)

139
95.7 (93.8, 97.6)

729
95.1 (94.3, 96.0)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 320
94.7 (93.4, 96.0)

165
94.4 (92.4, 96.4)

170
96.2 (94.8, 97.5)

178
96.7 (95.5, 98.0)

885
95.5 (94.8, 96.2)

> Median 259
94.2 (92.7, 95.8)

135
91.8 (89.1, 94.6)

129
95.3 (93.3, 97.2)

123
95.4 (93.5, 97.4)

594
93.9 (92.8, 95.0)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 338
95.0 (93.8, 96.2)

167
93.6 (91.4, 95.8)

213
96.5 (95.4, 97.6)

158
96.4 (95.0, 97.8)

876
95.4 (94.6, 96.1)

> Median 241
93.8 (92.1, 95.4)

133
92.8 (90.2, 95.4)

86
94.0 (91.2, 96.8)

143
96.0 (94.3, 97.7)

603
94.1 (93.1, 95.1)

Page 2 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Mental illness
a 

Yes 57
94.2 (91.0, 97.3)

64
93.0 (89.5, 96.5)

38
98.1 (97.2, 99.0)

70
95.8 (93.4, 98.2)

229
95.0 (93.5, 96.4)

Unknown 121
95.0 (92.8, 97.2)

6
98.0 (94.7, 100.0)

1
96.4 (-, -)

4
99.6 (98.6, 100.0)

132
95.3 (93.2, 97.3)

Missing 401
94.4 (93.2, 95.6)

230
93.2 (91.2, 95.1)

260
95.4 (94.1, 96.7)

227
96.3 (95.0, 97.5)

1118
94.8 (94.1, 95.5)

Page 3 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Any chronic medical condition

Yes 546
94.6 (93.6, 95.6)

278
93.2 (91.5, 94.9)

273
95.9 (94.7, 97.1)

264
96.3 (95.2, 97.4)

1361
94.9 (94.3, 95.5)

No 33
92.3 (86.7, 97.9)

22
93.8 (87.4, 100.0)

26
94.5 (89.1, 99.9)

37
95.5 (91.5, 99.5)

118
94.1 (91.5, 96.6)

Page 4 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 57
94.4 (91.1, 97.7)

50
94.2 (90.4, 97.9)

56
95.5 (92.7, 98.3)

91
95.6 (93.4, 97.8)

254
95.0 (93.6, 96.4)

1 289
94.6 (93.2, 95.9)

153
93.5 (91.2, 95.8)

151
96.1 (94.6, 97.6)

114
95.9 (94.0, 97.9)

707
94.9 (94.0, 95.7)

2 201
94.4 (92.7, 96.2)

78
92.5 (89.1, 95.8)

82
96.4 (94.5, 98.2)

81
96.9 (95.1, 98.7)

442
94.9 (93.8, 96.0)

3 32
94.5 (90.1, 98.8)

19
92.3 (83.7, 100.0)

10
87.9 (71.7, 100.0)

15
98.5 (97.3, 99.7)

76
93.8 (90.5, 97.1)

Page 5 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 304
94.3 (92.9, 95.7)

155
91.7 (89.1, 94.3)

160
95.1 (93.4, 96.9)

149
97.0 (95.7, 98.2)

786
94.5 (93.6, 95.4)

> Median 261
95.0 (93.5, 96.4)

134
95.4 (93.5, 97.4)

136
96.6 (95.2, 98.0)

141
95.9 (94.2, 97.6)

654
95.6 (94.7, 96.4)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 333
94.7 (93.4, 96.0)

167
93.2 (91.0, 95.4)

162
96.4 (95.0, 97.8)

163
96.7 (95.4, 98.0)

871
95.1 (94.4, 95.9)

> Median 150
96.2 (94.7, 97.7)

129
93.3 (90.7, 95.9)

137
95.0 (93.1, 96.9)

110
95.6 (93.4, 97.7)

480
95.0 (94.0, 96.1)

Page 6 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Cause of menopause

Natural onset 374
95.7 (94.6, 96.7)

256
92.7 (90.8, 94.6)

271
95.7 (94.5, 96.9)

247
96.5 (95.4, 97.6)

1148
95.2 (94.6, 95.9)

Clinically/surgically induced 102
93.1 (90.3, 96.0)

40
96.7 (94.0, 99.4)

24
96.1 (91.8, 100.0)

45
95.3 (91.4, 99.1)

211
94.6 (92.9, 96.3)

Not available 96
91.3 (88.1, 94.5)

4
91.6 (78.4, 100.0)

4
99.5 (98.9, 100.0)

8
90.9 (76.6, 100.0)

112
91.6 (88.7, 94.5)

Missing 7
96.2 (90.4, 100.0)

0
- (-, -)

0
- (-, -)

1
99.7 (-, -)

8
96.7 (91.7, 100.0)

Page 7 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Number of concomitant medications taken at baseline
(Germany median = 2.0, Austria median = 2.0, Greece median = 2.0, Belgium median = 4.0, Overall median = 2.0)

≤ Median 328
88.5 (86.4, 90.7)

156
85.5 (81.7, 89.4)

168
91.2 (88.7, 93.8)

162
93.3 (91.1, 95.5)

750
89.2 (87.8, 90.6)

> Median 251
86.0 (83.4, 88.7)

144
90.4 (87.2, 93.6)

131
91.1 (88.2, 94.0)

139
91.2 (88.2, 94.3)

729
89.4 (88.0, 90.8)

Number of comorbidities
(Germany median = 3.0, Austria median = 3.0, Greece median = 2.0, Belgium median = 3.0, Overall median = 3.0)

≤ Median 320
88.3 (86.1, 90.5)

165
89.2 (86.1, 92.4)

170
92.1 (89.7, 94.5)

178
93.2 (91.0, 95.4)

885
90.4 (89.2, 91.6)

> Median 259
86.4 (83.8, 89.0)

135
86.2 (82.1, 90.4)

129
90.0 (86.9, 93.1)

123
91.2 (88.1, 94.3)

594
87.6 (85.9, 89.3)

Page 8 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Modified-Wolfe comorbidity index (MWCI)
(Germany median = 1.0, Austria median = 1.0, Greece median = 1.0, Belgium median = 1.0, Overall median = 1.0)

≤ Median 338
88.9 (86.9, 90.9)

167
88.6 (85.2, 92.0)

213
92.2 (90.1, 94.2)

158
92.8 (90.4, 95.3)

876
90.3 (89.1, 91.6)

> Median 241
85.4 (82.6, 88.2)

133
87.0 (83.1, 90.9)

86
88.7 (84.5, 93.0)

143
91.9 (89.1, 94.6)

603
87.7 (86.1, 89.4)

Page 9 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Mental illness
a 

Yes 57
87.9 (82.9, 92.9)

64
87.4 (81.9, 92.9)

38
91.0 (85.6, 96.4)

70
91.3 (87.3, 95.3)

229
89.3 (86.9, 91.8)

Unknown 121
86.0 (82.1, 89.9)

6
98.2 (96.4, 100.0)

1
97.5 (-, -)

4
97.5 (92.2, 100.0)

132
87.0 (83.3, 90.7)

Missing 401
87.8 (85.8, 89.8)

230
87.8 (84.8, 90.7)

260
91.2 (89.1, 93.2)

227
92.6 (90.5, 94.7)

1118
89.6 (88.4, 90.7)

Page 10 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-medhis.sas 
Output: t14t-04-003-002-002-mcr-rate-cov-medhis-l.rtf (Date Generated: 13NOV2015: 7:25:05)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 887 of 1214



Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Any chronic medical condition

Yes 546
87.7 (86.1, 89.4)

278
88.0 (85.3, 90.6)

273
91.2 (89.3, 93.2)

264
92.5 (90.6, 94.4)

1361
89.4 (88.4, 90.4)

No 33
82.3 (73.6, 91.1)

22
86.6 (76.5, 96.7)

26
90.6 (81.9, 99.4)

37
91.3 (85.0, 97.6)

118
87.8 (83.8, 91.8)

Page 11 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Number of chronic medical conditions of interest
b 

0 57
86.7 (81.0, 92.4)

50
88.7 (82.7, 94.7)

56
89.9 (85.1, 94.7)

91
92.2 (88.7, 95.7)

254
89.8 (87.4, 92.1)

1 289
88.1 (85.8, 90.4)

153
88.6 (85.1, 92.1)

151
91.5 (88.9, 94.1)

114
92.5 (89.3, 95.7)

707
89.6 (88.2, 91.1)

2 201
86.7 (83.8, 89.7)

78
86.3 (81.0, 91.7)

82
92.5 (89.4, 95.5)

81
92.6 (89.5, 95.8)

442
88.8 (87.0, 90.6)

3 32
87.2 (79.6, 94.8)

19
86.5 (75.2, 97.8)

10
82.7 (59.9, 100.0)

15
91.1 (83.7, 98.5)

76
87.2 (82.2, 92.2)

Page 12 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Time since PMO diagnosis to enrollment (years)
(Germany median = 5.0, Austria median = 5.0, Greece median = 5.0, Belgium median = 3.0, Overall median = 5.0)

≤ Median 304
86.9 (84.6, 89.2)

155
85.6 (81.7, 89.6)

160
90.9 (88.2, 93.6)

149
92.8 (90.5, 95.2)

786
88.6 (87.2, 90.0)

> Median 261
88.2 (85.7, 90.7)

134
91.5 (88.5, 94.5)

136
91.5 (88.8, 94.2)

141
92.6 (89.9, 95.3)

654
90.5 (89.1, 91.9)

Age at menopause (years)
(Germany median = 50.0, Austria median = 50.0, Greece median = 49.0, Belgium median = 50.0, Overall median = 50.0)

≤ Median 333
88.3 (86.1, 90.4)

167
87.8 (84.3, 91.2)

162
91.9 (89.5, 94.4)

163
93.2 (91.0, 95.5)

871
90.0 (88.7, 91.2)

> Median 150
88.6 (85.7, 91.6)

129
88.1 (84.2, 92.0)

137
90.3 (87.3, 93.3)

110
91.0 (87.5, 94.5)

480
89.2 (87.5, 91.0)

Page 13 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.2.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Medical History Status
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Cause of menopause

Natural onset 374
89.0 (87.1, 90.9)

256
87.0 (84.2, 89.9)

271
91.1 (89.1, 93.1)

247
92.7 (90.8, 94.6)

1148
89.8 (88.8, 90.9)

Clinically/surgically induced 102
86.7 (82.3, 91.1)

40
93.7 (89.1, 98.2)

24
91.1 (83.6, 98.7)

45
91.2 (85.2, 97.2)

211
89.5 (86.7, 92.2)

Not available 96
82.1 (77.5, 86.8)

4
84.4 (47.8, 100.0)

4
98.2 (95.5, 100.0)

8
88.0 (66.6, 100.0)

112
83.2 (78.9, 87.5)

Missing 7
88.2 (68.4, 100.0)

0
- (-, -)

0
- (-, -)

1
99.0 (-, -)

8
89.5 (72.7, 100.0)

Page 14 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

Mental illness including depression.
b

Number of chronic medical conditions of interest including diabetes, osteoporosis and hypertension only.
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Table 14t-4.3.2.3.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prior Osteoporosis Medication
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Was the patient ever exposed to prior PMO therapy?

Yes 513
94.7 (93.6, 95.7)

252
94.1 (92.5, 95.8)

244
95.9 (94.7, 97.1)

256
95.9 (94.6, 97.2)

1265
95.1 (94.4, 95.7)

No 65
93.1 (89.9, 96.4)

48
88.5 (83.0, 94.1)

53
95.9 (93.0, 98.8)

45
97.9 (97.0, 98.8)

211
93.8 (92.0, 95.6)

Missing 1
99.7 (-, -)

0
- (-, -)

2
74.2 (0.0, 100.0)

0
- (-, -)

3
82.7 (12.3, 100.0)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.3.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prior Osteoporosis Medication
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 447
94.5 (93.3, 95.6)

232
94.4 (92.7, 96.1)

216
96.3 (95.0, 97.5)

222
96.0 (94.7, 97.3)

1117
95.1 (94.4, 95.8)

No 132
94.6 (92.6, 96.6)

68
89.3 (84.8, 93.8)

81
95.0 (92.5, 97.6)

79
96.8 (94.9, 98.6)

360
94.2 (92.8, 95.5)

Missing 0
- (-, -)

0
- (-, -)

2
74.2 (0.0, 100.0)

0
- (-, -)

2
74.2 (0.0, 100.0)

Prior calcium and/or vitamin D supplements

Yes 382
94.9 (93.8, 96.1)

151
95.7 (94.0, 97.4)

121
95.9 (94.2, 97.6)

225
95.6 (94.2, 97.1)

879
95.4 (94.6, 96.1)

No 197
93.7 (91.8, 95.5)

149
90.8 (87.9, 93.6)

178
95.7 (94.2, 97.2)

76
97.9 (97.3, 98.5)

600
94.1 (93.0, 95.1)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.3.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prior Osteoporosis Medication
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Was the patient ever exposed to prior PMO therapy?

Yes 513
87.7 (85.9, 89.4)

252
89.3 (86.8, 91.9)

244
91.8 (89.8, 93.8)

256
92.0 (90.0, 94.1)

1265
89.7 (88.6, 90.7)

No 65
85.7 (80.6, 90.9)

48
80.2 (71.9, 88.5)

53
89.9 (85.0, 94.8)

45
94.2 (91.0, 97.5)

211
87.3 (84.5, 90.2)

Missing 1
73.6 (-, -)

0
- (-, -)

2
50.0 (0.0, 100.0)

0
- (-, -)

3
57.9 (0.0, 100.0)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.3.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prior Osteoporosis Medication
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Did the patient receive any PMO therapy during the 12 months prior to enrollment?

Yes 447
87.5 (85.5, 89.4)

232
89.6 (87.0, 92.2)

216
93.1 (91.2, 94.9)

222
92.4 (90.2, 94.6)

1117
90.0 (88.9, 91.1)

No 132
87.4 (84.0, 90.7)

68
81.9 (75.2, 88.7)

81
87.2 (82.6, 91.8)

79
92.3 (89.1, 95.6)

360
87.4 (85.2, 89.5)

Missing 0
- (-, -)

0
- (-, -)

2
50.0 (0.0, 100.0)

0
- (-, -)

2
50.0 (0.0, 100.0)

Prior calcium and/or vitamin D supplements

Yes 382
88.3 (86.3, 90.3)

151
91.7 (88.9, 94.5)

121
90.3 (87.3, 93.3)

225
92.1 (89.8, 94.3)

879
90.1 (88.9, 91.3)

No 197
85.8 (82.7, 88.8)

149
84.0 (79.8, 88.2)

178
91.8 (89.4, 94.3)

76
93.3 (90.5, 96.0)

600
88.1 (86.4, 89.7)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Prior glucocorticoid use

Yes 73
93.8 (91.1, 96.6)

22
90.0 (82.0, 97.9)

31
96.2 (92.7, 99.7)

30
94.9 (90.3, 99.6)

156
94.0 (92.0, 96.0)

No 490
94.6 (93.5, 95.7)

278
93.5 (91.8, 95.2)

268
95.7 (94.5, 96.9)

271
96.3 (95.2, 97.5)

1307
95.0 (94.3, 95.6)

Missing 16
95.2 (88.8, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

16
95.2 (88.8, 100.0)

Page 1 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Secondary osteoporosis

Yes 66
93.1 (89.6, 96.5)

48
94.5 (90.7, 98.2)

23
96.2 (91.8, 100.0)

33
95.9 (91.5, 100.0)

170
94.4 (92.5, 96.4)

No 507
94.7 (93.7, 95.8)

252
93.0 (91.2, 94.9)

276
95.7 (94.5, 96.9)

268
96.2 (95.1, 97.4)

1303
94.9 (94.3, 95.6)

Missing 6
90.1 (69.4, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

6
90.1 (69.4, 100.0)

Page 2 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 106
94.0 (91.5, 96.5)

50
94.1 (89.8, 98.4)

20
94.8 (89.5, 100.0)

51
93.6 (89.5, 97.8)

227
94.0 (92.2, 95.8)

No 468
94.7 (93.6, 95.7)

250
93.1 (91.3, 94.9)

279
95.8 (94.7, 97.0)

250
96.7 (95.7, 97.7)

1247
95.0 (94.4, 95.7)

Missing 5
89.9 (65.5, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

5
89.9 (65.5, 100.0)

Page 3 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 103
93.3 (90.7, 96.0)

57
88.6 (83.3, 93.9)

49
93.2 (89.1, 97.3)

62
95.6 (92.8, 98.5)

271
92.8 (91.1, 94.6)

No 458
94.6 (93.5, 95.7)

243
94.3 (92.7, 96.0)

250
96.3 (95.2, 97.4)

239
96.3 (95.2, 97.5)

1190
95.3 (94.6, 95.9)

Missing 18
97.5 (96.1, 98.9)

0
- (-, -)

0
- (-, -)

0
- (-, -)

18
97.5 (96.1, 98.9)

Page 4 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 44
94.3 (90.5, 98.2)

26
85.6 (76.4, 94.7)

15
94.5 (87.4, 100.0)

40
95.2 (91.7, 98.7)

125
92.8 (90.1, 95.5)

No 524
94.5 (93.4, 95.5)

274
94.0 (92.4, 95.6)

284
95.8 (94.7, 97.0)

261
96.4 (95.2, 97.5)

1343
95.0 (94.4, 95.6)

Missing 11
96.8 (94.6, 99.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

11
96.8 (94.6, 99.0)

Page 5 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Alcoholic beverages

None 322
94.1 (92.6, 95.5)

202
92.3 (90.1, 94.5)

254
95.8 (94.6, 97.0)

214
95.6 (94.2, 97.1)

992
94.5 (93.7, 95.3)

≤ 2 per day 164
95.4 (93.8, 97.0)

93
95.1 (92.6, 97.6)

45
95.7 (92.3, 99.1)

78
98.2 (97.6, 98.8)

380
95.9 (94.9, 96.9)

≥ 3 per day 4
98.7 (96.3, 100.0)

5
97.6 (93.7, 100.0)

0
- (-, -)

8
92.6 (78.2, 100.0)

17
95.5 (89.4, 100.0)

Missing 89
94.2 (91.7, 96.7)

0
- (-, -)

0
- (-, -)

1
95.1 (-, -)

90
94.2 (91.7, 96.7)

Page 6 of 14
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Tobacco use

Never 407
94.1 (92.9, 95.4)

212
92.3 (90.1, 94.4)

228
96.2 (95.0, 97.4)

236
96.4 (95.2, 97.6)

1083
94.7 (94.0, 95.4)

Former 52
93.5 (89.8, 97.2)

40
96.3 (92.8, 99.7)

24
95.4 (91.6, 99.3)

32
94.8 (90.2, 99.4)

148
94.8 (92.9, 96.8)

Currently 50
97.8 (96.8, 98.7)

48
95.1 (91.6, 98.6)

47
93.9 (89.8, 97.9)

33
96.0 (92.7, 99.3)

178
95.7 (94.1, 97.2)

Missing 70
95.1 (92.5, 97.7)

0
- (-, -)

0
- (-, -)

0
- (-, -)

70
95.1 (92.5, 97.7)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Prior glucocorticoid use

Yes 73
84.8 (80.2, 89.3)

22
81.9 (69.8, 94.0)

31
91.4 (85.6, 97.2)

30
89.0 (81.8, 96.2)

156
86.5 (83.3, 89.7)

No 490
87.8 (86.0, 89.6)

278
88.4 (85.8, 90.9)

268
91.2 (89.1, 93.2)

271
92.7 (90.9, 94.6)

1307
89.6 (88.6, 90.7)

Missing 16
88.9 (78.4, 99.4)

0
- (-, -)

0
- (-, -)

0
- (-, -)

16
88.9 (78.4, 99.4)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Secondary osteoporosis

Yes 66
86.0 (80.5, 91.6)

48
88.9 (83.1, 94.8)

23
88.7 (80.4, 97.0)

33
89.4 (82.1, 96.7)

170
87.9 (84.7, 91.0)

No 507
87.8 (86.0, 89.5)

252
87.7 (84.9, 90.5)

276
91.4 (89.4, 93.3)

268
92.7 (90.9, 94.6)

1303
89.5 (88.5, 90.6)

Missing 6
73.5 (45.6, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

6
73.5 (45.6, 100.0)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Prior hospitalization for osteoporotic fracture

Yes 106
85.9 (81.7, 90.1)

50
90.0 (84.0, 96.0)

20
88.1 (79.0, 97.3)

51
87.2 (80.7, 93.8)

227
87.3 (84.5, 90.2)

No 468
87.8 (86.0, 89.6)

250
87.5 (84.6, 90.3)

279
91.4 (89.5, 93.3)

250
93.4 (91.7, 95.2)

1247
89.7 (88.6, 90.7)

Missing 5
83.3 (56.2, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

5
83.3 (56.2, 100.0)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

≥ 1 fall in the 12 months prior to enrollment

Yes 103
86.2 (82.3, 90.2)

57
82.9 (75.4, 90.3)

49
86.6 (80.4, 92.9)

62
88.6 (83.6, 93.5)

271
86.1 (83.5, 88.8)

No 458
87.4 (85.5, 89.3)

243
89.1 (86.5, 91.7)

250
92.1 (90.2, 94.0)

239
93.4 (91.5, 95.3)

1190
89.9 (88.8, 91.0)

Missing 18
95.4 (91.5, 99.3)

0
- (-, -)

0
- (-, -)

0
- (-, -)

18
95.4 (91.5, 99.3)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

≥ 1 occurrence of immobility in the 12 months prior to enrollment

Yes 44
83.5 (76.4, 90.5)

26
77.1 (64.2, 89.9)

15
83.6 (71.9, 95.4)

40
88.6 (82.1, 95.2)

125
83.8 (79.5, 88.1)

No 524
87.6 (85.9, 89.3)

274
88.9 (86.4, 91.4)

284
91.6 (89.7, 93.5)

261
92.9 (91.1, 94.8)

1343
89.7 (88.7, 90.8)

Missing 11
95.8 (90.8, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

11
95.8 (90.8, 100.0)
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Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Alcoholic beverages

None 322
86.3 (84.0, 88.7)

202
86.2 (82.9, 89.5)

254
91.3 (89.3, 93.3)

214
91.9 (89.6, 94.2)

992
88.8 (87.5, 90.0)

≤ 2 per day 164
88.7 (85.7, 91.6)

93
91.1 (87.1, 95.1)

45
90.4 (84.8, 96.1)

78
94.1 (91.6, 96.6)

380
90.6 (88.8, 92.4)

≥ 3 per day 4
99.2 (98.0, 100.0)

5
96.8 (92.4, 100.0)

0
- (-, -)

8
87.5 (66.1, 100.0)

17
93.0 (83.8, 100.0)

Missing 89
88.5 (84.9, 92.2)

0
- (-, -)

0
- (-, -)

1
96.7 (-, -)

90
88.6 (85.0, 92.2)

Page 13 of 14
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Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-frax.sas 
Output: t14t-04-003-002-004-mcr-rate-cov-frax-l.rtf (Date Generated: 02NOV2015: 5:45:06)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 908 of 1214



Table 14t-4.3.2.4.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Disease and Substance History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Tobacco use

Never 407
86.4 (84.3, 88.6)

212
86.3 (83.1, 89.6)

228
92.3 (90.3, 94.3)

236
92.4 (90.3, 94.4)

1083
89.0 (87.8, 90.1)

Former 52
86.4 (80.5, 92.4)

40
93.4 (88.4, 98.3)

24
91.4 (85.3, 97.5)

32
91.0 (84.1, 97.9)

148
90.1 (87.1, 93.1)

Currently 50
94.1 (91.3, 96.8)

48
90.2 (84.5, 95.9)

47
85.5 (79.0, 92.0)

33
93.7 (88.7, 98.6)

178
90.7 (88.1, 93.3)

Missing 70
89.2 (85.3, 93.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

70
89.2 (85.3, 93.0)

Page 14 of 14
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Table 14t-4.3.2.5.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Parental Hip Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Parent fractured hip

Yes 54
94.3 (90.8, 97.8)

34
97.1 (94.1, 100.0)

52
96.2 (93.5, 98.9)

29
98.2 (97.0, 99.3)

169
96.1 (94.6, 97.6)

No 272
94.4 (92.9, 95.8)

197
93.9 (91.9, 95.8)

192
95.4 (93.9, 96.9)

188
96.3 (94.9, 97.7)

849
94.9 (94.1, 95.7)

Unknown 253
94.7 (93.3, 96.1)

69
89.6 (85.3, 93.9)

55
96.6 (94.5, 98.7)

84
95.4 (93.0, 97.8)

461
94.3 (93.1, 95.4)

Page 1 of 4
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Table 14t-4.3.2.5.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Parental Hip Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Parent fractured hip

Mother 45
94.8 (91.1, 98.5)

30
97.1 (93.8, 100.0)

43
96.7 (94.3, 99.1)

24
98.0 (96.7, 99.4)

142
96.4 (94.9, 97.9)

Father 5
87.4 (61.1, 100.0)

2
96.2 (47.6, 100.0)

8
93.1 (78.5, 100.0)

3
98.9 (96.2, 100.0)

18
92.8 (85.0, 100.0)

Both mother and father 4
97.5 (94.1, 100.0)

2
96.9 (63.9, 100.0)

1
100.0 (-, -)

2
98.6 (98.6, 98.6)

9
97.9 (96.3, 99.5)

Neither mother nor father 272
94.4 (92.9, 95.8)

197
93.9 (91.9, 95.8)

192
95.4 (93.9, 96.9)

188
96.3 (94.9, 97.7)

849
94.9 (94.1, 95.7)

Unknown 253
94.7 (93.3, 96.1)

69
89.6 (85.3, 93.9)

55
96.6 (94.5, 98.7)

84
95.4 (93.0, 97.8)

461
94.3 (93.1, 95.4)

Page 2 of 4
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Table 14t-4.3.2.5.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Parental Hip Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Parent fractured hip

Yes 54
87.2 (81.4, 93.0)

34
94.0 (88.8, 99.2)

52
90.2 (84.9, 95.4)

29
95.7 (93.2, 98.3)

169
90.9 (88.3, 93.6)

No 272
86.6 (84.0, 89.1)

197
88.9 (85.8, 91.9)

192
90.9 (88.5, 93.3)

188
92.4 (90.1, 94.7)

849
89.4 (88.1, 90.7)

Unknown 253
88.4 (86.0, 90.8)

69
82.0 (75.7, 88.3)

55
93.3 (89.5, 97.0)

84
91.1 (87.1, 95.0)

461
88.5 (86.7, 90.4)

Page 3 of 4
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Table 14t-4.3.2.5.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Parental Hip Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Parent fractured hip

Mother 45
88.4 (82.3, 94.4)

30
94.2 (88.3, 100.0)

43
90.3 (84.8, 95.8)

24
95.4 (92.3, 98.5)

142
91.4 (88.6, 94.2)

Father 5
77.0 (38.9, 100.0)

2
94.9 (83.6, 100.0)

8
88.0 (66.6, 100.0)

3
96.5 (89.8, 100.0)

18
87.1 (75.5, 98.8)

Both mother and father 4
86.1 (47.8, 100.0)

2
90.9 (10.2, 100.0)

1
100.0 (-, -)

2
98.4 (97.6, 99.3)

9
91.5 (79.0, 100.0)

Neither mother nor father 272
86.6 (84.0, 89.1)

197
88.9 (85.8, 91.9)

192
90.9 (88.5, 93.3)

188
92.4 (90.1, 94.7)

849
89.4 (88.1, 90.7)

Unknown 253
88.4 (86.0, 90.8)

69
82.0 (75.7, 88.3)

55
93.3 (89.5, 97.0)

84
91.1 (87.1, 95.0)

461
88.5 (86.7, 90.4)

Page 4 of 4
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Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-hipfx.sas 
Output: t14t-04-003-002-005-mcr-rate-cov-hipfx-l.rtf (Date Generated: 02NOV2015: 5:45:33)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 913 of 1214



Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Body mass index

≤ 25 kg/m² 283
94.3 (92.9, 95.8)

152
95.8 (94.1, 97.4)

127
94.9 (92.8, 96.9)

157
96.4 (95.0, 97.9)

719
95.2 (94.4, 96.0)

> 25 kg/m² 283
94.6 (93.2, 96.0)

121
93.8 (91.2, 96.4)

172
96.4 (95.1, 97.7)

121
95.6 (93.6, 97.6)

697
95.1 (94.2, 95.9)

Missing 13
97.0 (93.6, 100.0)

27
76.6 (67.0, 86.2)

0
- (-, -)

23
97.6 (96.5, 98.8)

63
88.5 (83.7, 93.3)

Page 1 of 6
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Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Height decreased since self-reported maximal height

Yes 418
94.4 (93.2, 95.6)

223
93.0 (91.1, 95.0)

140
95.8 (94.2, 97.5)

156
96.3 (94.7, 97.8)

937
94.6 (93.8, 95.4)

No 125
94.6 (92.5, 96.7)

75
93.8 (90.5, 97.1)

151
95.7 (94.1, 97.4)

122
96.2 (94.6, 97.9)

473
95.3 (94.3, 96.3)

Missing 36
95.5 (91.6, 99.3)

2
98.2 (89.5, 100.0)

8
95.4 (91.6, 99.1)

23
95.5 (90.6, 100.0)

69
95.6 (93.0, 98.1)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 209
94.2 (92.4, 96.0)

126
93.4 (90.8, 96.0)

81
95.3 (92.8, 97.8)

89
97.4 (95.9, 99.0)

549
94.6 (93.5, 95.6)

> Median 207
94.6 (93.0, 96.1)

95
92.3 (89.2, 95.4)

53
97.1 (94.9, 99.2)

63
94.7 (91.5, 97.9)

374
94.6 (93.4, 95.9)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Body mass index

≤ 25 kg/m² 283
87.5 (85.1, 90.0)

152
92.2 (89.5, 94.8)

127
90.5 (87.3, 93.8)

157
92.7 (90.2, 95.1)

719
90.2 (88.8, 91.5)

> 25 kg/m² 283
87.0 (84.6, 89.3)

121
87.8 (83.7, 91.9)

172
91.7 (89.4, 94.0)

121
91.5 (88.3, 94.7)

697
89.1 (87.6, 90.5)

Missing 13
95.4 (91.2, 99.7)

27
64.2 (51.0, 77.5)

0
- (-, -)

23
95.0 (90.5, 99.5)

63
81.9 (75.0, 88.8)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Height decreased since self-reported maximal height

Yes 418
86.5 (84.5, 88.6)

223
87.1 (84.2, 90.1)

140
91.3 (88.5, 94.1)

156
92.5 (90.0, 95.1)

937
88.4 (87.1, 89.7)

No 125
89.0 (86.0, 92.0)

75
89.8 (84.9, 94.8)

151
91.6 (89.0, 94.2)

122
92.1 (89.3, 94.9)

473
90.8 (89.2, 92.3)

Missing 36
92.4 (87.2, 97.6)

2
97.4 (80.0, 100.0)

8
81.6 (63.7, 99.4)

23
92.5 (85.3, 99.7)

69
91.3 (87.4, 95.3)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.6.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Body Composition
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Height loss since self-reported maximal height (cm)
(Germany median = 4.00, Austria median = 3.00, Greece median = 4.00, Belgium median = 4.00, Overall median = 4.00)

≤ Median 209
85.4 (82.2, 88.5)

126
88.3 (84.4, 92.1)

81
90.9 (86.9, 95.0)

89
95.3 (92.7, 97.9)

549
88.6 (86.8, 90.3)

> Median 207
87.7 (84.9, 90.5)

95
85.4 (80.5, 90.3)

53
91.6 (87.4, 95.7)

63
88.4 (83.1, 93.6)

374
87.9 (85.8, 90.0)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Historical fracture

Yes 399
94.1 (92.9, 95.4)

141
93.9 (91.5, 96.2)

112
95.5 (93.6, 97.4)

169
95.8 (94.1, 97.4)

821
94.6 (93.8, 95.4)

No 180
95.4 (93.8, 96.9)

159
92.7 (90.3, 95.1)

187
95.9 (94.5, 97.4)

132
96.8 (95.5, 98.1)

658
95.2 (94.3, 96.0)

Historical osteoporotic hip fracture

Yes 19
93.0 (85.5, 100.0)

11
93.6 (83.8, 100.0)

13
98.1 (96.3, 99.9)

25
95.7 (91.5, 99.9)

68
95.1 (92.2, 97.9)

No 560
94.6 (93.6, 95.5)

289
93.2 (91.5, 94.9)

286
95.7 (94.5, 96.9)

276
96.2 (95.1, 97.4)

1411
94.8 (94.2, 95.5)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 180
93.3 (91.2, 95.3)

28
92.2 (85.9, 98.5)

34
97.2 (96.0, 98.4)

52
94.2 (90.3, 98.0)

294
93.8 (92.3, 95.3)

No 399
95.1 (93.9, 96.2)

272
93.4 (91.6, 95.1)

265
95.6 (94.3, 96.9)

249
96.6 (95.6, 97.7)

1185
95.1 (94.5, 95.8)

≥ 2 historical fractures

Yes 187
93.3 (91.3, 95.3)

54
97.3 (95.5, 99.2)

26
93.7 (88.2, 99.2)

74
94.3 (91.3, 97.3)

341
94.2 (92.9, 95.6)

No 392
95.1 (93.9, 96.2)

246
92.4 (90.4, 94.3)

273
96.0 (94.8, 97.1)

227
96.8 (95.7, 97.9)

1138
95.0 (94.4, 95.7)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 102
92.9 (90.3, 95.6)

51
92.7 (88.1, 97.3)

36
94.7 (90.7, 98.8)

54
94.3 (91.0, 97.6)

243
93.5 (91.7, 95.2)

≥ 12 months 282
94.5 (93.1, 96.0)

86
95.7 (93.3, 98.0)

66
95.6 (93.2, 98.0)

115
96.4 (94.5, 98.3)

549
95.2 (94.3, 96.2)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Historical fracture

Yes 399
86.8 (84.8, 88.9)

141
89.5 (86.0, 93.0)

112
89.4 (86.1, 92.7)

169
91.7 (89.1, 94.3)

821
88.6 (87.3, 90.0)

No 180
88.8 (86.0, 91.5)

159
86.4 (82.8, 90.1)

187
92.2 (89.9, 94.6)

132
93.2 (90.8, 95.7)

658
90.1 (88.7, 91.5)

Historical osteoporotic hip fracture

Yes 19
84.4 (73.3, 95.6)

11
89.6 (75.1, 100.0)

13
94.4 (89.3, 99.4)

25
91.7 (85.0, 98.3)

68
89.8 (85.4, 94.2)

No 560
87.5 (85.9, 89.2)

289
87.8 (85.2, 90.4)

286
91.0 (89.1, 93.0)

276
92.4 (90.5, 94.3)

1411
89.3 (88.2, 90.3)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Historical osteoporotic vertebral fracture

Yes 180
85.7 (82.4, 89.1)

28
87.9 (79.0, 96.9)

34
92.0 (87.5, 96.5)

52
90.1 (84.3, 96.0)

294
87.4 (85.0, 89.9)

No 399
88.2 (86.3, 90.1)

272
87.9 (85.2, 90.5)

265
91.1 (89.0, 93.2)

249
92.8 (91.0, 94.7)

1185
89.7 (88.7, 90.8)

≥ 2 historical fractures

Yes 187
85.5 (82.3, 88.7)

54
94.7 (91.6, 97.7)

26
87.0 (78.7, 95.3)

74
89.6 (84.9, 94.2)

341
87.9 (85.7, 90.1)

No 392
88.4 (86.4, 90.3)

246
86.4 (83.4, 89.4)

273
91.6 (89.7, 93.5)

227
93.3 (91.4, 95.2)

1138
89.7 (88.6, 90.8)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.7.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Fracture History
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Time since most recent fracture to first Prolia
®

injection

< 12 months 102
85.2 (81.0, 89.4)

51
86.8 (80.0, 93.6)

36
89.4 (83.7, 95.2)

54
87.9 (82.5, 93.3)

243
86.7 (84.1, 89.4)

≥ 12 months 282
87.5 (85.0, 89.9)

86
93.0 (89.6, 96.4)

66
88.3 (83.6, 92.9)

115
93.5 (90.5, 96.4)

549
89.7 (88.1, 91.3)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.8.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Assessment
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

At least one baseline DXA assessment

Yes 466
94.3 (93.2, 95.4)

210
95.7 (94.2, 97.2)

280
95.9 (94.8, 97.1)

278
96.3 (95.2, 97.4)

1234
95.4 (94.7, 96.0)

No 113
95.3 (93.3, 97.3)

90
87.6 (83.4, 91.7)

19
93.3 (85.8, 100.0)

23
95.2 (90.7, 99.7)

245
92.3 (90.4, 94.2)

Page 1 of 2
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.
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Table 14t-4.3.2.8.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Assessment
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

At least one baseline DXA assessment

Yes 466
87.8 (85.9, 89.6)

210
91.1 (88.6, 93.5)

280
91.6 (89.6, 93.5)

278
92.7 (90.9, 94.6)

1234
90.3 (89.3, 91.3)

No 113
86.0 (82.1, 89.9)

90
80.5 (74.4, 86.6)

19
85.8 (75.5, 96.1)

23
87.9 (79.3, 96.5)

245
84.1 (81.1, 87.2)

Page 2 of 2
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA assessment (BMD and/or T-score) on any site (total hip, femoral neck, lumbar spine) within the window of up to 1 year prior to first 
Prolia

®
injection and no more than 90 days after first injection. If two records are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Total hip DXA BMD T-score

≤ -2.5 120
95.5 (93.6, 97.4)

42
94.8 (91.1, 98.5)

17
96.6 (94.8, 98.4)

77
96.5 (94.7, 98.4)

256
95.8 (94.5, 97.0)

> -2.5 239
93.5 (91.8, 95.1)

120
96.2 (94.2, 98.1)

36
96.3 (93.4, 99.1)

131
96.7 (95.0, 98.4)

526
95.1 (94.1, 96.1)

Missing 220
95.1 (93.6, 96.6)

138
90.2 (87.3, 93.2)

246
95.6 (94.3, 97.0)

93
95.3 (93.1, 97.4)

697
94.4 (93.4, 95.3)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 164
95.4 (93.7, 97.1)

72
95.2 (92.4, 97.9)

95
95.9 (94.0, 97.8)

139
95.9 (94.1, 97.6)

470
95.6 (94.7, 96.6)

> -2.5 231
93.7 (92.0, 95.4)

108
96.3 (94.3, 98.3)

59
98.3 (97.8, 98.9)

92
97.3 (95.7, 98.8)

490
95.5 (94.5, 96.5)

Missing 184
94.7 (93.0, 96.4)

120
89.3 (86.0, 92.7)

145
94.7 (92.7, 96.6)

70
95.5 (92.9, 98.0)

519
93.6 (92.4, 94.7)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 305
95.0 (93.8, 96.3)

131
95.6 (93.6, 97.6)

150
95.9 (94.3, 97.5)

153
96.3 (94.8, 97.7)

739
95.6 (94.8, 96.3)

> -2.5 135
92.4 (89.9, 95.0)

47
96.1 (93.1, 99.1)

56
95.3 (92.7, 97.9)

121
96.2 (94.4, 98.1)

359
94.6 (93.4, 95.9)

Missing 139
95.3 (93.6, 97.1)

122
89.6 (86.4, 92.9)

93
95.8 (93.8, 97.9)

27
95.8 (91.9, 99.6)

381
93.7 (92.3, 95.0)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Total hip DXA BMD T-score

≤ -2.5 120
88.6 (85.1, 92.1)

42
90.5 (84.7, 96.2)

17
84.7 (74.6, 94.7)

77
92.4 (89.0, 95.8)

256
89.8 (87.6, 92.0)

> -2.5 239
86.6 (83.9, 89.3)

120
91.4 (88.1, 94.7)

36
91.4 (85.8, 96.9)

131
92.9 (90.1, 95.6)

526
89.6 (88.0, 91.2)

Missing 220
87.7 (85.0, 90.4)

138
84.0 (79.7, 88.4)

246
91.6 (89.5, 93.7)

93
91.6 (88.2, 95.1)

697
88.9 (87.4, 90.4)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Femoral neck DXA BMD T-score

≤ -2.5 164
89.5 (86.7, 92.4)

72
89.5 (84.8, 94.3)

95
90.4 (86.9, 93.9)

139
91.3 (88.4, 94.1)

470
90.2 (88.6, 91.8)

> -2.5 231
87.3 (84.6, 89.9)

108
91.6 (88.2, 95.0)

59
94.0 (90.7, 97.2)

92
94.8 (92.3, 97.4)

490
90.5 (88.9, 92.1)

Missing 184
85.7 (82.6, 88.9)

120
83.6 (78.8, 88.3)

145
90.6 (87.7, 93.5)

70
91.3 (87.0, 95.6)

519
87.3 (85.5, 89.2)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.9.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by DXA Bone Mineral Density (BMD) T-score
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Lumbar spine DXA BMD T-score

≤ -2.5 305
89.7 (87.6, 91.8)

131
90.4 (87.2, 93.6)

150
91.9 (89.3, 94.5)

153
93.4 (91.1, 95.8)

739
91.0 (89.8, 92.3)

> -2.5 135
83.5 (79.6, 87.5)

47
92.9 (88.3, 97.5)

56
91.6 (87.0, 96.2)

121
91.6 (88.6, 94.7)

359
88.8 (86.7, 90.8)

Missing 139
86.3 (82.8, 89.8)

122
83.3 (78.4, 88.1)

93
89.8 (86.2, 93.3)

27
89.6 (82.2, 97.0)

381
86.4 (84.2, 88.6)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
DXA = Dual energy X-ray absorptiometry.
Includes the closest complete DXA T-score within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after first injection. If two records 

are equidistant the earlier one is used.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Physician speciality

Orthopedist 302
94.5 (93.1, 95.9)

52
81.9 (75.6, 88.2)

84
96.0 (94.1, 98.0)

0
- (-, -)

438
93.3 (92.0, 94.6)

Trauma surgeon 20
96.6 (94.8, 98.4)

0
- (-, -)

0
- (-, -)

0
- (-, -)

20
96.6 (94.8, 98.4)

Rheumatologist 91
94.5 (92.1, 96.9)

10
94.8 (83.5, 100.0)

74
93.5 (90.2, 96.7)

53
95.7 (92.6, 98.9)

228
94.5 (92.8, 96.1)

Internist 1
87.4 (-, -)

28
93.4 (87.9, 98.8)

5
98.5 (96.9, 100.0)

0
- (-, -)

34
94.0 (89.5, 98.5)

Page 1 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 72
93.3 (90.0, 96.6)

41
97.3 (96.2, 98.4)

131
96.7 (95.3, 98.2)

0
- (-, -)

244
95.8 (94.6, 97.1)

Rehabilitation medicine 0
- (-, -)

0
- (-, -)

0
- (-, -)

28
94.5 (89.3, 99.7)

28
94.5 (89.3, 99.7)

Geriatrician 0
- (-, -)

0
- (-, -)

0
- (-, -)

20
93.7 (86.2, 100.0)

20
93.7 (86.2, 100.0)

Obstetrician/gynecologist 28
92.4 (86.6, 98.3)

107
95.9 (93.8, 98.1)

0
- (-, -)

5
98.9 (95.9, 100.0)

140
95.3 (93.3, 97.4)

Page 2 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 19
98.9 (98.1, 99.7)

53
94.6 (91.3, 98.0)

0
- (-, -)

182
96.7 (95.5, 97.8)

254
96.4 (95.3, 97.5)

Other 46
95.1 (92.0, 98.2)

9
98.0 (95.9, 100.0)

0
- (-, -)

13
97.9 (96.5, 99.3)

68
96.0 (93.9, 98.2)

Not available 0
- (-, -)

0
- (-, -)

5
97.8 (95.8, 99.8)

0
- (-, -)

5
97.8 (95.8, 99.8)

Page 3 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Sole physician

Sole 283
95.6 (94.4, 96.8)

189
92.3 (90.0, 94.6)

145
96.9 (95.6, 98.3)

98
96.0 (94.2, 97.8)

715
95.1 (94.2, 95.9)

Group 296
93.5 (91.9, 95.0)

111
94.8 (92.5, 97.0)

154
94.7 (92.9, 96.5)

203
96.3 (94.9, 97.7)

764
94.7 (93.8, 95.5)

Page 4 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Physician group size

2 - 3 188
93.0 (90.9, 95.0)

64
94.2 (90.9, 97.4)

79
92.3 (89.0, 95.6)

102
96.3 (94.4, 98.3)

433
93.8 (92.6, 95.1)

4 - 5 78
94.2 (91.2, 97.1)

0
- (-, -)

65
98.1 (97.0, 99.3)

55
96.2 (93.6, 98.8)

198
96.0 (94.6, 97.4)

6 - 10 30
94.8 (90.9, 98.8)

47
95.6 (92.6, 98.7)

0
- (-, -)

46
96.3 (93.1, 99.6)

123
95.7 (93.8, 97.6)

> 10 0
- (-, -)

0
- (-, -)

10
91.2 (86.9, 95.5)

0
- (-, -)

10
91.2 (86.9, 95.5)

Page 5 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Physician gender

Male 508
94.9 (93.8, 95.9)

155
95.7 (93.9, 97.5)

229
96.6 (95.5, 97.7)

245
96.4 (95.4, 97.5)

1137
95.7 (95.1, 96.3)

Female 71
92.0 (88.5, 95.5)

145
90.6 (87.8, 93.5)

70
93.0 (89.8, 96.3)

56
95.2 (91.6, 98.7)

342
92.2 (90.5, 93.8)

Page 6 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Physician years of practice

1 to 4 years 0
- (-, -)

0
- (-, -)

0
- (-, -)

4
99.7 (98.6, 100.0)

4
99.7 (98.6, 100.0)

5 to 9 years 70
95.9 (94.0, 97.7)

13
91.2 (80.0, 100.0)

102
97.2 (95.7, 98.8)

10
99.6 (99.1, 100.0)

195
96.4 (95.2, 97.7)

≥ 10 years 509
94.3 (93.2, 95.4)

287
93.3 (91.7, 95.0)

197
95.0 (93.5, 96.6)

287
96.0 (94.9, 97.2)

1280
94.6 (93.9, 95.3)

Page 7 of 22
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Centre type

Public 223
94.5 (93.0, 96.1)

123
91.3 (88.3, 94.3)

159
94.8 (93.0, 96.5)

58
95.9 (93.5, 98.4)

563
94.0 (93.0, 95.1)

Private 338
94.9 (93.6, 96.1)

177
94.6 (92.7, 96.5)

140
96.9 (95.5, 98.3)

243
96.3 (95.0, 97.5)

898
95.5 (94.8, 96.2)

Other 18
87.6 (78.5, 96.6)

0
- (-, -)

0
- (-, -)

0
- (-, -)

18
87.6 (78.5, 96.6)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Academic centre

Academic 214
93.7 (91.9, 95.5)

167
92.1 (89.7, 94.5)

77
95.4 (93.0, 97.8)

28
93.0 (86.8, 99.2)

486
93.4 (92.2, 94.7)

Non-academic 286
94.8 (93.4, 96.1)

94
94.8 (92.2, 97.4)

197
95.5 (94.0, 97.0)

233
96.4 (95.2, 97.5)

810
95.4 (94.7, 96.2)

Both 71
95.3 (92.9, 97.7)

39
94.3 (89.7, 98.9)

20
99.4 (99.0, 99.7)

26
98.7 (98.0, 99.4)

156
96.1 (94.6, 97.7)

Not available 8
98.9 (96.7, 100.0)

0
- (-, -)

5
97.8 (95.8, 99.8)

14
94.8 (87.3, 100.0)

27
96.6 (92.8, 100.0)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Site participating in Prolong patient support program

Yes 52
92.9 (88.8, 97.0)

141
96.2 (94.6, 97.8)

20
93.7 (88.5, 98.8)

0
- (-, -)

213
95.2 (93.6, 96.7)

No 363
94.7 (93.5, 95.9)

86
87.6 (83.3, 91.8)

200
97.0 (96.0, 98.0)

200
96.7 (95.5, 97.9)

849
95.0 (94.2, 95.8)

Unknown 164
94.6 (92.6, 96.5)

72
94.1 (90.8, 97.5)

79
93.2 (90.0, 96.4)

101
95.3 (93.1, 97.5)

416
94.4 (93.1, 95.6)

Missing 0
- (-, -)

1
100.0 (-, -)

0
- (-, -)

0
- (-, -)

1
100.0 (-, -)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Region

Urban 473
94.4 (93.3, 95.5)

295
93.4 (91.7, 95.0)

299
95.8 (94.6, 96.9)

217
95.8 (94.4, 97.2)

1284
94.7 (94.1, 95.4)

Rural 106
94.9 (92.9, 97.0)

5
87.0 (60.6, 100.0)

0
- (-, -)

84
97.2 (95.5, 98.9)

195
95.7 (94.3, 97.1)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Physician speciality

Orthopedist 302
87.1 (84.7, 89.5)

52
71.8 (62.6, 80.9)

84
91.4 (87.9, 94.9)

0
- (-, -)

438
86.1 (84.0, 88.3)

Trauma surgeon 20
95.0 (93.7, 96.3)

0
- (-, -)

0
- (-, -)

0
- (-, -)

20
95.0 (93.7, 96.3)

Rheumatologist 91
87.5 (83.5, 91.4)

10
88.2 (71.2, 100.0)

74
89.3 (84.8, 93.9)

53
91.3 (86.3, 96.3)

228
89.0 (86.5, 91.5)

Internist 1
80.3 (-, -)

28
89.5 (81.9, 97.0)

5
98.1 (96.6, 99.5)

0
- (-, -)

34
90.5 (84.2, 96.7)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Endocrinologist 72
87.6 (82.7, 92.6)

41
95.0 (92.0, 98.1)

131
91.5 (88.8, 94.3)

0
- (-, -)

244
91.0 (88.9, 93.1)

Rehabilitation medicine 0
- (-, -)

0
- (-, -)

0
- (-, -)

28
89.1 (80.7, 97.5)

28
89.1 (80.7, 97.5)

Geriatrician 0
- (-, -)

0
- (-, -)

0
- (-, -)

20
89.0 (78.1, 100.0)

20
89.0 (78.1, 100.0)

Obstetrician/gynecologist 28
86.9 (78.0, 95.8)

107
90.5 (86.7, 94.2)

0
- (-, -)

5
97.5 (93.5, 100.0)

140
90.0 (86.7, 93.3)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Physician speciality (Cont'd)

Family physician/general practitioner 19
96.0 (90.6, 100.0)

53
90.5 (85.5, 95.6)

0
- (-, -)

182
93.5 (91.5, 95.5)

254
93.1 (91.3, 94.9)

Other 46
82.7 (76.1, 89.3)

9
96.9 (94.7, 99.1)

0
- (-, -)

13
90.7 (82.3, 99.1)

68
86.1 (81.3, 90.9)

Not available 0
- (-, -)

0
- (-, -)

5
98.5 (97.1, 99.9)

0
- (-, -)

5
98.5 (97.1, 99.9)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Sole physician

Sole 283
88.7 (86.4, 90.9)

189
86.2 (82.8, 89.7)

145
93.8 (91.5, 96.1)

98
93.2 (90.4, 96.0)

715
89.7 (88.3, 91.1)

Group 296
86.3 (83.8, 88.7)

111
90.7 (87.2, 94.2)

154
88.7 (85.7, 91.6)

203
92.0 (89.6, 94.3)

764
88.9 (87.5, 90.3)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Physician group size

2 - 3 188
86.0 (82.9, 89.2)

64
90.1 (85.2, 95.0)

79
84.9 (80.0, 89.9)

102
91.9 (88.7, 95.2)

433
87.8 (85.9, 89.8)

4 - 5 78
85.8 (80.7, 91.0)

0
- (-, -)

65
93.3 (90.1, 96.5)

55
92.8 (88.3, 97.3)

198
90.2 (87.6, 92.8)

6 - 10 30
88.8 (82.2, 95.3)

47
91.6 (86.5, 96.7)

0
- (-, -)

46
91.0 (85.5, 96.5)

123
90.7 (87.5, 93.8)

> 10 0
- (-, -)

0
- (-, -)

10
88.5 (78.5, 98.5)

0
- (-, -)

10
88.5 (78.5, 98.5)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Physician gender

Male 508
88.0 (86.3, 89.8)

155
90.8 (87.9, 93.8)

229
93.4 (91.5, 95.2)

245
93.0 (91.1, 94.9)

1137
90.6 (89.5, 91.6)

Female 71
83.2 (77.9, 88.5)

145
84.7 (80.5, 88.9)

70
84.1 (79.0, 89.1)

56
89.6 (84.1, 95.1)

342
85.1 (82.6, 87.6)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Physician years of practice

1 to 4 years 0
- (-, -)

0
- (-, -)

0
- (-, -)

4
94.5 (86.6, 100.0)

4
94.5 (86.6, 100.0)

5 to 9 years 70
88.3 (84.3, 92.4)

13
84.1 (67.6, 100.0)

102
93.1 (90.3, 95.9)

10
98.1 (96.7, 99.6)

195
91.1 (88.7, 93.4)

≥ 10 years 509
87.3 (85.5, 89.1)

287
88.1 (85.5, 90.6)

197
90.2 (87.7, 92.7)

287
92.1 (90.2, 94.0)

1280
89.0 (87.9, 90.1)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Centre type

Public 223
87.6 (84.9, 90.2)

123
85.9 (81.4, 90.3)

159
88.8 (86.0, 91.7)

58
90.1 (85.6, 94.6)

563
87.8 (86.1, 89.5)

Private 338
87.9 (85.7, 90.1)

177
89.3 (86.3, 92.3)

140
93.9 (91.5, 96.2)

243
92.9 (90.9, 94.9)

898
90.5 (89.2, 91.7)

Other 18
77.0 (66.3, 87.6)

0
- (-, -)

0
- (-, -)

0
- (-, -)

18
77.0 (66.3, 87.6)

Page 19 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-sitechar.sas 
Output: t14t-04-003-002-010-mcr-rate-cov-sitechar-l.rtf (Date Generated: 02NOV2015: 5:47:19)  Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 952 of 1214



Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Academic centre

Academic 214
86.8 (83.9, 89.6)

167
86.4 (82.8, 90.1)

77
89.3 (85.3, 93.3)

28
84.0 (74.8, 93.2)

486
86.9 (84.9, 88.8)

Non-academic 286
86.4 (84.0, 88.9)

94
90.5 (86.4, 94.6)

197
91.5 (89.1, 93.8)

233
93.5 (91.7, 95.4)

810
90.2 (88.9, 91.4)

Both 71
92.4 (89.0, 95.7)

39
87.8 (80.7, 94.9)

20
93.9 (87.9, 99.8)

26
93.0 (87.5, 98.5)

156
91.5 (88.9, 94.1)

Not available 8
98.3 (97.2, 99.5)

0
- (-, -)

5
98.5 (97.1, 99.9)

14
88.3 (76.4, 100.0)

27
93.2 (87.0, 99.3)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Site participating in Prolong patient support program

Yes 52
88.1 (82.1, 94.2)

141
93.2 (90.6, 95.8)

20
84.9 (75.6, 94.2)

0
- (-, -)

213
91.2 (88.8, 93.6)

No 363
88.2 (86.2, 90.2)

86
79.0 (72.9, 85.2)

200
94.0 (92.1, 95.8)

200
93.0 (90.9, 95.1)

849
89.8 (88.5, 91.0)

Unknown 164
85.5 (82.1, 88.9)

72
87.9 (82.8, 93.0)

79
85.8 (81.0, 90.6)

101
91.1 (87.5, 94.6)

416
87.3 (85.3, 89.4)

Missing 0
- (-, -)

1
96.0 (-, -)

0
- (-, -)

0
- (-, -)

1
96.0 (-, -)
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Table 14t-4.3.2.10.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Physician and Site Characteristics
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Region

Urban 473
86.9 (85.0, 88.8)

295
88.1 (85.6, 90.7)

299
91.2 (89.3, 93.1)

217
92.1 (89.8, 94.3)

1284
89.1 (88.0, 90.1)

Rural 106
89.7 (86.1, 93.3)

5
74.4 (38.4, 100.0)

0
- (-, -)

84
93.1 (90.0, 96.3)

195
90.8 (88.3, 93.2)

Page 22 of 22
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
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Table 14t-4.3.2.11.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

281
94.1 (92.6, 95.6)

74
94.7 (92.0, 97.5)

83
95.6 (93.5, 97.7)

104
94.6 (92.1, 97.1)

542
94.5 (93.5, 95.5)

This patient has multiple risk factors for 
fracture

278
94.4 (92.9, 95.8)

106
93.9 (91.3, 96.4)

137
94.5 (92.4, 96.7)

165
96.4 (94.9, 97.9)

686
94.8 (93.9, 95.7)

The patient failed other available 
osteoporosis therapy

193
94.3 (92.6, 96.1)

83
92.6 (89.2, 96.0)

134
96.7 (95.4, 97.9)

80
95.7 (93.2, 98.1)

490
94.9 (93.9, 95.9)

Page 1 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.3.2.11.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

114
94.3 (92.1, 96.6)

105
93.6 (90.7, 96.5)

63
96.6 (94.8, 98.4)

39
96.2 (93.5, 98.8)

321
94.8 (93.4, 96.1)

Other 66
96.1 (94.3, 97.9)

18
94.9 (90.4, 99.5)

35
96.6 (93.7, 99.6)

54
95.7 (93.0, 98.3)

173
95.9 (94.7, 97.2)

Page 2 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-presc-prolia.sas 
Output: t14t-04-003-002-011-mcr-rate-cov-presc-prolia-l.rtf (Date Generated: 02NOV2015: 5:46:41)  Source Data: adam.aexeff, adam.apresc, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 957 of 1214



Table 14t-4.3.2.11.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

This patient has had a history of 
osteoporotic fracture

281
86.9 (84.4, 89.4)

74
90.4 (86.0, 94.7)

83
88.0 (84.0, 91.9)

104
90.4 (86.5, 94.2)

542
88.2 (86.5, 89.9)

This patient has multiple risk factors for 
fracture

278
86.6 (84.2, 89.1)

106
87.9 (83.9, 92.0)

137
89.8 (86.6, 93.0)

165
92.4 (90.0, 94.9)

686
88.9 (87.4, 90.3)

The patient failed other available 
osteoporosis therapy

193
88.7 (85.7, 91.6)

83
86.4 (81.4, 91.5)

134
92.8 (90.5, 95.2)

80
91.6 (87.6, 95.7)

490
89.9 (88.2, 91.6)

Page 3 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.3.2.11.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Prescribing Prolia® Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Reason for prescribing Prolia
®

to post-menopausal patient with osteoporosis
a 

(Cont'd)

Patient is intolerant to other 
osteoporosis therapy

114
87.3 (83.5, 91.0)

105
88.5 (84.2, 92.8)

63
91.4 (87.6, 95.2)

39
92.3 (87.4, 97.2)

321
89.1 (86.9, 91.2)

Other 66
88.7 (84.3, 93.1)

18
90.8 (84.3, 97.4)

35
86.6 (79.9, 93.4)

54
91.7 (87.2, 96.3)

173
89.4 (86.8, 92.1)

Page 4 of 4
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Every patient has at least 1 reason for being prescribed Prolia
®
.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

Marital status

Married 244
94.3 (92.7, 95.9)

158
94.5 (92.4, 96.6)

210
96.2 (94.9, 97.4)

153
97.6 (96.6, 98.6)

765
95.5 (94.7, 96.3)

Never married 22
94.5 (89.1, 99.9)

21
98.3 (97.5, 99.2)

15
96.1 (93.8, 98.5)

15
94.1 (86.9, 100.0)

73
95.9 (93.7, 98.0)

Divorced 19
96.3 (92.7, 99.9)

26
88.5 (80.7, 96.3)

13
93.8 (85.8, 100.0)

15
94.7 (87.6, 100.0)

73
92.8 (89.3, 96.2)

Separated 6
89.9 (69.3, 100.0)

1
99.7 (-, -)

0
- (-, -)

3
99.0 (96.3, 100.0)

10
93.6 (82.6, 100.0)

Page 1 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Marital status (Cont'd)

Widowed 144
94.3 (92.3, 96.3)

93
91.2 (87.7, 94.6)

60
95.4 (92.4, 98.4)

89
94.4 (91.8, 97.1)

386
93.7 (92.4, 95.1)

Missing 144
95.0 (93.2, 96.9)

1
97.0 (-, -)

1
50.0 (-, -)

26
95.9 (91.6, 100.0)

172
94.9 (93.2, 96.7)

Page 2 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Living situation

At home with spouse/family 253
94.3 (92.8, 95.9)

178
94.6 (92.7, 96.5)

236
96.4 (95.3, 97.5)

188
96.2 (94.7, 97.6)

855
95.4 (94.6, 96.1)

At home with care/support 12
94.7 (89.8, 99.7)

10
78.4 (60.8, 95.9)

2
98.6 (81.3, 100.0)

11
98.4 (95.9, 100.0)

35
91.4 (85.9, 96.9)

At home alone 145
93.7 (91.5, 95.9)

93
93.0 (89.9, 96.1)

51
93.3 (89.4, 97.2)

91
95.8 (93.8, 97.7)

380
94.0 (92.7, 95.3)

Nursing home 5
92.8 (75.0, 100.0)

7
83.1 (61.6, 100.0)

0
- (-, -)

6
98.6 (97.2, 100.0)

18
91.0 (82.6, 99.4)

Page 3 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Living situation (Cont'd)

Not available 115
95.6 (93.7, 97.4)

12
93.8 (84.9, 100.0)

10
92.5 (81.7, 100.0)

3
99.5 (97.7, 100.0)

140
95.3 (93.5, 97.1)

Missing 49
95.4 (92.0, 98.8)

0
- (-, -)

0
- (-, -)

2
95.6 (57.4, 100.0)

51
95.4 (92.1, 98.7)

Page 4 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Highest education

No formal education 15
94.6 (87.5, 100.0)

6
81.7 (55.9, 100.0)

5
99.0 (97.7, 100.0)

11
98.0 (96.3, 99.7)

37
94.1 (89.6, 98.6)

Elementary education 132
95.7 (94.1, 97.3)

83
91.8 (88.2, 95.5)

109
95.3 (93.1, 97.4)

112
95.5 (93.6, 97.4)

436
94.8 (93.7, 95.9)

Secondary education 75
92.8 (89.3, 96.3)

156
93.8 (91.7, 96.0)

98
97.5 (96.5, 98.4)

109
96.7 (95.1, 98.4)

438
95.2 (94.1, 96.3)

University 47
93.2 (89.5, 96.9)

19
96.5 (91.1, 100.0)

43
93.9 (90.0, 97.9)

15
99.1 (98.3, 99.9)

124
94.7 (92.6, 96.8)

Page 5 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Highest education (Cont'd)

Not applicable 240
94.0 (92.3, 95.7)

36
94.2 (89.5, 98.8)

43
94.5 (90.6, 98.5)

51
96.2 (93.3, 99.1)

370
94.4 (93.1, 95.7)

Missing 70
96.7 (94.6, 98.8)

0
- (-, -)

1
99.7 (-, -)

3
81.2 (13.9, 100.0)

74
96.1 (93.7, 98.4)

Page 6 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 965 of 1214



Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Employment status

Employed 52
93.7 (89.9, 97.4)

25
93.7 (88.2, 99.3)

30
96.6 (93.2, 100.0)

20
98.1 (96.7, 99.5)

127
95.1 (93.1, 97.1)

Self employed 4
99.1 (97.7, 100.0)

3
99.0 (95.3, 100.0)

20
98.3 (97.1, 99.5)

2
99.9 (98.1, 100.0)

29
98.6 (97.7, 99.4)

Unemployed 11
94.2 (84.3, 100.0)

6
98.0 (95.1, 100.0)

47
96.2 (93.9, 98.6)

47
92.9 (88.9, 97.0)

111
94.7 (92.6, 96.9)

Retired 472
94.3 (93.2, 95.4)

265
93.0 (91.2, 94.8)

201
95.3 (93.7, 96.8)

217
96.6 (95.4, 97.8)

1155
94.6 (93.9, 95.3)

Page 7 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Employment status (Cont'd)

Missing 40
97.7 (96.3, 99.1)

1
100.0 (-, -)

1
99.7 (-, -)

15
97.5 (95.4, 99.6)

57
97.7 (96.6, 98.8)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 211
94.8 (93.3, 96.4)

189
93.3 (91.2, 95.4)

193
96.2 (94.9, 97.5)

168
96.9 (95.8, 98.0)

786
95.4 (94.6, 96.1)

> Median 176
93.6 (91.6, 95.6)

107
93.0 (90.1, 95.9)

99
94.8 (92.5, 97.2)

132
95.4 (93.3, 97.4)

489
93.9 (92.8, 95.1)

Page 9 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Method of transport to health provider

Walk 42
93.8 (89.3, 98.3)

83
92.6 (89.3, 96.0)

31
98.7 (98.0, 99.4)

36
97.7 (96.7, 98.7)

192
94.8 (93.1, 96.6)

Cycle 4
96.7 (92.6, 100.0)

12
96.6 (93.2, 100.0)

2
100.0 (100.0, 100.0)

14
97.2 (94.7, 99.8)

32
97.1 (95.5, 98.7)

Public transport 90
92.2 (89.1, 95.4)

91
93.1 (89.8, 96.3)

108
94.5 (92.3, 96.7)

13
98.0 (95.4, 100.0)

302
93.5 (92.0, 95.1)

Own vehicle 168
95.0 (93.3, 96.7)

97
94.7 (92.2, 97.3)

127
96.8 (95.4, 98.2)

198
96.0 (94.5, 97.4)

590
95.7 (94.8, 96.5)

Page 10 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 62
93.5 (90.2, 96.8)

16
85.6 (75.0, 96.1)

26
91.9 (85.6, 98.2)

39
95.0 (91.2, 98.8)

143
92.7 (90.4, 95.1)

Missing 213
95.5 (94.0, 96.9)

1
97.5 (-, -)

5
97.9 (94.3, 100.0)

1
100.0 (-, -)

220
95.6 (94.2, 97.0)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Health insurance

Public 466
94.4 (93.3, 95.5)

296
93.5 (91.9, 95.1)

286
95.6 (94.4, 96.8)

280
96.0 (94.9, 97.2)

1328
94.8 (94.2, 95.4)

Private 100
94.9 (92.7, 97.1)

3
81.9 (13.1, 100.0)

13
99.7 (99.4, 100.0)

19
98.1 (97.1, 99.2)

135
95.5 (93.7, 97.3)

Other 1
100.0 (-, -)

1
50.0 (-, -)

0
- (-, -)

1
99.7 (-, -)

3
83.2 (11.7, 100.0)

Missing 12
94.8 (85.8, 100.0)

0
- (-, -)

0
- (-, -)

1
98.6 (-, -)

13
95.1 (86.8, 100.0)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Reminder service

Yes 428
94.5 (93.4, 95.7)

223
94.6 (92.9, 96.3)

125
97.1 (95.7, 98.4)

206
96.4 (95.0, 97.7)

982
95.3 (94.5, 96.0)

No 135
94.3 (92.2, 96.3)

76
89.3 (84.9, 93.6)

172
95.1 (93.4, 96.7)

81
95.4 (93.3, 97.6)

464
94.0 (92.8, 95.1)

Unknown 16
95.3 (88.8, 100.0)

1
95.6 (-, -)

2
74.9 (0.0, 100.0)

14
98.3 (97.3, 99.2)

33
95.3 (91.1, 99.5)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Type of reminder
a 

Telephone call 265
94.7 (93.3, 96.2)

147
95.1 (93.2, 97.1)

48
97.0 (94.7, 99.2)

48
96.3 (93.3, 99.2)

508
95.2 (94.2, 96.2)

Mailing (e.g. postcard) 48
96.1 (93.8, 98.5)

53
95.1 (91.7, 98.5)

0
- (-, -)

48
94.2 (90.0, 98.4)

149
95.1 (93.2, 97.1)

Email/SMS 0
- (-, -)

2
100.0 (100.0, 100.0)

0
- (-, -)

11
98.4 (96.5, 100.0)

13
98.6 (97.1, 100.0)

Appointment card 159
94.0 (92.0, 96.0)

86
93.4 (90.2, 96.7)

75
97.0 (95.2, 98.8)

69
95.2 (92.0, 98.4)

389
94.7 (93.4, 95.9)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 94
91.6 (88.3, 94.8)

51
93.3 (89.1, 97.5)

9
96.9 (93.1, 100.0)

66
96.7 (94.5, 98.9)

220
93.7 (91.9, 95.5)

Other 1
94.8 (-, -)

3
99.8 (99.4, 100.0)

1
99.7 (-, -)

6
97.0 (94.6, 99.4)

11
97.8 (96.2, 99.4)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 296
94.8 (93.4, 96.1)

166
95.3 (93.5, 97.0)

48
97.0 (94.7, 99.2)

103
95.4 (93.1, 97.8)

613
95.2 (94.3, 96.1)

Passive reminder 131
94.0 (91.7, 96.3)

57
92.7 (88.6, 96.7)

76
97.1 (95.3, 98.8)

100
97.3 (95.9, 98.8)

364
95.3 (94.2, 96.5)

No reminder 152
94.4 (92.5, 96.3)

77
89.3 (85.0, 93.7)

175
94.9 (93.2, 96.6)

98
95.9 (94.1, 97.6)

502
94.1 (93.0, 95.2)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 102
93.4 (90.6, 96.1)

59
94.8 (91.4, 98.2)

47
96.5 (94.2, 98.7)

44
98.1 (97.2, 99.0)

252
95.1 (93.7, 96.6)

No 334
95.4 (94.2, 96.6)

226
93.3 (91.5, 95.2)

215
97.0 (96.0, 98.0)

217
96.2 (94.9, 97.5)

992
95.5 (94.8, 96.1)

Not applicable 138
93.0 (90.8, 95.3)

15
85.8 (73.4, 98.2)

37
87.7 (81.4, 93.9)

40
93.9 (89.7, 98.1)

230
91.9 (89.9, 93.8)

Missing 5
98.0 (95.6, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

5
98.0 (95.6, 100.0)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

Marital status

Married 244
86.9 (84.2, 89.5)

158
89.2 (85.9, 92.6)

210
92.0 (89.9, 94.2)

153
94.7 (92.9, 96.6)

765
90.3 (89.0, 91.6)

Never married 22
89.9 (81.4, 98.4)

21
97.2 (96.1, 98.3)

15
90.2 (82.7, 97.8)

15
91.5 (81.1, 100.0)

73
92.4 (88.9, 95.9)

Divorced 19
96.4 (94.3, 98.5)

26
82.3 (71.0, 93.6)

13
85.0 (71.3, 98.6)

15
90.7 (80.0, 100.0)

73
88.2 (83.1, 93.2)

Separated 6
76.2 (43.6, 100.0)

1
98.9 (-, -)

0
- (-, -)

3
90.6 (56.0, 100.0)

10
82.8 (64.4, 100.0)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Marital status (Cont'd)

Widowed 144
86.5 (83.1, 90.0)

93
85.1 (80.1, 90.1)

60
91.0 (86.7, 95.2)

89
88.6 (84.2, 93.0)

386
87.4 (85.2, 89.5)

Missing 144
88.2 (85.0, 91.4)

1
75.0 (-, -)

1
25.0 (-, -)

26
92.9 (86.5, 99.3)

172
88.5 (85.6, 91.4)
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N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Living situation

At home with spouse/family 253
86.7 (84.0, 89.3)

178
89.7 (86.6, 92.7)

236
92.2 (90.2, 94.1)

188
92.2 (89.8, 94.6)

855
90.0 (88.8, 91.3)

At home with care/support 12
86.3 (76.8, 95.9)

10
70.5 (45.8, 95.3)

2
69.5 (0.0, 100.0)

11
93.9 (84.0, 100.0)

35
83.2 (75.0, 91.5)

At home alone 145
88.5 (85.0, 92.0)

93
87.6 (83.0, 92.1)

51
88.5 (83.0, 94.0)

91
92.3 (89.1, 95.6)

380
89.2 (87.2, 91.2)

Nursing home 5
79.2 (56.5, 100.0)

7
71.2 (37.5, 100.0)

0
- (-, -)

6
91.0 (79.1, 100.0)

18
80.0 (67.2, 92.7)

Page 20 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Living situation (Cont'd)

Not available 115
88.1 (84.6, 91.6)

12
88.0 (74.6, 100.0)

10
86.0 (67.2, 100.0)

3
99.2 (97.5, 100.0)

140
88.2 (84.9, 91.5)

Missing 49
87.8 (82.6, 93.1)

0
- (-, -)

0
- (-, -)

2
92.3 (63.6, 100.0)

51
88.0 (83.0, 93.1)

Page 21 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Highest education

No formal education 15
86.7 (74.4, 99.0)

6
73.1 (33.9, 100.0)

5
98.0 (95.9, 100.0)

11
96.3 (94.7, 98.0)

37
88.9 (81.7, 96.0)

Elementary education 132
91.2 (88.4, 93.9)

83
86.4 (81.2, 91.7)

109
91.7 (88.5, 94.8)

112
92.4 (89.3, 95.6)

436
90.7 (89.0, 92.4)

Secondary education 75
83.6 (78.0, 89.1)

156
88.5 (85.1, 91.9)

98
94.2 (92.1, 96.3)

109
91.9 (88.9, 94.8)

438
89.8 (88.0, 91.5)

University 47
89.8 (84.1, 95.5)

19
92.0 (83.8, 100.0)

43
86.9 (80.2, 93.7)

15
96.5 (92.8, 100.0)

124
90.0 (86.6, 93.3)

Page 22 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Highest education (Cont'd)

Not applicable 240
85.9 (83.1, 88.7)

36
88.9 (81.5, 96.2)

43
87.6 (81.1, 94.0)

51
92.5 (87.8, 97.2)

370
87.3 (85.1, 89.4)

Missing 70
88.3 (84.1, 92.6)

0
- (-, -)

1
49.9 (-, -)

3
70.6 (0.0, 100.0)

74
87.1 (82.6, 91.6)

Page 23 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Employment status

Employed 52
86.3 (80.0, 92.6)

25
89.3 (81.0, 97.6)

30
90.7 (84.1, 97.3)

20
93.7 (87.8, 99.6)

127
89.1 (85.6, 92.5)

Self employed 4
96.7 (94.0, 99.4)

3
99.0 (96.8, 100.0)

20
95.2 (91.7, 98.6)

2
99.4 (96.8, 100.0)

29
96.1 (93.7, 98.5)

Unemployed 11
88.2 (73.1, 100.0)

6
97.7 (94.1, 100.0)

47
92.6 (88.3, 96.9)

47
90.5 (84.4, 96.6)

111
91.6 (88.2, 94.9)

Retired 472
87.1 (85.2, 88.9)

265
87.4 (84.6, 90.1)

201
90.5 (88.0, 92.9)

217
92.4 (90.3, 94.5)

1155
88.7 (87.6, 89.9)

Page 24 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Employment status (Cont'd)

Missing 40
92.0 (87.1, 96.8)

1
99.3 (-, -)

1
98.4 (-, -)

15
95.3 (90.5, 100.0)

57
93.1 (89.5, 96.6)

Page 25 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Proximity to clinic (minutes)
(Germany median = 20.0, Austria median = 20.0, Greece median = 30.0, Belgium median = 10.0, Overall median = 20.0)

≤ Median 211
89.1 (86.5, 91.6)

189
88.0 (84.9, 91.2)

193
91.6 (89.3, 93.9)

168
93.0 (90.9, 95.0)

786
90.7 (89.4, 91.9)

> Median 176
86.0 (82.7, 89.4)

107
87.6 (83.2, 92.0)

99
90.5 (87.1, 94.0)

132
91.6 (88.4, 94.8)

489
88.0 (86.1, 89.9)

Page 26 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Method of transport to health provider

Walk 42
90.1 (84.0, 96.3)

83
86.9 (81.8, 91.9)

31
95.7 (92.1, 99.3)

36
94.4 (91.0, 97.8)

192
90.4 (87.7, 93.1)

Cycle 4
96.2 (92.7, 99.7)

12
91.8 (82.6, 100.0)

2
100.0 (100.0, 100.0)

14
96.7 (94.7, 98.7)

32
95.0 (91.6, 98.4)

Public transport 90
82.3 (77.2, 87.4)

91
87.2 (82.3, 92.1)

108
89.4 (85.9, 92.9)

13
95.5 (91.0, 100.0)

302
86.9 (84.4, 89.4)

Own vehicle 168
89.3 (86.3, 92.2)

97
90.4 (86.3, 94.4)

127
92.6 (90.0, 95.2)

198
91.6 (89.2, 94.1)

590
91.0 (89.5, 92.4)

Page 27 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Method of transport to health provider (Cont'd)

Other 62
85.6 (79.9, 91.2)

16
78.5 (62.8, 94.1)

26
86.4 (77.8, 95.1)

39
91.4 (85.4, 97.4)

143
86.5 (82.8, 90.2)

Missing 213
88.0 (85.5, 90.6)

1
96.0 (-, -)

5
87.6 (61.1, 100.0)

1
98.4 (-, -)

220
88.1 (85.6, 90.6)

Page 28 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Health insurance

Public 466
88.0 (86.2, 89.8)

296
88.3 (85.8, 90.8)

286
90.9 (88.9, 92.9)

280
92.3 (90.4, 94.2)

1328
89.6 (88.6, 90.6)

Private 100
84.6 (80.4, 88.8)

3
71.9 (0.0, 100.0)

13
97.2 (93.1, 100.0)

19
92.8 (87.6, 98.1)

135
86.7 (83.3, 90.1)

Other 1
98.2 (-, -)

1
25.0 (-, -)

0
- (-, -)

1
98.9 (-, -)

3
74.0 (0.0, 100.0)

Missing 12
88.2 (72.8, 100.0)

0
- (-, -)

0
- (-, -)

1
90.0 (-, -)

13
88.3 (74.3, 100.0)

Page 29 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Reminder service

Yes 428
87.5 (85.5, 89.4)

223
90.0 (87.4, 92.6)

125
91.3 (88.5, 94.0)

206
92.5 (90.1, 94.8)

982
89.6 (88.4, 90.8)

No 135
87.0 (83.5, 90.4)

76
81.5 (75.1, 88.0)

172
91.5 (88.9, 94.0)

81
92.3 (88.9, 95.6)

464
88.7 (86.8, 90.5)

Unknown 16
89.8 (78.5, 100.0)

1
93.6 (-, -)

2
60.9 (0.0, 100.0)

14
91.6 (86.7, 96.5)

33
88.9 (82.1, 95.8)

Page 30 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
Output: t14t-04-003-002-012-mcr-rate-cov-po-qs-l.rtf (Date Generated: 13NOV2015: 6:18:25)  Source Data: adam.aexeff, adam.aslbase, adam.aqspq
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Type of reminder
a 

Telephone call 265
87.3 (84.8, 89.8)

147
90.5 (87.5, 93.6)

48
90.8 (86.2, 95.4)

48
89.8 (84.5, 95.2)

508
88.8 (87.1, 90.5)

Mailing (e.g. postcard) 48
89.7 (84.7, 94.6)

53
90.6 (85.2, 95.9)

0
- (-, -)

48
89.5 (83.1, 96.0)

149
90.0 (86.8, 93.1)

Email/SMS 0
- (-, -)

2
97.7 (76.0, 100.0)

0
- (-, -)

11
96.7 (91.8, 100.0)

13
96.9 (92.8, 100.0)

Appointment card 159
87.6 (84.4, 90.9)

86
87.0 (81.9, 92.1)

75
92.1 (88.8, 95.4)

69
91.8 (87.1, 96.5)

389
89.1 (87.1, 91.1)

Page 31 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-po-qs.sas 
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Type of reminder
a 

(Cont'd)

Sticker from drug package 94
84.1 (79.2, 89.1)

51
86.2 (79.5, 92.9)

9
83.6 (67.8, 99.4)

66
93.8 (90.0, 97.5)

220
87.5 (84.6, 90.4)

Other 1
74.5 (-, -)

3
97.6 (90.6, 100.0)

1
90.4 (-, -)

6
86.6 (66.4, 100.0)

11
88.9 (78.6, 99.1)

Page 32 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Patients PMO support tools and/or programs
b 

Active reminder 296
87.3 (84.9, 89.6)

166
91.3 (88.5, 94.0)

48
90.8 (86.2, 95.4)

103
90.3 (86.5, 94.2)

613
89.1 (87.6, 90.7)

Passive reminder 131
88.1 (84.5, 91.6)

57
86.5 (80.2, 92.7)

76
91.6 (88.1, 95.1)

100
95.0 (92.5, 97.5)

364
90.5 (88.6, 92.4)

No reminder 152
87.2 (83.9, 90.4)

77
81.7 (75.3, 88.0)

175
91.1 (88.5, 93.7)

98
91.8 (88.9, 94.7)

502
88.6 (86.9, 90.4)

Page 33 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.12.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Questionnaire
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

History of discontinuation of osteoporosis therapy (other than calcium and vitamin D)

Yes 102
87.9 (83.5, 92.3)

59
92.0 (87.4, 96.5)

47
89.2 (84.0, 94.4)

44
95.6 (93.7, 97.6)

252
90.4 (88.1, 92.8)

No 334
88.7 (86.7, 90.7)

226
87.4 (84.4, 90.3)

215
93.6 (91.8, 95.4)

217
92.3 (90.1, 94.5)

992
90.3 (89.1, 91.4)

Not applicable 138
84.4 (80.6, 88.1)

15
79.2 (60.4, 97.9)

37
79.7 (71.2, 88.3)

40
89.1 (82.7, 95.5)

230
84.1 (81.1, 87.1)

Missing 5
78.5 (45.4, 100.0)

0
- (-, -)

0
- (-, -)

0
- (-, -)

5
78.5 (45.4, 100.0)

Page 34 of 34
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval
a

A patient may have 1 or more reminder service.
b

Categories are mutually exclusive: Active reminder includes telephone call, mailing and email/SMS; Passive reminder excludes patients with active reminder and 
includes appointment card, sticker from drug package and magazine; and No reminder excludes patients with active and passive reminder and includes No, Unknown 
and Other reminder.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 267
94.1 (92.6, 95.6)

147
91.0 (88.2, 93.8)

126
96.4 (94.9, 97.9)

139
95.9 (94.3, 97.5)

678
93.8 (92.8, 94.8)

> Median 267
95.0 (93.5, 96.4)

146
95.6 (93.8, 97.4)

126
97.4 (96.2, 98.5)

138
96.9 (95.5, 98.4)

678
96.4 (95.7, 97.1)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 266
94.0 (92.5, 95.6)

147
92.9 (90.4, 95.4)

127
96.7 (95.2, 98.3)

139
96.1 (94.5, 97.7)

678
94.9 (94.0, 95.8)

> Median 266
95.0 (93.7, 96.4)

146
93.7 (91.5, 96.0)

126
97.0 (95.9, 98.1)

138
96.7 (95.3, 98.2)

677
95.3 (94.4, 96.1)

Page 1 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 245
93.7 (92.0, 95.4)

171
93.6 (91.5, 95.8)

130
97.5 (96.5, 98.4)

262
96.3 (95.1, 97.5)

693
94.6 (93.7, 95.6)

> Median 206
95.0 (93.5, 96.5)

96
93.4 (90.5, 96.2)

119
96.2 (94.5, 97.9)

0
- (-, -)

536
95.6 (94.8, 96.5)

Page 2 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

12 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 190
95.1 (93.6, 96.7)

90
93.0 (90.0, 96.0)

63
96.4 (94.4, 98.3)

149
97.4 (96.3, 98.6)

492
95.6 (94.7, 96.5)

Medium - (score ≥ 6 and < 8) 204
94.3 (92.5, 96.1)

114
94.1 (91.3, 96.8)

102
97.0 (95.3, 98.7)

78
94.5 (91.6, 97.3)

498
94.8 (93.7, 95.9)

Low - (score < 6) 57
91.8 (87.6, 96.0)

63
93.4 (90.1, 96.8)

84
97.1 (95.7, 98.4)

35
95.3 (91.3, 99.3)

239
94.6 (93.1, 96.1)

Missing 128
95.2 (93.3, 97.0)

33
90.8 (84.6, 97.1)

50
90.4 (85.6, 95.2)

39
95.7 (92.9, 98.5)

250
93.7 (92.1, 95.3)

Page 3 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months

SF-12 physical component summary score (PCS)
a 

(Germany median = 40.130, Austria median = 42.020, Greece median = 47.570, Belgium median = 42.570, Overall median = 42.155)

≤ Median 267
86.4 (83.9, 89.0)

147
84.6 (80.4, 88.8)

126
91.4 (88.5, 94.3)

139
92.0 (89.3, 94.7)

678
87.6 (86.0, 89.2)

> Median 267
88.7 (86.3, 91.0)

146
91.3 (88.5, 94.2)

126
94.6 (92.7, 96.5)

138
93.3 (90.8, 95.8)

678
91.8 (90.6, 93.0)

SF-12 mental component summary score (MCS)
a 

(Germany median = 49.485, Austria median = 50.380, Greece median = 45.590, Belgium median = 47.000, Overall median = 48.570)

≤ Median 266
86.7 (84.1, 89.3)

147
87.6 (83.8, 91.4)

127
93.7 (91.2, 96.1)

139
92.4 (89.8, 95.0)

678
89.7 (88.3, 91.2)

> Median 266
88.3 (86.0, 90.7)

146
88.3 (84.8, 91.7)

126
92.4 (89.8, 94.9)

138
92.9 (90.3, 95.6)

677
89.7 (88.2, 91.1)

Page 4 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Morisky medication adherence total score
b 

(Germany median = 7.000, Austria median = 7.000, Greece median = 6.750, Belgium median = 8.000, Overall median = 7.000)

≤ Median 245
86.5 (83.7, 89.3)

171
88.5 (85.2, 91.8)

130
93.2 (91.0, 95.5)

262
92.3 (90.3, 94.3)

693
89.2 (87.7, 90.7)

> Median 206
88.8 (86.2, 91.5)

96
88.0 (83.6, 92.3)

119
92.5 (89.7, 95.3)

0
- (-, -)

536
90.6 (89.1, 92.1)

Page 5 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.
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Table 14t-4.3.2.13.  Medication Coverage Ratio (MCR %) at 12 and 24 Months by Patient Reported Outcomes
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

n
Mean (95% CI)

24 months (Cont'd)

Morisky medication adherence categorical score
b 

High - (score = 8) 190
88.9 (86.2, 91.6)

90
87.4 (82.8, 92.0)

63
92.3 (88.6, 95.9)

149
93.5 (91.2, 95.7)

492
90.4 (88.9, 92.0)

Medium - (score ≥ 6 and < 8) 204
87.0 (84.1, 90.0)

114
90.3 (86.4, 94.1)

102
93.5 (90.8, 96.3)

78
90.2 (85.7, 94.7)

498
89.6 (87.8, 91.3)

Low - (score < 6) 57
85.0 (78.4, 91.5)

63
86.0 (80.3, 91.8)

84
92.6 (89.6, 95.6)

35
92.3 (86.3, 98.4)

239
89.0 (86.4, 91.6)

Missing 128
87.0 (83.7, 90.3)

33
84.5 (74.9, 94.0)

50
82.7 (75.8, 89.7)

39
92.5 (88.1, 96.9)

250
86.7 (84.1, 89.3)

Page 6 of 6
N = Number of patients in the full analysis set; n = Number of patients with MCR data within each sub-group; CI = Confidence interval.
a

Analysed by QualityMetric Health Outcomes
TM

Scoring Software v 4.5.
b

Morisky medication adherence scores calculated from patients who answered all questions.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-cov-pro.sas 
Output: t14t-04-003-002-013-mcr-rate-cov-pro-l.rtf (Date Generated: 13NOV2015: 7:36:09)  Source Data: adam.aexeff, adam.aslbase, adam.aqsmmas

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 999 of 1214



Table 14t-4.3.3.1.  Medication Coverage Ratio (MCR %) ≥ or < 80%
at 12 and 24 Months
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

n (%) n (%) n (%) n (%) n (%)

12 months

   MCR ≥ 80% 536 (92.6) 269 (89.7) 285 (95.3) 290 (96.3) 1380 (93.3)

   MCR < 80% 43 (7.4) 31 (10.3) 14 (4.7) 11 (3.7) 99 (6.7)

24 months

   MCR ≥ 80% 453 (78.2) 250 (83.3) 259 (86.6) 268 (89.0) 1230 (83.2)

   MCR < 80% 126 (21.8) 50 (16.7) 40 (13.4) 33 (11.0) 249 (16.8)

Page 1 of 1
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-mcr-rate-
grp80.sas 
Output: t14t-04-003-003-001-mcr-rate-grp80-p.rtf (Date Generated: 16NOV2015: 3:33:08)  
Source Data: adam.aexeff, adam.aslbase

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1000 of 1214



Table 14t-4.4.1.1.  Time to Non-persistence
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 144 (24.9) 61 (20.3) 52 (17.4) 42 (14.0) 299 (20.2)

Persistence - n (%) 435 (75.1) 239 (79.7) 247 (82.6) 259 (86.0) 1180 (79.8)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 144 61 52 42 299

Mean 12.33 10.17 11.59 12.11 11.73

SD 4.96 4.97 4.70 4.92 4.96

Median 12.23 6.03 12.00 12.20 12.07

Q1, Q3 6.03, 17.89 6.03, 13.05 6.03, 13.38 6.03, 17.51 6.03, 17.51

Min, Max 6.0, 20.0 3.3, 20.5 4.8, 19.8 5.3, 19.6 3.3, 20.5

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.1.  Time to Non-persistence
(Based on the 6 Months Plus 8 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 NE, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 92.2 89.3 94.3 95.7 92.8

(95% CI) (89.7, 94.1) (85.3, 92.3) (91.0, 96.4) (92.7, 97.5) (91.3, 94.0)

24 months 75.1 79.7 82.6 86.0 79.8

(95% CI) (71.4, 78.4) (74.7, 83.8) (77.8, 86.5) (81.6, 89.5) (77.6, 81.7)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-non-persis-km.sas 
Output: t14t-04-004-001-001-non-persis-km-8wk-l.rtf (Date Generated: 02NOV2015: 9:29:42)  Source Data: adam.aslinfo, adam.aexeff

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1002 of 1214



Table 14t-4.4.1.2.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 201 (34.7) 92 (30.7) 82 (27.4) 71 (23.6) 446 (30.2)

Persistence - n (%) 378 (65.3) 208 (69.3) 217 (72.6) 230 (76.4) 1033 (69.8)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 201 92 82 71 446

Mean 11.99 10.90 11.54 11.73 11.64

SD 4.82 4.90 4.85 4.80 4.84

Median 12.07 11.72 11.93 12.10 12.00

Q1, Q3 6.03, 17.64 6.03, 16.61 6.03, 17.64 6.03, 16.89 6.03, 17.44

Min, Max 6.0, 19.1 3.3, 18.6 4.8, 19.1 5.3, 19.1 3.3, 19.1

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.2.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 4 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 17, NE 18, NE 18, NE NE, NE 18, NE

KM estimate
b, c

- %

12 months 88.8 86.7 90.3 92.0 89.3

(95% CI) (85.9, 91.1) (82.3, 90.0) (86.3, 93.2) (88.3, 94.6) (87.6, 90.8)

24 months 65.3 69.3 72.6 76.4 69.8

(95% CI) (61.2, 69.0) (63.8, 74.2) (67.1, 77.3) (71.2, 80.8) (67.4, 72.1)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.3.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 6 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 161 (27.8) 66 (22.0) 62 (20.7) 55 (18.3) 344 (23.3)

Persistence - n (%) 418 (72.2) 234 (78.0) 237 (79.3) 246 (81.7) 1135 (76.7)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 161 66 62 55 344

Mean 11.99 10.03 11.56 12.20 11.57

SD 4.90 4.79 4.62 4.95 4.88

Median 12.20 6.03 12.00 12.20 12.02

Q1, Q3 6.03, 17.64 6.03, 12.72 6.03, 13.34 6.03, 17.74 6.03, 17.21

Min, Max 6.0, 19.1 3.3, 18.2 4.8, 19.3 5.3, 19.6 3.3, 19.6

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.3.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 6 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 18, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 90.7 88.3 93.3 94.4 91.5

(95% CI) (88.0, 92.8) (84.1, 91.5) (89.8, 95.6) (91.1, 96.5) (89.9, 92.8)

24 months 72.2 78.0 79.3 81.7 76.7

(95% CI) (68.3, 75.6) (72.9, 82.3) (74.2, 83.4) (76.9, 85.7) (74.5, 78.8)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.4.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 12 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 131 (22.6) 54 (18.0) 40 (13.4) 37 (12.3) 262 (17.7)

Persistence - n (%) 448 (77.4) 246 (82.0) 259 (86.6) 264 (87.7) 1217 (82.3)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 131 54 40 37 262

Mean 12.23 10.12 11.68 12.65 11.77

SD 4.97 5.03 4.81 5.20 5.04

Median 12.20 6.03 12.03 12.36 12.07

Q1, Q3 6.03, 17.97 6.03, 13.84 6.03, 13.57 6.03, 17.77 6.03, 17.64

Min, Max 6.0, 20.0 3.3, 20.5 4.8, 19.8 5.3, 20.2 3.3, 20.5

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.1.4.  Sensitivity Analysis (Window) - Time to Non-persistence
(Based on the 6 Months Plus 12 Weeks Window)

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 NE, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 92.7 90.3 95.7 96.3 93.6

(95% CI) (90.3, 94.6) (86.4, 93.2) (92.6, 97.5) (93.5, 98.0) (92.2, 94.7)

24 months 77.4 82.0 86.6 87.7 82.3

(95% CI) (73.7, 80.6) (77.2, 85.9) (82.2, 90.0) (83.4, 90.9) (80.2, 84.1)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days) or date of death, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death, whichever occurred first.
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Table 14t-4.4.2.1.  Sensitivity Analysis (Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 8 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 144 (24.9) 61 (20.3) 52 (17.4) 42 (14.0) 299 (20.2)

Persistence - n (%) 435 (75.1) 239 (79.7) 247 (82.6) 259 (86.0) 1180 (79.8)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 144 61 52 42 299

Mean 11.95 7.98 10.55 11.54 10.84

SD 4.94 6.07 4.60 4.42 5.27

Median 12.13 6.03 11.80 12.20 11.93

Q1, Q3 6.03, 17.64 1.18, 11.97 6.03, 12.97 6.03, 13.08 6.03, 13.54

Min, Max 5.2, 20.0 0.0, 20.5 4.8, 19.8 5.3, 19.6 0.0, 20.5

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.4.2.1.  Sensitivity Analysis (Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 8 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 NE, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 92.5 95.0 94.6 96.6 94.3

(95% CI) (90.0, 94.4) (91.7, 97.0) (91.3, 96.7) (93.9, 98.2) (93.0, 95.4)

24 months 77.3 87.6 85.9 88.8 83.4

(95% CI) (73.6, 80.5) (83.1, 91.0) (81.3, 89.4) (84.7, 91.9) (81.4, 85.2)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.4.2.2.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 4 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 201 (34.7) 92 (30.7) 82 (27.4) 71 (23.6) 446 (30.2)

Persistence - n (%) 378 (65.3) 208 (69.3) 217 (72.6) 230 (76.4) 1033 (69.8)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 201 92 82 71 446

Mean 11.72 9.57 11.03 11.47 11.11

SD 4.79 5.99 4.88 4.59 5.10

Median 12.03 11.20 11.82 12.10 11.90

Q1, Q3 6.03, 17.44 6.03, 12.67 6.03, 12.92 6.03, 16.36 6.03, 16.39

Min, Max 5.2, 19.1 0.0, 18.6 4.8, 19.1 5.3, 18.5 0.0, 19.1

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.4.2.2.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 4 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 18, NE NE, NE 19, NE NE, NE 18, NE

KM estimate
b, c

- %

12 months 89.0 92.2 90.5 93.0 90.8

(95% CI) (86.2, 91.3) (88.4, 94.8) (86.6, 93.4) (89.4, 95.3) (89.1, 92.1)

24 months 67.2 75.7 74.9 78.4 72.7

(95% CI) (63.2, 70.9) (70.2, 80.4) (69.6, 79.5) (73.2, 82.7) (70.4, 75.0)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.4.2.3.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 6 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 161 (27.8) 66 (22.0) 62 (20.7) 55 (18.3) 344 (23.3)

Persistence - n (%) 418 (72.2) 234 (78.0) 237 (79.3) 246 (81.7) 1135 (76.7)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 161 66 62 55 344

Mean 11.65 8.09 10.88 11.87 10.87

SD 4.86 5.87 4.65 4.71 5.18

Median 12.03 6.03 11.90 12.20 11.92

Q1, Q3 6.03, 17.38 3.34, 12.10 6.03, 13.21 6.03, 16.39 6.03, 14.23

Min, Max 5.2, 19.1 0.0, 18.2 4.8, 19.3 5.3, 19.6 0.0, 19.6

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-sens-non-persis-km.sas 
Output: t14t-04-004-002-003-sens-non-persis-km-6wk-l.rtf (Date Generated: 02NOV2015: 9:28:41)  Source Data: adam.aslinfo, adam.aexeff

Product or Therapeutic Area:

Date:
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Table 14t-4.4.2.3.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 6 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 19, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 91.0 94.0 93.6 95.3 93.0

(95% CI) (88.3, 93.0) (90.4, 96.2) (90.1, 95.9) (92.2, 97.2) (91.5, 94.2)

24 months 74.3 85.5 81.8 84.1 80.0

(95% CI) (70.5, 77.7) (80.8, 89.2) (76.9, 85.8) (79.4, 87.8) (77.8, 82.0)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-sens-non-persis-km.sas 
Output: t14t-04-004-002-003-sens-non-persis-km-6wk-l.rtf (Date Generated: 02NOV2015: 9:28:41)  Source Data: adam.aslinfo, adam.aexeff
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Date:
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Table 14t-4.4.2.4.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 12 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Patient status for 24 months

Number of patients 579 300 299 301 1479

Non-persistence - n (%) 131 (22.6) 54 (18.0) 40 (13.4) 37 (12.3) 262 (17.7)

Persistence - n (%) 448 (77.4) 246 (82.0) 259 (86.6) 264 (87.7) 1217 (82.3)

Time to non-persistence (months)
a, b

Number of patients with non-persistence at 24 months 131 54 40 37 262

Mean 11.81 7.64 10.33 12.00 10.75

SD 4.94 6.17 4.66 4.73 5.39

Median 12.07 6.03 10.48 12.26 11.92

Q1, Q3 6.03, 17.64 0.89, 11.97 6.03, 12.87 6.03, 16.26 6.03, 13.57

Min, Max 5.2, 20.0 0.0, 20.5 4.8, 19.8 5.3, 20.2 0.0, 20.5

Page 1 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.4.2.4.  Sensitivity Analysis (Window, Censoring) - Time to Non-persistence
(Based on the 6 Months Plus 12 Weeks Window) - Censoring Deaths and Lost to Follow-up Patients

(Full Analysis Set)
(Final Analysis)

Germany
(N = 579)

Austria
(N = 300)

Greece
(N = 299)

Belgium
(N = 301)

Overall
(N = 1479)

Time to non-persistence at 24 months (KM) (months)
b, c

n 579 300 299 301 1479

Median NE NE NE NE NE

(95% CI) (NE, NE) (NE, NE) (NE, NE) (NE, NE) (NE, NE)

Q1, Q3 NE, NE NE, NE NE, NE NE, NE NE, NE

KM estimate
b, c

- %

12 months 93.0 96.1 95.9 97.3 95.1

(95% CI) (90.6, 94.8) (93.0, 97.8) (93.0, 97.7) (94.7, 98.6) (93.9, 96.1)

24 months 79.6 90.2 90.0 90.5 86.0

(95% CI) (76.0, 82.7) (86.0, 93.1) (86.0, 93.0) (86.6, 93.4) (84.1, 87.7)

Page 2 of 2
N = Number of patients in the full analysis set; KM = Kaplan-Meier; NE = Not estimable.
Patients who were persistent when they died or were lost to follow-up are censored in the KM analysis.
a

Time is calculated for patients that are non-persistent only. Patients were considered non-persistent at the study day defined as the date of last injection received 
during the period where the patient is still classified as persistent plus 6 months (183 days), date of death or lost to follow-up, whichever occurred first.
b

Time is calculated as the number of days from first injection to non-persistence, divided by 30.5.
c

Time to non-persistence for those patients who persisted with treatment up to the 1st (12 months) or 3rd (24 months) post-baseline injection were censored at the 
study day associated with the date of this injection plus 6 months (183 days) or date of death or lost to follow-up, whichever occurred first.
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Lunar

  Baseline

    n 242 85 23 85 435

    Mean 0.750 0.773 0.747 0.757 0.756

    SD 0.111 0.111 0.106 0.120 0.113

    Median 0.751 0.757 0.764 0.737 0.751

    Q1, Q3 0.686, 0.824 0.703, 0.841 0.682, 0.832 0.677, 0.844 0.686, 0.832

    Min, Max 0.36, 1.06 0.47, 1.04 0.52, 0.91 0.49, 1.25 0.36, 1.25

  Month 6

    n 17 7 3 4 31

    Mean 0.781 0.790 0.734 0.836 0.785

    SD 0.083 0.131 0.018 0.128 0.097

    Median 0.779 0.829 0.742 0.871 0.779

    Q1, Q3 0.712, 0.843 0.755, 0.879 0.713, 0.746 0.756, 0.916 0.713, 0.856

    Min, Max 0.65, 0.94 0.52, 0.92 0.71, 0.75 0.65, 0.95 0.52, 0.95

  Month 12

    n 66 44 14 35 159

    Mean 0.774 0.788 0.808 0.792 0.785

    SD 0.124 0.101 0.092 0.127 0.116

    Median 0.770 0.775 0.807 0.795 0.778

    Q1, Q3 0.684, 0.851 0.717, 0.858 0.765, 0.852 0.676, 0.883 0.703, 0.865

    Min, Max 0.51, 1.13 0.56, 1.03 0.67, 1.02 0.58, 1.03 0.51, 1.13
Page 1 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Lunar (Cont'd)

  Month 18

    n 49 3 4 2 58

    Mean 0.738 0.893 0.766 0.889 0.753

    SD 0.145 0.084 0.062 0.031 0.142

    Median 0.748 0.897 0.752 0.889 0.763

    Q1, Q3 0.639, 0.845 0.807, 0.975 0.720, 0.812 0.867, 0.911 0.693, 0.856

    Min, Max 0.39, 1.11 0.81, 0.98 0.71, 0.85 0.87, 0.91 0.39, 1.11

  Month 24

    n 77 19 15 20 131

    Mean 0.767 0.793 0.810 0.815 0.783

    SD 0.114 0.070 0.115 0.137 0.113

    Median 0.780 0.790 0.845 0.857 0.792

    Q1, Q3 0.708, 0.833 0.749, 0.825 0.717, 0.910 0.745, 0.893 0.728, 0.854

    Min, Max 0.28, 1.04 0.65, 0.95 0.56, 0.98 0.57, 1.06 0.28, 1.06

Total hip BMD (g/cm
2
) - Hologic

  Baseline

    n 102 59 7 89 257

    Mean 0.722 0.716 0.691 0.677 0.704

    SD 0.097 0.091 0.137 0.100 0.099

    Median 0.719 0.734 0.667 0.674 0.700

    Q1, Q3 0.652, 0.803 0.671, 0.782 0.583, 0.785 0.601, 0.732 0.642, 0.776

    Min, Max 0.49, 0.98 0.41, 0.88 0.49, 0.91 0.44, 0.93 0.41, 0.98
Page 2 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Hologic (Cont'd)

  Month 6

    n 2 1 0 1 4

    Mean 0.680 0.706 . 0.828 0.723

    SD 0.005 . . . 0.071

    Median 0.680 0.706 . 0.828 0.695

    Q1, Q3 0.676, 0.683 0.706, 0.706 ., . 0.828, 0.828 0.680, 0.767

    Min, Max 0.68, 0.68 0.71, 0.71 ., . 0.83, 0.83 0.68, 0.83

  Month 12

    n 29 25 5 11 70

    Mean 0.728 0.755 0.799 0.665 0.733

    SD 0.092 0.093 0.072 0.142 0.105

    Median 0.716 0.782 0.811 0.685 0.745

    Q1, Q3 0.664, 0.797 0.721, 0.822 0.789, 0.820 0.586, 0.744 0.677, 0.818

    Min, Max 0.55, 0.89 0.48, 0.88 0.69, 0.89 0.37, 0.89 0.37, 0.89

  Month 18

    n 18 11 0 1 30

    Mean 0.748 0.755 . 0.722 0.750

    SD 0.077 0.093 . . 0.081

    Median 0.757 0.779 . 0.722 0.757

    Q1, Q3 0.692, 0.808 0.688, 0.800 ., . 0.722, 0.722 0.692, 0.800

    Min, Max 0.59, 0.89 0.59, 0.91 ., . 0.72, 0.72 0.59, 0.91
Page 3 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Hologic (Cont'd)

  Month 24

    n 49 16 6 14 85

    Mean 0.754 0.755 0.761 0.699 0.746

    SD 0.098 0.120 0.098 0.113 0.105

    Median 0.769 0.772 0.758 0.708 0.758

    Q1, Q3 0.676, 0.833 0.685, 0.849 0.684, 0.823 0.628, 0.758 0.676, 0.828

    Min, Max 0.54, 0.92 0.46, 0.92 0.65, 0.89 0.44, 0.85 0.44, 0.92

Total hip BMD (g/cm
2
) - Norland

  Baseline

    n 0 0 3 0 3

    Mean . . 0.746 . 0.746

    SD . . 0.031 . 0.031

    Median . . 0.762 . 0.762

    Q1, Q3 ., . ., . 0.710, 0.765 ., . 0.710, 0.765

    Min, Max ., . ., . 0.71, 0.77 ., . 0.71, 0.77

  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .
Page 4 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
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Date:
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD (g/cm
2
) - Norland (Cont'd)

  Month 12

    n 0 0 1 0 1

    Mean . . 0.792 . 0.792

    SD . . . . .

    Median . . 0.792 . 0.792

    Q1, Q3 ., . ., . 0.792, 0.792 ., . 0.792, 0.792

    Min, Max ., . ., . 0.79, 0.79 ., . 0.79, 0.79

  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 24

    n 0 0 1 0 1

    Mean . . 0.789 . 0.789

    SD . . . . .

    Median . . 0.789 . 0.789

    Q1, Q3 ., . ., . 0.789, 0.789 ., . 0.789, 0.789

    Min, Max ., . ., . 0.79, 0.79 ., . 0.79, 0.79
Page 5 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Lunar

  Baseline

    n 286 90 63 99 538

    Mean 0.727 0.737 0.702 0.706 0.722

    SD 0.100 0.088 0.102 0.104 0.099

    Median 0.713 0.731 0.711 0.697 0.712

    Q1, Q3 0.659, 0.793 0.679, 0.792 0.647, 0.782 0.644, 0.759 0.659, 0.788

    Min, Max 0.40, 1.02 0.52, 0.98 0.43, 0.88 0.51, 1.07 0.40, 1.07

  Month 6

    n 19 8 3 7 37

    Mean 0.745 0.750 0.738 0.796 0.755

    SD 0.085 0.077 0.174 0.094 0.091

    Median 0.737 0.762 0.678 0.758 0.748

    Q1, Q3 0.701, 0.811 0.723, 0.789 0.602, 0.934 0.748, 0.877 0.716, 0.808

    Min, Max 0.59, 0.88 0.60, 0.86 0.60, 0.93 0.67, 0.96 0.59, 0.96

  Month 12

    n 108 44 43 35 230

    Mean 0.745 0.762 0.728 0.753 0.746

    SD 0.115 0.085 0.085 0.107 0.104

    Median 0.727 0.765 0.745 0.739 0.742

    Q1, Q3 0.675, 0.820 0.704, 0.815 0.671, 0.787 0.678, 0.829 0.683, 0.811

    Min, Max 0.50, 1.29 0.58, 0.94 0.53, 0.90 0.57, 0.97 0.50, 1.29
Page 6 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Lunar (Cont'd)

  Month 18

    n 61 3 13 1 78

    Mean 0.740 0.883 0.718 0.777 0.742

    SD 0.123 0.088 0.070 . 0.116

    Median 0.735 0.913 0.680 0.777 0.734

    Q1, Q3 0.661, 0.807 0.784, 0.952 0.671, 0.745 0.777, 0.777 0.664, 0.807

    Min, Max 0.50, 1.12 0.78, 0.95 0.64, 0.88 0.78, 0.78 0.50, 1.12

  Month 24

    n 106 19 55 22 202

    Mean 0.747 0.768 0.750 0.736 0.749

    SD 0.111 0.070 0.097 0.115 0.104

    Median 0.745 0.754 0.745 0.755 0.748

    Q1, Q3 0.691, 0.819 0.717, 0.831 0.682, 0.808 0.657, 0.803 0.686, 0.817

    Min, Max 0.38, 1.15 0.65, 0.91 0.54, 0.97 0.55, 0.93 0.38, 1.15

Femoral neck BMD (g/cm
2
) - Hologic

  Baseline

    n 104 59 13 95 271

    Mean 0.620 0.600 0.602 0.569 0.597

    SD 0.084 0.074 0.105 0.083 0.085

    Median 0.615 0.596 0.600 0.561 0.593

    Q1, Q3 0.569, 0.656 0.551, 0.647 0.502, 0.714 0.520, 0.630 0.541, 0.644

    Min, Max 0.45, 0.92 0.38, 0.79 0.44, 0.74 0.38, 0.80 0.38, 0.92
Page 7 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.
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adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Hologic (Cont'd)

  Month 6

    n 2 1 0 1 4

    Mean 0.625 0.537 . 0.635 0.605

    SD 0.165 . . . 0.106

    Median 0.625 0.537 . 0.635 0.586

    Q1, Q3 0.508, 0.741 0.537, 0.537 ., . 0.635, 0.635 0.523, 0.688

    Min, Max 0.51, 0.74 0.54, 0.54 ., . 0.64, 0.64 0.51, 0.74

  Month 12

    n 33 25 7 11 76

    Mean 0.637 0.617 0.648 0.593 0.625

    SD 0.088 0.097 0.073 0.078 0.088

    Median 0.616 0.613 0.626 0.575 0.613

    Q1, Q3 0.588, 0.666 0.554, 0.686 0.591, 0.712 0.544, 0.619 0.577, 0.668

    Min, Max 0.49, 0.87 0.34, 0.79 0.58, 0.78 0.50, 0.73 0.34, 0.87

  Month 18

    n 17 11 1 0 29

    Mean 0.642 0.645 0.584 . 0.641

    SD 0.072 0.098 . . 0.080

    Median 0.641 0.663 0.584 . 0.641

    Q1, Q3 0.616, 0.655 0.593, 0.712 0.584, 0.584 ., . 0.594, 0.669

    Min, Max 0.52, 0.82 0.45, 0.81 0.58, 0.58 ., . 0.45, 0.82
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Hologic (Cont'd)

  Month 24

    n 51 16 10 13 90

    Mean 0.642 0.628 0.621 0.602 0.632

    SD 0.090 0.108 0.082 0.084 0.091

    Median 0.618 0.652 0.622 0.602 0.620

    Q1, Q3 0.581, 0.686 0.563, 0.703 0.579, 0.692 0.554, 0.657 0.571, 0.686

    Min, Max 0.52, 0.95 0.35, 0.81 0.46, 0.75 0.46, 0.75 0.35, 0.95

Femoral neck BMD (g/cm
2
) - Norland

  Baseline

    n 0 0 10 0 10

    Mean . . 0.620 . 0.620

    SD . . 0.071 . 0.071

    Median . . 0.641 . 0.641

    Q1, Q3 ., . ., . 0.587, 0.678 ., . 0.587, 0.678

    Min, Max ., . ., . 0.46, 0.70 ., . 0.46, 0.70

  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .
Page 9 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD (g/cm
2
) - Norland (Cont'd)

  Month 12

    n 0 0 1 0 1

    Mean . . 0.697 . 0.697

    SD . . . . .

    Median . . 0.697 . 0.697

    Q1, Q3 ., . ., . 0.697, 0.697 ., . 0.697, 0.697

    Min, Max ., . ., . 0.70, 0.70 ., . 0.70, 0.70

  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 24

    n 0 0 2 0 2

    Mean . . 0.659 . 0.659

    SD . . 0.029 . 0.029

    Median . . 0.659 . 0.659

    Q1, Q3 ., . ., . 0.638, 0.679 ., . 0.638, 0.679

    Min, Max ., . ., . 0.64, 0.68 ., . 0.64, 0.68
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Lunar

  Baseline

    n 305 75 94 104 578

    Mean 0.854 0.871 0.833 0.948 0.870

    SD 0.152 0.121 0.091 0.162 0.147

    Median 0.834 0.860 0.838 0.907 0.851

    Q1, Q3 0.766, 0.898 0.797, 0.921 0.762, 0.885 0.842, 1.024 0.784, 0.920

    Min, Max 0.48, 1.99 0.65, 1.21 0.66, 1.07 0.54, 1.53 0.48, 1.99

  Month 6

    n 18 5 2 7 32

    Mean 0.922 0.882 0.851 0.982 0.924

    SD 0.108 0.072 0.031 0.171 0.119

    Median 0.927 0.843 0.851 0.955 0.919

    Q1, Q3 0.837, 1.017 0.838, 0.922 0.829, 0.873 0.873, 1.120 0.838, 0.996

    Min, Max 0.72, 1.11 0.82, 0.99 0.83, 0.87 0.73, 1.27 0.72, 1.27

  Month 12

    n 103 36 53 35 227

    Mean 0.888 0.913 0.895 1.000 0.911

    SD 0.143 0.091 0.083 0.152 0.131

    Median 0.878 0.909 0.902 0.939 0.902

    Q1, Q3 0.799, 0.946 0.862, 0.989 0.843, 0.939 0.896, 1.076 0.833, 0.963

    Min, Max 0.66, 1.79 0.67, 1.06 0.69, 1.10 0.75, 1.45 0.66, 1.79
Page 11 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Lunar (Cont'd)

  Month 18

    n 65 2 21 3 91

    Mean 0.909 0.851 0.899 0.974 0.908

    SD 0.122 0.029 0.096 0.047 0.114

    Median 0.910 0.851 0.889 0.976 0.897

    Q1, Q3 0.825, 0.982 0.830, 0.871 0.841, 0.927 0.926, 1.020 0.830, 0.982

    Min, Max 0.60, 1.24 0.83, 0.87 0.78, 1.20 0.93, 1.02 0.60, 1.24

  Month 24

    n 104 16 63 22 205

    Mean 0.895 0.940 0.913 0.994 0.915

    SD 0.116 0.105 0.078 0.161 0.114

    Median 0.876 0.909 0.909 0.927 0.898

    Q1, Q3 0.828, 0.954 0.865, 1.004 0.858, 0.965 0.898, 1.114 0.850, 0.963

    Min, Max 0.69, 1.36 0.83, 1.22 0.76, 1.13 0.85, 1.48 0.69, 1.48

Lumbar spine BMD (g/cm
2
) - Hologic

  Baseline

    n 115 57 11 102 285

    Mean 0.762 0.718 0.750 0.808 0.769

    SD 0.111 0.089 0.068 0.164 0.132

    Median 0.734 0.717 0.750 0.775 0.738

    Q1, Q3 0.693, 0.817 0.658, 0.764 0.715, 0.802 0.703, 0.874 0.693, 0.826

    Min, Max 0.58, 1.14 0.54, 0.93 0.60, 0.85 0.52, 1.76 0.52, 1.76
Page 12 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Hologic (Cont'd)

  Month 6

    n 3 1 0 1 5

    Mean 0.770 0.866 . 1.267 0.889

    SD 0.137 . . . 0.236

    Median 0.751 0.866 . 1.267 0.866

    Q1, Q3 0.643, 0.916 0.866, 0.866 ., . 1.267, 1.267 0.751, 0.916

    Min, Max 0.64, 0.92 0.87, 0.87 ., . 1.27, 1.27 0.64, 1.27

  Month 12

    n 36 24 14 12 86

    Mean 0.798 0.736 0.783 0.772 0.775

    SD 0.116 0.078 0.078 0.111 0.102

    Median 0.766 0.743 0.761 0.744 0.757

    Q1, Q3 0.719, 0.869 0.693, 0.791 0.734, 0.833 0.690, 0.822 0.710, 0.813

    Min, Max 0.59, 1.07 0.59, 0.93 0.68, 0.95 0.65, 1.00 0.59, 1.07

  Month 18

    n 19 10 2 1 32

    Mean 0.806 0.762 0.851 0.897 0.798

    SD 0.159 0.085 0.072 . 0.134

    Median 0.766 0.772 0.851 0.897 0.774

    Q1, Q3 0.698, 0.850 0.661, 0.831 0.800, 0.902 0.897, 0.897 0.707, 0.852

    Min, Max 0.64, 1.33 0.63, 0.86 0.80, 0.90 0.90, 0.90 0.63, 1.33
Page 13 of 15

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Hologic (Cont'd)

  Month 24

    n 55 14 12 13 94

    Mean 0.806 0.773 0.817 0.877 0.813

    SD 0.103 0.092 0.080 0.146 0.108

    Median 0.787 0.766 0.797 0.911 0.795

    Q1, Q3 0.743, 0.835 0.720, 0.823 0.760, 0.863 0.774, 0.934 0.739, 0.860

    Min, Max 0.64, 1.13 0.64, 0.98 0.71, 0.98 0.64, 1.19 0.64, 1.19

Lumbar spine BMD (g/cm
2
) - Norland

  Baseline

    n 0 0 10 0 10

    Mean . . 0.810 . 0.810

    SD . . 0.121 . 0.121

    Median . . 0.787 . 0.787

    Q1, Q3 ., . ., . 0.716, 0.912 ., . 0.716, 0.912

    Min, Max ., . ., . 0.64, 1.01 ., . 0.64, 1.01

  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.1.  DXA Bone Mineral Density (BMD) by Densitometer Type and Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD (g/cm
2
) - Norland (Cont'd)

  Month 12

    n 0 0 1 0 1

    Mean . . 0.842 . 0.842

    SD . . . . .

    Median . . 0.842 . 0.842

    Q1, Q3 ., . ., . 0.842, 0.842 ., . 0.842, 0.842

    Min, Max ., . ., . 0.84, 0.84 ., . 0.84, 0.84

  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 24

    n 0 0 2 0 2

    Mean . . 0.710 . 0.710

    SD . . 0.109 . 0.109

    Median . . 0.710 . 0.710

    Q1, Q3 ., . ., . 0.633, 0.787 ., . 0.633, 0.787

    Min, Max ., . ., . 0.63, 0.79 ., . 0.63, 0.79
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Baseline is the closest complete DXA assessment within the window of up to 1 year prior to first Prolia

®

injection and no more than 90 days after first injection. If two records are equidistant the earlier one is 
used. Post-baseline DXA assessments are selected to have the best complete assessment to match 
baseline: body side (femoral neck only), machine type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-visit.sas
Output: t14t-04-005-001-bmd-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:54) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

  
Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - Lunar
  Month 6

    n 9 4 3 4 20

    Mean 2.5 -0.1 11.5 -2.6 2.3

    SD 2.7 7.3 7.5 15.3 8.6

    Median 2.1 0.2 9.4 0.3 1.9

    Q1, Q3 0.3, 5.0 -5.3, 5.1 5.2, 19.8 -11.7, 6.6 0.0, 5.9

    Min, Max -1, 6 -9, 9 5, 20 -24, 13 -24, 20

  Month 12

    n 57 40 7 32 136

    Mean 2.9 1.0 4.9 1.6 2.1

    SD 5.4 6.3 8.0 6.4 6.1

    Median 2.8 2.3 2.4 2.3 2.4

    Q1, Q3 0.4, 5.0 -0.6, 4.2 0.1, 14.2 1.2, 4.1 0.8, 4.5

    Min, Max -17, 19 -26, 10 -5, 17 -21, 17 -26, 19

  Month 18

    n 37 2 3 1 43

    Mean 3.0 3.2 13.5 3.8 3.8

    SD 6.7 5.1 6.3 . 6.9

    Median 2.7 3.2 14.2 3.8 3.6

    Q1, Q3 0.4, 5.5 -0.4, 6.8 6.9, 19.5 3.8, 3.8 0.4, 6.8

    Min, Max -13, 28 0, 7 7, 19 4, 4 -13, 28
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - Lunar (Cont'd)
  Month 24

    n 61 18 7 18 104

    Mean 3.8 4.0 7.9 3.3 4.0

    SD 6.3 3.3 7.7 2.2 5.5

    Median 3.9 4.8 8.2 2.9 3.9

    Q1, Q3 2.1, 7.1 1.6, 6.7 1.1, 15.1 1.5, 5.3 1.7, 6.8

    Min, Max -29, 18 -4, 9 0, 21 0, 7 -29, 21

Total hip BMD - Hologic
  Month 6

    n 2 1 0 0 3

    Mean -0.5 1.7 . . 0.3

    SD 5.7 . . . 4.2

    Median -0.5 1.7 . . 1.7

    Q1, Q3 -4.5, 3.5 1.7, 1.7 ., . ., . -4.5, 3.5

    Min, Max -4, 4 2, 2 ., . ., . -4, 4

  Month 12

    n 23 22 2 10 57

    Mean 3.9 6.6 5.5 0.1 4.3

    SD 7.2 9.9 3.5 6.1 8.3

    Median 3.9 4.7 5.5 1.1 4.1

    Q1, Q3 0.0, 7.1 3.7, 7.2 3.0, 8.0 -0.7, 3.9 0.8, 6.5

    Min, Max -8, 18 -3, 49 3, 8 -16, 5 -16, 49
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - Hologic (Cont'd)
  Month 18

    n 13 8 0 0 21

    Mean 3.3 1.4 . . 2.6

    SD 3.2 3.2 . . 3.3

    Median 3.7 2.7 . . 2.8

    Q1, Q3 0.5, 6.3 -0.3, 3.5 ., . ., . 0.5, 4.4

    Min, Max -2, 8 -5, 4 ., . ., . -5, 8

  Month 24

    n 39 10 2 13 64

    Mean 5.4 4.3 3.7 5.1 5.1

    SD 5.9 3.0 1.6 9.5 6.3

    Median 3.6 4.0 3.7 6.8 4.1

    Q1, Q3 1.1, 8.5 3.8, 6.0 2.5, 4.8 1.8, 9.6 1.8, 8.1

    Min, Max -1, 22 -2, 10 3, 5 -20, 18 -20, 22

Total hip BMD - Norland
  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - Norland (Cont'd)
  Month 12

    n 0 0 1 0 1

    Mean . . 3.9 . 3.9

    SD . . . . .

    Median . . 3.9 . 3.9

    Q1, Q3 ., . ., . 3.9, 3.9 ., . 3.9, 3.9

    Min, Max ., . ., . 4, 4 ., . 4, 4

  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 24

    n 0 0 1 0 1

    Mean . . 3.5 . 3.5

    SD . . . . .

    Median . . 3.5 . 3.5

    Q1, Q3 ., . ., . 3.5, 3.5 ., . 3.5, 3.5

    Min, Max ., . ., . 4, 4 ., . 4, 4
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - All machine types
  Month 6

    n 11 5 3 4 23

    Mean 2.0 0.3 11.5 -2.6 2.1

    SD 3.2 6.4 7.5 15.3 8.1

    Median 2.1 1.6 9.4 0.3 1.7

    Q1, Q3 -0.3, 5.0 -1.3, 1.7 5.2, 19.8 -11.7, 6.6 -0.3, 5.6

    Min, Max -4, 6 -9, 9 5, 20 -24, 13 -24, 20

  Month 12

    n 80 62 10 42 194

    Mean 3.2 3.0 4.9 1.2 2.8

    SD 6.0 8.2 6.6 6.3 6.9

    Median 3.2 3.5 3.2 2.2 2.8

    Q1, Q3 0.2, 5.4 1.1, 5.2 2.3, 8.0 0.8, 3.9 0.8, 4.9

    Min, Max -17, 19 -26, 49 -5, 17 -21, 17 -26, 49

  Month 18

    n 50 10 3 1 64

    Mean 3.1 1.8 13.5 3.8 3.4

    SD 5.9 3.4 6.3 . 6.0

    Median 3.0 2.7 14.2 3.8 3.3

    Q1, Q3 0.4, 5.5 -0.4, 3.6 6.9, 19.5 3.8, 3.8 0.5, 5.6

    Min, Max -13, 28 -5, 7 7, 19 4, 4 -13, 28
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD - All machine types (Cont'd)
  Month 24

    n 100 28 10 31 169

    Mean 4.4 4.1 6.6 4.1 4.4

    SD 6.2 3.2 6.6 6.3 5.8

    Median 3.9 4.0 4.2 3.6 4.0

    Q1, Q3 1.8, 7.2 1.8, 6.5 2.4, 8.3 1.6, 6.8 1.8, 6.9

    Min, Max -29, 22 -4, 10 0, 21 -20, 18 -29, 22

Femoral neck BMD - Lunar
  Month 6

    n 9 4 3 7 23

    Mean -0.9 -0.8 10.2 3.3 1.9

    SD 5.2 6.1 12.4 6.6 7.4

    Median -2.1 -0.3 8.6 5.1 2.0

    Q1, Q3 -4.6, 1.6 -5.9, 4.4 -1.3, 23.4 2.0, 7.5 -4.5, 5.6

    Min, Max -7, 10 -7, 5 -1, 23 -10, 10 -10, 23

  Month 12

    n 77 40 23 35 175

    Mean 2.8 2.1 4.8 3.0 2.9

    SD 7.7 4.7 8.9 4.4 6.7

    Median 2.5 2.6 2.9 3.0 2.6

    Q1, Q3 0.0, 6.2 0.1, 4.7 -0.7, 5.5 0.8, 4.8 0.0, 5.2

    Min, Max -34, 30 -19, 11 -4, 36 -9, 14 -34, 36
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD - Lunar (Cont'd)
  Month 18

    n 37 2 7 1 47

    Mean 4.1 7.6 7.3 7.8 4.8

    SD 12.1 6.1 14.4 . 12.0

    Median 2.2 7.6 2.5 7.8 2.5

    Q1, Q3 -1.0, 5.7 3.3, 11.9 -0.7, 11.8 7.8, 7.8 -1.0, 6.5

    Min, Max -10, 71 3, 12 -7, 38 8, 8 -10, 71

  Month 24

    n 77 18 25 21 141

    Mean 3.0 3.2 6.8 1.2 3.4

    SD 4.7 5.3 9.9 5.6 6.3

    Median 3.1 2.2 4.3 0.9 2.7

    Q1, Q3 0.6, 5.8 -0.9, 5.2 1.1, 9.5 -1.5, 2.3 0.1, 6.1

    Min, Max -16, 16 -3, 14 -9, 32 -10, 13 -16, 32

Femoral neck BMD - Hologic
  Month 6

    n 1 1 0 0 2

    Mean 1.0 3.1 . . 2.0

    SD . . . . 1.5

    Median 1.0 3.1 . . 2.0

    Q1, Q3 1.0, 1.0 3.1, 3.1 ., . ., . 1.0, 3.1

    Min, Max 1, 1 3, 3 ., . ., . 1, 3
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD - Hologic (Cont'd)
  Month 12

    n 26 21 3 8 58

    Mean 2.8 0.8 6.0 1.6 2.1

    SD 4.5 4.9 10.6 7.0 5.4

    Median 2.4 1.9 2.3 -0.5 1.6

    Q1, Q3 -0.3, 5.3 -0.9, 3.7 -2.3, 18.0 -1.9, 0.7 -0.6, 4.1

    Min, Max -6, 16 -9, 10 -2, 18 -3, 19 -9, 19

  Month 18

    n 12 8 0 0 20

    Mean 2.5 3.1 . . 2.7

    SD 2.6 3.7 . . 3.0

    Median 3.0 2.7 . . 3.0

    Q1, Q3 0.5, 4.1 0.6, 6.4 ., . ., . 0.5, 4.4

    Min, Max -3, 7 -3, 8 ., . ., . -3, 8

  Month 24

    n 39 10 3 10 62

    Mean 4.1 4.5 1.3 7.1 4.5

    SD 6.7 6.6 6.5 13.9 8.1

    Median 2.7 5.4 -1.4 3.7 2.8

    Q1, Q3 0.0, 6.4 -0.2, 7.2 -3.5, 8.7 -2.3, 13.6 -0.2, 6.7

    Min, Max -4, 25 -7, 16 -4, 9 -7, 37 -7, 37
Page 8 of 16

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD - Norland
  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 12

    n 0 0 1 0 1

    Mean . . 1.9 . 1.9

    SD . . . . .

    Median . . 1.9 . 1.9

    Q1, Q3 ., . ., . 1.9, 1.9 ., . 1.9, 1.9

    Min, Max ., . ., . 2, 2 ., . 2, 2

  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD - Norland (Cont'd)
  Month 24

    n 0 0 1 0 1

    Mean . . -0.7 . -0.7

    SD . . . . .

    Median . . -0.7 . -0.7

    Q1, Q3 ., . ., . -0.7, -0.7 ., . -0.7, -0.7

    Min, Max ., . ., . -1, -1 ., . -1, -1

Femoral neck BMD - All machine types
  Month 6

    n 10 5 3 7 25

    Mean -0.7 0.0 10.2 3.3 1.9

    SD 5.0 5.5 12.4 6.6 7.1

    Median -0.6 3.1 8.6 5.1 2.0

    Q1, Q3 -4.6, 1.6 -4.5, 4.0 -1.3, 23.4 2.0, 7.5 -3.0, 5.1

    Min, Max -7, 10 -7, 5 -1, 23 -10, 10 -10, 23

  Month 12

    n 103 61 27 43 234

    Mean 2.8 1.6 4.8 2.7 2.7

    SD 7.0 4.7 8.7 4.9 6.4

    Median 2.5 2.1 2.3 2.0 2.3

    Q1, Q3 0.0, 5.5 -0.5, 4.4 -0.7, 5.5 0.1, 4.8 -0.1, 4.9

    Min, Max -34, 30 -19, 11 -4, 36 -9, 19 -34, 36
Page 10 of 16

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1041 of 1214



Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD - All machine types (Cont'd)
  Month 18

    n 49 10 7 1 67

    Mean 3.7 4.0 7.3 7.8 4.2

    SD 10.6 4.3 14.4 . 10.2

    Median 2.8 3.4 2.5 7.8 2.8

    Q1, Q3 -0.6, 5.1 1.4, 6.8 -0.7, 11.8 7.8, 7.8 -0.2, 5.9

    Min, Max -10, 71 -3, 12 -7, 38 8, 8 -10, 71

  Month 24

    n 116 28 29 31 204

    Mean 3.4 3.7 6.0 3.1 3.7

    SD 5.4 5.7 9.5 9.3 6.9

    Median 2.7 3.5 3.5 1.0 2.7

    Q1, Q3 0.5, 6.0 -0.8, 6.9 -0.7, 9.1 -1.6, 6.1 -0.2, 6.4

    Min, Max -16, 25 -7, 16 -9, 32 -10, 37 -16, 37

Lumbar spine BMD - Lunar
  Month 6

    n 10 2 1 7 20

    Mean 4.6 5.9 0.6 3.6 4.2

    SD 10.1 5.0 . 5.7 7.8

    Median 2.3 5.9 0.6 4.9 2.7

    Q1, Q3 -0.5, 14.5 2.4, 9.5 0.6, 0.6 -1.4, 6.5 -0.5, 8.1

    Min, Max -15, 20 2, 10 1, 1 -3, 13 -15, 20
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD - Lunar (Cont'd)
  Month 12

    n 91 33 41 35 200

    Mean 6.5 4.1 6.4 7.5 6.2

    SD 6.6 6.6 8.2 7.4 7.1

    Median 5.3 3.6 5.1 6.4 5.1

    Q1, Q3 3.3, 9.5 2.4, 5.5 2.3, 9.2 2.0, 10.8 2.5, 9.3

    Min, Max -12, 33 -22, 20 -7, 42 -3, 33 -22, 42

  Month 18

    n 53 1 16 2 72

    Mean 7.6 9.1 7.8 2.0 7.5

    SD 11.1 . 9.6 2.5 10.5

    Median 7.4 9.1 6.1 2.0 7.2

    Q1, Q3 3.2, 10.0 9.1, 9.1 3.2, 9.0 0.2, 3.8 3.1, 9.6

    Min, Max -36, 37 9, 9 -3, 38 0, 4 -36, 38

  Month 24

    n 88 15 50 22 175

    Mean 7.1 8.0 9.2 8.4 7.9

    SD 6.2 5.1 8.3 6.1 6.8

    Median 6.8 6.9 8.2 7.3 7.3

    Q1, Q3 4.5, 10.1 4.4, 10.6 3.9, 13.7 3.7, 11.1 4.3, 11.2

    Min, Max -9, 26 2, 20 -7, 45 0, 24 -9, 45
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD - Hologic
  Month 6

    n 2 1 0 0 3

    Mean 1.9 5.9 . . 3.2

    SD 11.0 . . . 8.1

    Median 1.9 5.9 . . 5.9

    Q1, Q3 -5.9, 9.6 5.9, 5.9 ., . ., . -5.9, 9.6

    Min, Max -6, 10 6, 6 ., . ., . -6, 10

  Month 12

    n 30 21 7 11 69

    Mean 4.6 5.5 5.3 4.5 4.9

    SD 5.1 5.2 4.1 6.0 5.1

    Median 5.2 6.3 6.0 5.3 5.4

    Q1, Q3 1.4, 6.2 3.1, 8.9 1.7, 7.6 0.6, 6.5 2.2, 7.1

    Min, Max -5, 18 -12, 14 2, 13 -7, 17 -12, 18

  Month 18

    n 13 7 0 0 20

    Mean 4.0 8.7 . . 5.6

    SD 7.3 6.4 . . 7.2

    Median 7.0 6.4 . . 6.9

    Q1, Q3 1.6, 9.5 4.3, 9.8 ., . ., . 2.2, 9.7

    Min, Max -9, 13 3, 22 ., . ., . -9, 22
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD - Hologic (Cont'd)
  Month 24

    n 43 9 6 12 70

    Mean 5.3 8.5 4.2 6.8 5.9

    SD 6.1 3.9 6.1 5.6 5.8

    Median 6.0 9.5 4.4 7.8 6.6

    Q1, Q3 2.4, 9.6 7.3, 10.5 -1.8, 9.0 4.5, 10.8 2.8, 10.1

    Min, Max -9, 18 2, 15 -3, 13 -5, 14 -9, 18

Lumbar spine BMD - Norland
  Month 6

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 12

    n 0 0 1 0 1

    Mean . . 2.2 . 2.2

    SD . . . . .

    Median . . 2.2 . 2.2

    Q1, Q3 ., . ., . 2.2, 2.2 ., . 2.2, 2.2

    Min, Max ., . ., . 2, 2 ., . 2, 2
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD - Norland (Cont'd)
  Month 18

    n 0 0 0 0 0

    Mean . . . . .

    SD . . . . .

    Median . . . . .

    Q1, Q3 ., . ., . ., . ., . ., .

    Min, Max ., . ., . ., . ., . ., .

  Month 24

    n 0 0 1 0 1

    Mean . . -4.5 . -4.5

    SD . . . . .

    Median . . -4.5 . -4.5

    Q1, Q3 ., . ., . -4.5, -4.5 ., . -4.5, -4.5

    Min, Max ., . ., . -4, -4 ., . -4, -4

Lumbar spine BMD - All machine types
  Month 6

    n 12 3 1 7 23

    Mean 4.2 5.9 0.6 3.6 4.1

    SD 9.8 3.6 . 5.7 7.7

    Median 2.3 5.9 0.6 4.9 2.9

    Q1, Q3 -1.0, 12.1 2.4, 9.5 0.6, 0.6 -1.4, 6.5 -0.5, 9.5

    Min, Max -15, 20 2, 10 1, 1 -3, 13 -15, 20
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.2.  Percent Change From Baseline in DXA Bone Mineral Density 
(BMD) by Densitometer Type and Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD - All machine types (Cont'd)
  Month 12

    n 121 54 49 46 270

    Mean 6.0 4.6 6.1 6.8 5.9

    SD 6.3 6.1 7.7 7.1 6.7

    Median 5.2 4.6 5.1 5.7 5.2

    Q1, Q3 2.6, 8.7 2.6, 6.9 1.8, 9.2 2.0, 9.5 2.4, 8.8

    Min, Max -12, 33 -22, 20 -7, 42 -7, 33 -22, 42

  Month 18

    n 66 8 16 2 92

    Mean 6.9 8.8 7.8 2.0 7.1

    SD 10.5 6.0 9.6 2.5 9.9

    Median 7.3 7.8 6.1 2.0 7.2

    Q1, Q3 2.8, 10.0 5.3, 9.8 3.2, 9.0 0.2, 3.8 2.9, 9.7

    Min, Max -36, 37 3, 22 -3, 38 0, 4 -36, 38

  Month 24

    n 131 24 57 34 246

    Mean 6.5 8.2 8.4 7.8 7.3

    SD 6.2 4.6 8.3 5.9 6.6

    Median 6.3 7.2 7.9 7.8 6.9

    Q1, Q3 3.1, 9.8 4.7, 10.6 2.5, 12.7 3.7, 11.0 3.4, 10.5

    Min, Max -9, 26 2, 20 -7, 45 -5, 24 -9, 45
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N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Percent change in BMD 
from baseline is only calculated when body side (femoral neck only) and machine type are the same at 
baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-pchg-visit.sas
Output: t14t-04-005-002-bmd-pchg-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:40:29) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Baseline
  Total hip BMD T-score

    n 359 162 53 208 782

    Mean -2.065 -1.973 -2.043 -2.132 -2.062

    SD 0.841 0.811 0.862 0.891 0.850

    Median -2.100 -2.000 -1.800 -2.200 -2.100

    Q1, Q3 -2.600, -1.500 -2.500, -1.490 -2.650, -1.500 -2.700, -1.600 -2.600, -1.500

    Min, Max -5.30, 0.40 -4.40, 0.30 -4.60, -0.54 -4.30, 2.00 -5.30, 2.00

  Total hip BMD T-score - n (%)

    ≤ -2.5 120 (20.7) 42 (14.0) 17 (5.7) 77 (25.6) 256 (17.3)

    > -2.5 239 (41.3) 120 (40.0) 36 (12.0) 131 (43.5) 526 (35.6)

    Missing 220 (38.0) 138 (46.0) 246 (82.3) 93 (30.9) 697 (47.1)

Month 6
  Total hip BMD T-score

    n 19 8 3 5 35

    Mean -1.889 -1.775 -2.200 -1.280 -1.803

    SD 0.691 1.011 0.173 0.942 0.792

    Median -2.000 -1.650 -2.100 -1.000 -1.900

    Q1, Q3 -2.500, -1.300 -1.950, -1.150 -2.400, -2.100 -1.200, -0.800 -2.400, -1.200

    Min, Max -3.00, -0.50 -4.00, -0.70 -2.40, -2.10 -2.90, -0.50 -4.00, -0.50

  Total hip BMD T-score - n (%)

    ≤ -2.5 5 (0.9) 1 (0.3) 0 (0.0) 1 (0.3) 7 (0.5)

    > -2.5 14 (2.4) 7 (2.3) 3 (1.0) 4 (1.3) 28 (1.9)

    Missing 560 (96.7) 292 (97.3) 296 (99.0) 296 (98.3) 1444 (97.6)
Page 1 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 12
  Total hip BMD T-score

    n 95 69 24 47 235

    Mean -1.915 -1.764 -1.539 -1.773 -1.804

    SD 0.936 0.803 0.769 1.005 0.899

    Median -2.000 -1.900 -1.600 -1.800 -1.900

    Q1, Q3 -2.600, -1.200 -2.270, -1.200 -2.050, -1.200 -2.400, -1.000 -2.400, -1.200

    Min, Max -4.10, 1.00 -3.80, 0.20 -2.70, 0.20 -3.60, 0.20 -4.10, 1.00

  Total hip BMD T-score - n (%)

    ≤ -2.5 28 (4.8) 12 (4.0) 3 (1.0) 11 (3.7) 54 (3.7)

    > -2.5 67 (11.6) 57 (19.0) 21 (7.0) 36 (12.0) 181 (12.2)

    Missing 484 (83.6) 231 (77.0) 275 (92.0) 254 (84.4) 1244 (84.1)

Month 18
  Total hip BMD T-score

    n 68 14 6 5 93

    Mean -1.966 -1.526 -1.733 -1.460 -1.858

    SD 0.972 0.846 0.797 0.568 0.934

    Median -1.950 -1.565 -1.900 -1.500 -1.900

    Q1, Q3 -2.550, -1.200 -2.100, -0.900 -2.300, -1.700 -1.600, -1.100 -2.400, -1.200

    Min, Max -4.10, 0.80 -3.23, -0.20 -2.40, -0.20 -2.30, -0.80 -4.10, 0.80

  Total hip BMD T-score - n (%)

    ≤ -2.5 19 (3.3) 1 (0.3) 0 (0.0) 0 (0.0) 20 (1.4)

    > -2.5 49 (8.5) 13 (4.3) 6 (2.0) 5 (1.7) 73 (4.9)

    Missing 511 (88.3) 286 (95.3) 293 (98.0) 296 (98.3) 1386 (93.7)
Page 2 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:

Denosumab
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 24
  Total hip BMD T-score

    n 126 37 26 38 227

    Mean -1.835 -1.701 -1.592 -1.905 -1.797

    SD 0.863 0.780 0.831 1.600 1.007

    Median -1.800 -1.700 -1.430 -1.650 -1.700

    Q1, Q3 -2.400, -1.200 -2.200, -1.000 -2.400, -1.000 -2.500, -1.000 -2.400, -1.100

    Min, Max -6.00, 0.30 -3.90, -0.20 -3.70, -0.30 -9.40, 0.40 -9.40, 0.40

  Total hip BMD T-score - n (%)

    ≤ -2.5 30 (5.2) 5 (1.7) 3 (1.0) 10 (3.3) 48 (3.2)

    > -2.5 96 (16.6) 32 (10.7) 23 (7.7) 28 (9.3) 179 (12.1)

    Missing 453 (78.2) 263 (87.7) 273 (91.3) 263 (87.4) 1252 (84.7)

Baseline
  Femoral neck BMD T-score

    n 395 180 154 231 960

    Mean -2.258 -2.240 -2.607 -2.508 -2.371

    SD 0.852 0.844 0.809 0.731 0.828

    Median -2.300 -2.200 -2.635 -2.600 -2.400

    Q1, Q3 -2.800, -1.700 -2.800, -1.700 -3.100, -2.000 -3.000, -2.100 -2.900, -1.900

    Min, Max -4.80, 0.40 -4.77, 0.00 -4.62, -0.10 -4.30, 0.20 -4.80, 0.40

  Femoral neck BMD T-score - n (%)

    ≤ -2.5 164 (28.3) 72 (24.0) 95 (31.8) 139 (46.2) 470 (31.8)

    > -2.5 231 (39.9) 108 (36.0) 59 (19.7) 92 (30.6) 490 (33.1)

    Missing 184 (31.8) 120 (40.0) 145 (48.5) 70 (23.3) 519 (35.1)
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 6
  Femoral neck BMD T-score

    n 21 9 5 8 43

    Mean -2.057 -2.044 -2.440 -1.913 -2.072

    SD 0.783 0.671 1.189 0.688 0.783

    Median -2.000 -2.000 -2.800 -1.950 -2.000

    Q1, Q3 -2.300, -1.500 -2.300, -1.600 -3.100, -2.500 -2.250, -1.600 -2.700, -1.600

    Min, Max -3.90, -0.80 -3.20, -1.00 -3.40, -0.40 -3.00, -0.70 -3.90, -0.40

  Femoral neck BMD T-score - n (%)

    ≤ -2.5 5 (0.9) 2 (0.7) 4 (1.3) 1 (0.3) 12 (0.8)

    > -2.5 16 (2.8) 7 (2.3) 1 (0.3) 7 (2.3) 31 (2.1)

    Missing 558 (96.4) 291 (97.0) 294 (98.3) 293 (97.3) 1436 (97.1)

Month 12
  Femoral neck BMD T-score

    n 141 69 59 48 317

    Mean -2.072 -2.096 -2.094 -2.249 -2.108

    SD 0.939 0.897 0.649 0.821 0.863

    Median -2.120 -2.100 -2.000 -2.250 -2.110

    Q1, Q3 -2.600, -1.600 -2.710, -1.500 -2.500, -1.600 -2.750, -1.700 -2.700, -1.500

    Min, Max -4.00, 2.50 -4.60, -0.40 -3.70, -0.68 -3.90, -0.60 -4.60, 2.50

  Femoral neck BMD T-score - n (%)

    ≤ -2.5 48 (8.3) 22 (7.3) 16 (5.4) 22 (7.3) 108 (7.3)

    > -2.5 93 (16.1) 47 (15.7) 43 (14.4) 26 (8.6) 209 (14.1)

    Missing 438 (75.6) 231 (77.0) 240 (80.3) 253 (84.1) 1162 (78.6)
Page 4 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
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Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 18
  Femoral neck BMD T-score

    n 79 14 19 3 115

    Mean -1.994 -1.913 -2.230 -2.333 -2.032

    SD 0.917 1.195 0.493 0.379 0.889

    Median -2.000 -1.675 -2.300 -2.500 -2.090

    Q1, Q3 -2.600, -1.500 -2.610, -1.200 -2.600, -2.000 -2.600, -1.900 -2.600, -1.540

    Min, Max -4.00, 1.20 -4.45, -0.20 -2.80, -0.90 -2.60, -1.90 -4.45, 1.20

  Femoral neck BMD T-score - n (%)

    ≤ -2.5 22 (3.8) 4 (1.3) 8 (2.7) 2 (0.7) 36 (2.4)

    > -2.5 57 (9.8) 10 (3.3) 11 (3.7) 1 (0.3) 79 (5.3)

    Missing 500 (86.4) 286 (95.3) 280 (93.6) 298 (99.0) 1364 (92.2)

Month 24
  Femoral neck BMD T-score

    n 157 37 90 40 324

    Mean -2.065 -1.941 -2.087 -2.156 -2.068

    SD 0.937 0.794 0.737 0.793 0.850

    Median -2.200 -1.800 -2.200 -2.100 -2.130

    Q1, Q3 -2.700, -1.600 -2.310, -1.400 -2.600, -1.560 -2.700, -1.700 -2.620, -1.595

    Min, Max -5.00, 1.40 -4.50, -0.40 -3.70, -0.10 -3.50, -0.80 -5.00, 1.40

  Femoral neck BMD T-score - n (%)

    ≤ -2.5 51 (8.8) 9 (3.0) 28 (9.4) 17 (5.6) 105 (7.1)

    > -2.5 106 (18.3) 28 (9.3) 62 (20.7) 23 (7.6) 219 (14.8)

    Missing 422 (72.9) 263 (87.7) 209 (69.9) 261 (86.7) 1155 (78.1)
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N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
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Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Baseline
  Lumbar spine BMD T-score

    n 440 178 206 274 1098

    Mean -2.724 -2.774 -2.709 -2.229 -2.606

    SD 1.086 0.871 0.789 1.275 1.078

    Median -2.900 -2.805 -2.700 -2.600 -2.700

    Q1, Q3 -3.400, -2.290 -3.300, -2.400 -3.200, -2.400 -3.000, -1.600 -3.300, -2.200

    Min, Max -5.80, 3.70 -4.58, 0.10 -5.00, -0.30 -5.40, 4.30 -5.80, 4.30

  Lumbar spine BMD T-score - n (%)

    ≤ -2.5 305 (52.7) 131 (43.7) 150 (50.2) 153 (50.8) 739 (50.0)

    > -2.5 135 (23.3) 47 (15.7) 56 (18.7) 121 (40.2) 359 (24.3)

    Missing 139 (24.0) 122 (40.7) 93 (31.1) 27 (9.0) 381 (25.8)

Month 6
  Lumbar spine BMD T-score

    n 21 7 8 8 44

    Mean -2.200 -2.471 -1.826 -1.313 -2.014

    SD 0.921 0.640 1.215 1.896 1.195

    Median -2.200 -2.800 -2.400 -1.850 -2.200

    Q1, Q3 -2.900, -1.400 -3.000, -1.700 -2.600, -0.950 -2.400, -0.100 -2.800, -1.400

    Min, Max -4.00, -0.60 -3.20, -1.60 -3.09, 0.38 -3.90, 2.10 -4.00, 2.10

  Lumbar spine BMD T-score - n (%)

    ≤ -2.5 8 (1.4) 4 (1.3) 4 (1.3) 2 (0.7) 18 (1.2)

    > -2.5 13 (2.2) 3 (1.0) 4 (1.3) 6 (2.0) 26 (1.8)

    Missing 558 (96.4) 293 (97.7) 291 (97.3) 293 (97.3) 1435 (97.0)
Page 6 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 12
  Lumbar spine BMD T-score

    n 140 60 85 48 333

    Mean -2.347 -2.465 -2.346 -1.852 -2.297

    SD 1.206 0.741 0.875 1.207 1.069

    Median -2.500 -2.420 -2.400 -2.250 -2.400

    Q1, Q3 -3.100, -1.900 -2.980, -2.070 -2.800, -2.050 -2.600, -1.050 -3.000, -1.900

    Min, Max -4.30, 5.00 -4.20, -1.10 -4.00, 1.40 -3.80, 2.10 -4.30, 5.00

  Lumbar spine BMD T-score - n (%)

    ≤ -2.5 72 (12.4) 29 (9.7) 40 (13.4) 18 (6.0) 159 (10.8)

    > -2.5 68 (11.7) 31 (10.3) 45 (15.1) 30 (10.0) 174 (11.8)

    Missing 439 (75.8) 240 (80.0) 214 (71.6) 253 (84.1) 1146 (77.5)

Month 18
  Lumbar spine BMD T-score

    n 85 14 30 7 136

    Mean -2.285 -2.804 -2.161 -1.943 -2.293

    SD 1.103 0.776 0.692 0.635 0.986

    Median -2.500 -2.700 -2.150 -1.900 -2.400

    Q1, Q3 -3.000, -1.700 -3.520, -2.000 -2.600, -2.000 -2.600, -1.500 -2.900, -1.735

    Min, Max -4.90, 2.50 -4.00, -1.70 -3.40, 0.17 -2.60, -0.90 -4.90, 2.50

  Lumbar spine BMD T-score - n (%)

    ≤ -2.5 43 (7.4) 9 (3.0) 11 (3.7) 2 (0.7) 65 (4.4)

    > -2.5 42 (7.3) 5 (1.7) 19 (6.4) 5 (1.7) 71 (4.8)

    Missing 494 (85.3) 286 (95.3) 269 (90.0) 294 (97.7) 1343 (90.8)
Page 7 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa
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Table 14t-4.5.3.  DXA Bone Mineral Density (BMD) T-score by Visit
(Full Analysis Set)

(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Month 24
  Lumbar spine BMD T-score

    n 159 34 88 38 319

    Mean -2.286 -2.185 -2.194 -1.703 -2.180

    SD 0.972 0.824 0.583 1.496 0.962

    Median -2.400 -2.200 -2.300 -2.150 -2.310

    Q1, Q3 -2.900, -1.800 -2.700, -1.700 -2.500, -1.900 -2.700, -1.100 -2.800, -1.800

    Min, Max -4.30, 1.50 -3.67, 0.10 -3.40, -0.40 -4.21, 3.20 -4.30, 3.20

  Lumbar spine BMD T-score - n (%)

    ≤ -2.5 79 (13.6) 13 (4.3) 27 (9.0) 13 (4.3) 132 (8.9)

    > -2.5 80 (13.8) 21 (7.0) 61 (20.4) 25 (8.3) 187 (12.6)

    Missing 420 (72.5) 266 (88.7) 211 (70.6) 263 (87.4) 1160 (78.4)
Page 8 of 8

N = Number of patients in the full analysis set; DXA = Dual energy X-ray absorptiometry.
Percentages based on number of patients in the full analysis set. Baseline is the closest complete DXA 
assessment within the window of up to 1 year prior to first Prolia

®
injection and no more than 90 days after 

first injection. If two records are equidistant the earlier one is used. Post-baseline DXA assessments are 
selected to have the best complete assessment to match baseline: body side (femoral neck only), machine 
type, and proximity to target visit date.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-visit.sas
Output: t14t-04-005-003-bmd-ts-visit-dxa-p.rtf  (Date Generated: 02NOV15:05:42:02) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.4.  Change From Baseline in DXA Bone Mineral Density (BMD)
T-score by Visit

(Full Analysis Set)
(Final Analysis)

  
Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD T-score
  Month 6

    n 11 6 3 4 24

    Mean 0.12 0.10 0.59 -0.48 0.07

    SD 0.16 0.38 0.19 1.38 0.62

    Median 0.10 0.10 0.60 0.00 0.10

    Q1, Q3 0.00, 0.30 -0.10, 0.50 0.40, 0.77 -1.25, 0.30 0.00, 0.35

    Min, Max -0.2, 0.3 -0.5, 0.5 0.4, 0.8 -2.5, 0.6 -2.5, 0.8

  Month 12

    n 83 62 12 43 200

    Mean 0.17 0.17 0.14 0.08 0.15

    SD 0.39 0.27 0.53 0.43 0.38

    Median 0.20 0.20 0.20 0.10 0.20

    Q1, Q3 0.00, 0.30 0.10, 0.30 -0.15, 0.49 0.00, 0.30 0.00, 0.30

    Min, Max -1.6, 1.3 -1.0, 0.9 -1.0, 0.9 -2.2, 0.8 -2.2, 1.3

  Month 18

    n 50 10 5 4 69

    Mean 0.24 0.11 0.33 0.20 0.23

    SD 0.35 0.20 0.36 0.43 0.34

    Median 0.20 0.18 0.40 0.10 0.20

    Q1, Q3 0.10, 0.50 0.00, 0.21 0.20, 0.50 -0.10, 0.50 0.00, 0.40

    Min, Max -0.6, 1.6 -0.3, 0.4 -0.2, 0.8 -0.2, 0.8 -0.6, 1.6
Page 1 of 4

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Change in T-score is only 
calculated when body side (femoral neck only) is the same at baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-chg-visit.sas
Output: t14t-04-005-004-bmd-ts-chg-visit-dxa-p.rtf  (Date Generated: 02NOV15:11:51:18) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.4.  Change From Baseline in DXA Bone Mineral Density (BMD)
T-score by Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Total hip BMD T-score (Cont'd)
  Month 24

    n 108 28 14 34 184

    Mean 0.29 0.25 0.24 0.03 0.23

    SD 0.32 0.18 0.41 1.42 0.67

    Median 0.27 0.26 0.26 0.30 0.30

    Q1, Q3 0.10, 0.40 0.20, 0.40 0.10, 0.50 0.10, 0.40 0.10, 0.40

    Min, Max -0.6, 1.5 -0.3, 0.5 -0.9, 0.8 -7.8, 1.0 -7.8, 1.5

Femoral neck BMD T-score
  Month 6

    n 10 5 5 7 27

    Mean -0.07 -0.02 0.33 0.16 0.07

    SD 0.29 0.36 0.46 0.50 0.41

    Median -0.05 0.20 0.30 0.30 0.10

    Q1, Q3 -0.30, 0.10 -0.30, 0.20 -0.10, 0.60 0.10, 0.40 -0.20, 0.30

    Min, Max -0.5, 0.5 -0.5, 0.3 -0.1, 1.0 -0.9, 0.7 -0.9, 1.0

  Month 12

    n 106 61 42 45 254

    Mean 0.18 0.10 0.45 0.12 0.20

    SD 0.37 0.29 0.65 0.28 0.42

    Median 0.20 0.12 0.20 0.10 0.12

    Q1, Q3 0.00, 0.30 -0.02, 0.28 0.10, 0.61 0.00, 0.20 0.00, 0.30

    Min, Max -1.3, 1.6 -1.1, 0.7 -0.3, 2.7 -0.8, 0.9 -1.3, 2.7
Page 2 of 4

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Change in T-score is only
calculated when body side (femoral neck only) is the same at baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-chg-visit.sas
Output: t14t-04-005-004-bmd-ts-chg-visit-dxa-p.rtf  (Date Generated: 02NOV15:11:51:18) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.4.  Change From Baseline in DXA Bone Mineral Density (BMD)
T-score by Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece 
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Femoral neck BMD T-score (Cont'd)
  Month 18

    n 51 10 12 2 75

    Mean 0.32 0.23 0.45 0.20 0.32

    SD 0.60 0.27 0.57 0.28 0.55

    Median 0.20 0.23 0.38 0.20 0.20

    Q1, Q3 0.00, 0.50 0.08, 0.36 0.05, 0.89 0.00, 0.40 0.00, 0.49

    Min, Max -0.3, 3.9 -0.2, 0.8 -0.4, 1.5 0.0, 0.4 -0.4, 3.9

  Month 24

    n 119 28 63 36 246

    Mean 0.19 0.21 0.45 0.26 0.27

    SD 0.29 0.32 0.50 0.42 0.39

    Median 0.20 0.17 0.40 0.20 0.20

    Q1, Q3 0.00, 0.40 0.00, 0.40 0.10, 0.74 0.00, 0.45 0.00, 0.41

    Min, Max -0.7, 1.0 -0.3, 1.0 -0.6, 1.8 -0.4, 1.6 -0.7, 1.8

Lumbar spine BMD T-score
  Month 6

    n 12 4 6 7 29

    Mean 0.33 0.35 0.56 0.21 0.35

    SD 0.61 0.24 0.43 0.36 0.47

    Median 0.25 0.35 0.55 0.40 0.30

    Q1, Q3 -0.10, 0.75 0.15, 0.55 0.20, 0.90 -0.20, 0.40 0.10, 0.60

    Min, Max -0.8, 1.3 0.1, 0.6 0.0, 1.1 -0.3, 0.7 -0.8, 1.3
Page 3 of 4

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Change in T-score is only 
calculated when body side (femoral neck only) is the same at baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-chg-visit.sas
Output: t14t-04-005-004-bmd-ts-chg-visit-dxa-p.rtf  (Date Generated: 02NOV15:11:51:18) Source Data: 
adam.aslinfo, adam.abmdxa

Product or Therapeutic Area:

Date:
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Table 14t-4.5.4.  Change From Baseline in DXA Bone Mineral Density (BMD)
T-score by Visit

(Full Analysis Set)
(Final Analysis)

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Lumbar spine BMD T-score (Cont'd)
  Month 12

    n 129 54 75 47 305

    Mean 0.45 0.32 0.37 0.49 0.41

    SD 0.69 0.39 0.44 0.55 0.57

    Median 0.40 0.30 0.30 0.40 0.31

    Q1, Q3 0.20, 0.60 0.20, 0.46 0.11, 0.60 0.10, 0.60 0.20, 0.60

    Min, Max -0.9, 6.5 -1.6, 1.3 -0.5, 1.9 -0.5, 3.0 -1.6, 6.5

  Month 18

    n 69 10 23 7 109

    Mean 0.48 0.49 0.51 0.37 0.48

    SD 0.89 0.41 0.52 0.18 0.76

    Median 0.50 0.47 0.50 0.30 0.50

    Q1, Q3 0.20, 0.70 0.24, 0.62 0.30, 0.90 0.20, 0.50 0.24, 0.70

    Min, Max -4.9, 2.6 -0.1, 1.4 -0.7, 1.6 0.2, 0.7 -4.9, 2.6

  Month 24

    n 141 27 81 38 287

    Mean 0.50 0.53 0.56 0.64 0.54

    SD 0.43 0.29 0.55 0.61 0.48

    Median 0.50 0.50 0.60 0.50 0.50

    Q1, Q3 0.30, 0.80 0.30, 0.70 0.23, 0.80 0.27, 0.80 0.29, 0.80

    Min, Max -0.6, 1.8 0.1, 1.3 -1.1, 2.4 -0.4, 3.1 -1.1, 3.1
Page 4 of 4

N = Number of patients in the full analysis set.
n = Number of patients with a baseline value and ≥ 1 comparable post-baseline value at the timepoint.
DXA = Dual energy X-ray absorptiometry.
Post-baseline DXA assessments are selected to have the best complete assessment to match baseline: 
body side (femoral neck only), machine type, and proximity to target visit date. Change in T-score is only 
calculated when body side (femoral neck only) is the same at baseline and the timepoint of interest.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-bmd-ts-chg-visit.sas
Output: t14t-04-005-004-bmd-ts-chg-visit-dxa-p.rtf  (Date Generated: 02NOV15:11:51:18) Source Data: 
adam.aslinfo, adam.abmdxa
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Date:
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Table 14t-4.6.1.  Administering Prolia® by Visit
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Baseline    

Injection administered in investigator's site

Yes 562 (97.1) 274 (91.3) 272 (91.0) 240 (79.7) 1348 (91.1)

No 17 (2.9) 26 (8.7) 27 (9.0) 61 (20.3) 131 (8.9)

Individual administrating injection if outside investigator’s office

Physician 11 (1.9) 26 (8.7) 4 (1.3) 56 (18.6) 97 (6.6)

Pharmacist 0 (0.0) 0 (0.0) 19 (6.4) 0 (0.0) 19 (1.3)

Other health care professional 6 (1.0) 0 (0.0) 4 (1.3) 5 (1.7) 15 (1.0)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written) 305 (52.7) 77 (25.7) 163 (54.5) 6 (2.0) 551 (37.3)

Separate appointment 274 (47.3) 223 (74.3) 136 (45.5) 295 (98.0) 928 (62.7)

Page 1 of 5
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-presc-prolia-visit.sas 
Output: t14t-04-006-001-presc-prolia-visit-l.rtf (Date Generated: 10NOV2015: 8:38:10)  Source Data: adam.aslinfo, adam.apresc
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Date:
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Table 14t-4.6.1.  Administering Prolia® by Visit
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Dose 1 post-baseline    

Injection administered in investigator's site

Yes 517 (89.3) 213 (71.0) 197 (65.9) 218 (72.4) 1145 (77.4)

No 31 (5.4) 62 (20.7) 96 (32.1) 72 (23.9) 261 (17.6)

Individual administrating injection if outside investigator’s office

Physician 24 (4.1) 61 (20.3) 10 (3.3) 64 (21.3) 159 (10.8)

Pharmacist 0 (0.0) 0 (0.0) 83 (27.8) 0 (0.0) 83 (5.6)

Other health care professional 7 (1.2) 1 (0.3) 3 (1.0) 8 (2.7) 19 (1.3)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written) 300 (51.8) 53 (17.7) 150 (50.2) 34 (11.3) 537 (36.3)

Separate appointment 248 (42.8) 222 (74.0) 143 (47.8) 256 (85.0) 869 (58.8)

Page 2 of 5
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-presc-prolia-visit.sas 
Output: t14t-04-006-001-presc-prolia-visit-l.rtf (Date Generated: 10NOV2015: 8:38:10)  Source Data: adam.aslinfo, adam.apresc

Product or Therapeutic Area:

Date:
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Table 14t-4.6.1.  Administering Prolia® by Visit
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Dose 2 post-baseline    

Injection administered in investigator's site

Yes 471 (81.3) 202 (67.3) 191 (63.9) 218 (72.4) 1082 (73.2)

No 35 (6.0) 62 (20.7) 85 (28.4) 66 (21.9) 248 (16.8)

Individual administrating injection if outside investigator’s office

Physician 25 (4.3) 62 (20.7) 8 (2.7) 59 (19.6) 154 (10.4)

Pharmacist 0 (0.0) 0 (0.0) 71 (23.7) 0 (0.0) 71 (4.8)

Other health care professional 10 (1.7) 0 (0.0) 6 (2.0) 7 (2.3) 23 (1.6)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written) 268 (46.3) 45 (15.0) 149 (49.8) 52 (17.3) 514 (34.8)

Separate appointment 238 (41.1) 219 (73.0) 127 (42.5) 232 (77.1) 816 (55.2)

Page 3 of 5
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-presc-prolia-visit.sas 
Output: t14t-04-006-001-presc-prolia-visit-l.rtf (Date Generated: 10NOV2015: 8:38:10)  Source Data: adam.aslinfo, adam.apresc

Product or Therapeutic Area:

Date:
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Table 14t-4.6.1.  Administering Prolia® by Visit
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Dose 3 post-baseline    

Injection administered in investigator's site

Yes 433 (74.8) 179 (59.7) 156 (52.2) 208 (69.1) 976 (66.0)

No 32 (5.5) 75 (25.0) 112 (37.5) 63 (20.9) 282 (19.1)

Individual administrating injection if outside investigator’s office

Physician 25 (4.3) 75 (25.0) 21 (7.0) 58 (19.3) 179 (12.1)

Pharmacist 0 (0.0) 0 (0.0) 88 (29.4) 0 (0.0) 88 (5.9)

Other health care professional 7 (1.2) 0 (0.0) 3 (1.0) 5 (1.7) 15 (1.0)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written) 251 (43.4) 52 (17.3) 138 (46.2) 57 (18.9) 498 (33.7)

Separate appointment 214 (37.0) 202 (67.3) 130 (43.5) 214 (71.1) 760 (51.4)

Page 4 of 5
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-presc-prolia-visit.sas 
Output: t14t-04-006-001-presc-prolia-visit-l.rtf (Date Generated: 10NOV2015: 8:38:10)  Source Data: adam.aslinfo, adam.apresc

Product or Therapeutic Area:

Date:
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Table 14t-4.6.1.  Administering Prolia® by Visit
(Full Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 299)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1479)

n (%)

Dose 4 post-baseline    

Injection administered in investigator's site

Yes 391 (67.5) 165 (55.0) 131 (43.8) 190 (63.1) 877 (59.3)

No 29 (5.0) 59 (19.7) 96 (32.1) 55 (18.3) 239 (16.2)

Individual administrating injection if outside investigator’s office

Physician 22 (3.8) 59 (19.7) 23 (7.7) 50 (16.6) 154 (10.4)

Pharmacist 2 (0.3) 0 (0.0) 73 (24.4) 0 (0.0) 75 (5.1)

Other health care professional 5 (0.9) 0 (0.0) 0 (0.0) 5 (1.7) 10 (0.7)

Appointment at which Prolia
®

was administered

Same appointment (in which the prescription/order for Prolia
®

was written) 256 (44.2) 55 (18.3) 135 (45.2) 66 (21.9) 512 (34.6)

Separate appointment 164 (28.3) 168 (56.0) 92 (30.8) 179 (59.5) 603 (40.8)

Page 5 of 5
N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-presc-prolia-visit.sas 
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Table 14t-5.1.1.  Number of Prolia® Injections Received
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of injections per patient

    n 579 300 299 301 1479

    Mean 4.3 4.4 4.6 4.6 4.5

    SD 1.2 1.2 0.9 0.9 1.1

    Median 5.0 5.0 5.0 5.0 5.0

    Q1, Q3 4.0, 5.0 4.0, 5.0 5.0, 5.0 5.0, 5.0 5.0, 5.0

    Min, Max 1, 5 1, 5 1, 5 1, 5 1, 5

Number of injections per patient – n (%)

    1 31 (5.4) 25 (8.3) 6 (2.0) 11 (3.7) 73 (4.9)

    2 42 (7.3) 11 (3.7) 17 (5.7) 6 (2.0) 76 (5.1)

    3 41 (7.1) 10 (3.3) 8 (2.7) 13 (4.3) 72 (4.9)

    4 45 (7.8) 30 (10.0) 41 (13.7) 26 (8.6) 142 (9.6)

    5 420 (72.5) 224 (74.7) 227 (75.9) 245 (81.4) 1116 (75.5)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Number of injections includes the baseline injection.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-inject-prolia.sas
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Table 14t-5.2.1.  Number of Prolia® Injections Received Within the 6 Months Plus 8 Weeks Window
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of post-baseline injections

    n 579 300 299 301 1479

    Mean 2.6 2.6 2.7 2.8 2.6

    SD 0.9 0.9 0.7 0.7 0.8

    Median 3.0 3.0 3.0 3.0 3.0

    Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0

    Min, Max 0, 3 0, 3 0, 3 0, 3 0, 3

Number of post-baseline injections – n (%)

    0 34 (5.9) 29 (9.7) 8 (2.7) 11 (3.7) 82 (5.5)

    1 45 (7.8) 11 (3.7) 21 (7.0) 9 (3.0) 86 (5.8)

    2 65 (11.2) 21 (7.0) 23 (7.7) 22 (7.3) 131 (8.9)

    3 435 (75.1) 239 (79.7) 247 (82.6) 259 (86.0) 1180 (79.8)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Only the first 3 post-baseline injections are considered, including injections 
received after study day 732 (24 months). Includes number of injections received within 6 months plus 8 weeks from previous injection whether 
or not that previous injection was taken within the specified window.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-injects-persis.sas
Output: t14t-05-002-001-injects-persis-8wk-l.rtf  (Date Generated: 02NOV15:05:43:36) Source Data: adam.aexeff, adam.aslinfo
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Table 14t-5.2.2.  Number of Prolia® Injections Received Within the 6 Months Plus 4 Weeks Window
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of post-baseline injections

    n 579 300 299 301 1479

    Mean 2.4 2.4 2.6 2.6 2.5

    SD 0.9 1.0 0.8 0.7 0.9

    Median 3.0 3.0 3.0 3.0 3.0

    Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 3.0, 3.0 2.0, 3.0

    Min, Max 0, 3 0, 3 0, 3 0, 3 0, 3

Number of post-baseline injections – n (%)

    0 36 (6.2) 30 (10.0) 13 (4.3) 11 (3.7) 90 (6.1)

    1 55 (9.5) 19 (6.3) 26 (8.7) 13 (4.3) 113 (7.6)

    2 110 (19.0) 43 (14.3) 43 (14.4) 47 (15.6) 243 (16.4)

    3 378 (65.3) 208 (69.3) 217 (72.6) 230 (76.4) 1033 (69.8)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Only the first 3 post-baseline injections are considered, including injections 
received after study day 732 (24 months). Includes number of injections received within 6 months plus 4 weeks from previous injection whether 
or not that previous injection was taken within the specified window.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-injects-persis.sas
Output: t14t-05-002-002-injects-persis-4wk-l.rtf  (Date Generated: 02NOV15:05:43:42) Source Data: adam.aexeff, adam.aslinfo
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Date:
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Table 14t-5.2.3.  Number of Prolia® Injections Received Within the 6 Months Plus 6 Weeks Window
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of post-baseline injections

    n 579 300 299 301 1479

    Mean 2.5 2.5 2.7 2.7 2.6

    SD 0.9 1.0 0.7 0.7 0.8

    Median 3.0 3.0 3.0 3.0 3.0

    Q1, Q3 2.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0

    Min, Max 0, 3 0, 3 0, 3 0, 3 0, 3

Number of post-baseline injections – n (%)

    0 34 (5.9) 30 (10.0) 9 (3.0) 11 (3.7) 84 (5.7)

    1 49 (8.5) 14 (4.7) 22 (7.4) 10 (3.3) 95 (6.4)

    2 78 (13.5) 22 (7.3) 31 (10.4) 34 (11.3) 165 (11.2)

    3 418 (72.2) 234 (78.0) 237 (79.3) 246 (81.7) 1135 (76.7)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Only the first 3 post-baseline injections are considered, including injections 
received after study day 732 (24 months). Includes number of injections received within 6 months plus 6 weeks from previous injection whether 
or not that previous injection was taken within the specified window.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-injects-persis.sas
Output: t14t-05-002-003-injects-persis-6wk-l.rtf  (Date Generated: 02NOV15:05:43:48) Source Data: adam.aexeff, adam.aslinfo
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Table 14t-5.2.4.  Number of Prolia® Injections Received Within the 6 Months Plus 12 Weeks Window
(Full Analysis Set)

(Final Analysis)
  

Germany 
(N = 579)

Austria 
(N = 300)

Greece  
(N = 299)

Belgium 
(N = 301)

Overall 
(N = 1479)

Number of post-baseline injections

    n 579 300 299 301 1479

    Mean 2.6 2.6 2.7 2.8 2.7

    SD 0.9 0.9 0.7 0.7 0.8

    Median 3.0 3.0 3.0 3.0 3.0

    Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0

    Min, Max 0, 3 0, 3 0, 3 0, 3 0, 3

Number of post-baseline injections – n (%)

    0 33 (5.7) 27 (9.0) 8 (2.7) 11 (3.7) 79 (5.3)

    1 45 (7.8) 12 (4.0) 19 (6.4) 8 (2.7) 84 (5.7)

    2 53 (9.2) 15 (5.0) 13 (4.3) 18 (6.0) 99 (6.7)

    3 448 (77.4) 246 (82.0) 259 (86.6) 264 (87.7) 1217 (82.3)
Page 1 of 1

N = Number of patients in the full analysis set.
Percentages based on number of patients in the full analysis set. Only the first 3 post-baseline injections are considered, including injections 
received after study day 732 (24 months). Includes number of injections received within 6 months plus 12 weeks from previous injection whether 
or not that previous injection was taken within the specified window.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-injects-persis.sas
Output: t14t-05-002-004-injects-persis-12wk-l.rtf  (Date Generated: 02NOV15:05:43:53) Source Data: adam.aexeff, adam.aslinfo
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Table 14t-6.1.1.  Summary of Patient Incidence of Adverse Drug Reactions
(Safety Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1480)

n (%)

All adverse drug reactions 40 (6.9) 7 (2.3) 14 (4.7) 9 (3.0) 70 (4.7)

Leading to discontinuation of Prolia
®

21 (3.6) 5 (1.7) 3 (1.0) 3 (1.0) 32 (2.2)

Fatal adverse drug reactions 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)

All serious adverse drug reactions 2 (0.3) 0 (0.0) 0 (0.0) 1 (0.3) 3 (0.2)

Leading to discontinuation of Prolia
®

1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Fatal adverse drug reactions 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)

Page 1 of 1
N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety analysis set. Adverse drug 

reactions include fractures which occurred on study where there was a reasonable possibility it was related to Prolia
®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr-sum.sas 
Output: t14t-06-001-001-adr-sum-l.rtf (Date Generated: 02NOV2015: 5:30:02)  Source Data: adam.aslinfo, adam.aae
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)
  

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting adverse drug reactions 40 (6.9) 7 (2.3) 14 (4.7) 9 (3.0) 70 (4.7)

Musculoskeletal and connective tissue disorders 12 (2.1) 1 (0.3) 2 (0.7) 4 (1.3) 19 (1.3)

    Arthralgia 4 (0.7) 1 (0.3) 0 (0.0) 2 (0.7) 7 (0.5)

    Osteonecrosis of jaw 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

    Pain in extremity 1 (0.2) 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.1)

    Arthropathy 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Back pain 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

    Growing pains 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Muscle spasms 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Musculoskeletal pain 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Myalgia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Osteitis 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Pain in jaw 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Trismus 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
Page 1 of 8

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr.sas
Output: t14t-06-002-001-adr-soc-pt-l.rtf  (Date Generated: 16NOV15:07:15:03) Source Data: adam.aae, adam.aslinfo

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1071 of 1214



Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Skin and subcutaneous tissue disorders 10 (1.7) 1 (0.3) 4 (1.3) 1 (0.3) 16 (1.1)

    Pruritus 5 (0.9) 0 (0.0) 0 (0.0) 1 (0.3) 6 (0.4)

    Erythema 3 (0.5) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.2)

    Pruritus generalised 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

    Rash 1 (0.2) 1 (0.3) 1 (0.3) 0 (0.0) 3 (0.2)

    Dry skin 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

    Skin mass 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Infections and infestations 6 (1.0) 2 (0.7) 4 (1.3) 2 (0.7) 14 (0.9)

    Cystitis 3 (0.5) 0 (0.0) 1 (0.3) 0 (0.0) 4 (0.3)

    Influenza 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Urinary tract infection 1 (0.2) 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.1)

    Erysipelas 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Gingivitis 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Herpes zoster 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)
Page 2 of 8

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr.sas
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Infections and infestations (Cont'd)

    Impetigo 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Lower respiratory tract infection 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

    Pneumonia 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

General disorders and administration site conditions 9 (1.6) 1 (0.3) 1 (0.3) 1 (0.3) 12 (0.8)

    Fatigue 3 (0.5) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.2)

    Malaise 3 (0.5) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.2)

    Asthenia 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

    Face oedema 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Influenza like illness 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Injection site induration 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Injection site pain 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Mucosal dryness 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Pain 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
Page 3 of 8

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr.sas
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

General disorders and administration site conditions (Cont'd)

    Pyrexia 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Nervous system disorders 3 (0.5) 0 (0.0) 6 (2.0) 1 (0.3) 10 (0.7)

    Anosmia 0 (0.0) 0 (0.0) 2 (0.7) 0 (0.0) 2 (0.1)

    Headache 0 (0.0) 0 (0.0) 2 (0.7) 0 (0.0) 2 (0.1)

    Hypoaesthesia 1 (0.2) 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.1)

    Paraesthesia 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.3) 2 (0.1)

    Dizziness 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Tremor 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Trigeminal neuralgia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    VIIth nerve paralysis 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Gastrointestinal disorders 8 (1.4) 1 (0.3) 0 (0.0) 0 (0.0) 9 (0.6)

    Nausea 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)
Page 4 of 8

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr.sas
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Gastrointestinal disorders (Cont'd)

    Constipation 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Diarrhoea 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Dyspepsia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Flatulence 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Gastrointestinal pain 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Tooth loss 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Toothache 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Vomiting 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Renal and urinary disorders 3 (0.5) 0 (0.0) 1 (0.3) 1 (0.3) 5 (0.3)

    Pollakiuria 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Chromaturia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Cystitis noninfective 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Renal colic 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Vascular disorders 2 (0.3) 1 (0.3) 0 (0.0) 1 (0.3) 4 (0.3)

    Hot flush 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

    Hypertension 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Hypotension 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Eye disorders 1 (0.2) 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.1)

    Cataract 1 (0.2) 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.1)

Respiratory, thoracic and mediastinal disorders 0 (0.0) 1 (0.3) 1 (0.3) 0 (0.0) 2 (0.1)

    Chronic obstructive pulmonary disease 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Cough 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Cardiac disorders 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Angina pectoris 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Endocrine disorders 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

    Hyperparathyroidism 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

Immune system disorders 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Hypersensitivity 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Injury, poisoning and procedural complications 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Lumbar vertebral fracture 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Investigations 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Urine output increased 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Psychiatric disorders 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Emotional disorder 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Insomnia 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.2.1.  Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Surgical and medical procedures 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Endodontic procedure 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.2.2.  Serious Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)
  

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting serious adverse drug reactions 2 (0.3) 0 (0.0) 0 (0.0) 1 (0.3) 3 (0.2)

Musculoskeletal and connective tissue disorders 2 (0.3) 0 (0.0) 0 (0.0) 1 (0.3) 3 (0.2)

    Osteonecrosis of jaw 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

    Musculoskeletal pain 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
Page 1 of 1

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA version 
18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety analysis set. 

Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to Prolia
®
.
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Table 14t-6.3.1.  Adverse Drug Reactions Leading to Discontinuation of Prolia® by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)
  

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting adverse drug 21 (3.6) 5 (1.7) 3 (1.0) 3 (1.0) 32 (2.2)

reactions leading to discontinuation of

Prolia
®

Skin and subcutaneous tissue disorders 6 (1.0) 1 (0.3) 0 (0.0) 1 (0.3) 8 (0.5)

    Erythema 3 (0.5) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.2)

    Pruritus 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Rash 1 (0.2) 1 (0.3) 0 (0.0) 0 (0.0) 2 (0.1)

    Pruritus generalised 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Musculoskeletal and connective tissue disorders 5 (0.9) 1 (0.3) 0 (0.0) 1 (0.3) 7 (0.5)

    Arthralgia 1 (0.2) 1 (0.3) 0 (0.0) 0 (0.0) 2 (0.1)

    Muscle spasms 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Musculoskeletal pain 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Myalgia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.3.1.  Adverse Drug Reactions Leading to Discontinuation of Prolia® by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Musculoskeletal and connective tissue disorders (Cont'd)

    Osteonecrosis of jaw 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Pain in jaw 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Trismus 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

General disorders and administration site conditions 5 (0.9) 1 (0.3) 0 (0.0) 0 (0.0) 6 (0.4)

    Malaise 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

    Face oedema 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Fatigue 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Influenza like illness 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Pain 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Infections and infestations 3 (0.5) 2 (0.7) 1 (0.3) 0 (0.0) 6 (0.4)

    Cystitis 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Erysipelas 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.3.1.  Adverse Drug Reactions Leading to Discontinuation of Prolia® by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Infections and infestations (Cont'd)

    Herpes zoster 0 (0.0) 0 (0.0) 1 (0.3) 0 (0.0) 1 (0.1)

    Influenza 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Pneumonia 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Urinary tract infection 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Gastrointestinal disorders 3 (0.5) 0 (0.0) 0 (0.0) 0 (0.0) 3 (0.2)

    Gastrointestinal pain 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Nausea 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Toothache 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Vomiting 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Nervous system disorders 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

    Anosmia 0 (0.0) 0 (0.0) 2 (0.7) 0 (0.0) 2 (0.1)

    Trigeminal neuralgia 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.3.1.  Adverse Drug Reactions Leading to Discontinuation of Prolia® by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Renal and urinary disorders 2 (0.3) 0 (0.0) 0 (0.0) 1 (0.3) 3 (0.2)

    Pollakiuria 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Cystitis noninfective 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Cardiac disorders 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Angina pectoris 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Eye disorders 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Cataract 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Immune system disorders 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Hypersensitivity 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Respiratory, thoracic and mediastinal disorders 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

    Chronic obstructive pulmonary disease 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)
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N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety 

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.

Program: /userdata/stat/amg162/osteo/20110126/analysis/final/tables/program/t-adr.sas
Output: t14t-06-003-001-adr-soc-dispro-l.rtf  (Date Generated: 16NOV15:07:15:09) Source Data: adam.aae, adam.aslinfo

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1083 of 1214



Table 14t-6.3.1.  Adverse Drug Reactions Leading to Discontinuation of Prolia® by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)

System Organ Class 
    Preferred Term

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Vascular disorders 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

    Hot flush 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
Page 5 of 5

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
System organ classes and preferred terms are sorted on the Overall column by descending order of frequency and coded using MedDRA 
version 18.0. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety

analysis set. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to 
Prolia

®
.
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Table 14t-6.4.1.  Fatal Adverse Drug Reactions by System Organ Class and Preferred Term
(Safety Analysis Set)

(Final Analysis)
  

No events
Page 1 of 1

A male patient who enrolled and received Prolia
®

injection was excluded from the full analysis set but included in the safety analysis set. 
Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to Prolia

®
.
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Table 14t-6.5.1.  Summary of Patient Incidence of Fractures
(Safety Analysis Set)

(Final Analysis)
  

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece  
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting fractures 37 (6.4) 7 (2.3) 9 (3.0) 23 (7.6) 76 (5.1)

    Any serious fractures 7 (1.2) 3 (1.0) 2 (0.7) 14 (4.7) 26 (1.8)

    Osteoporotic fractures
a

30 (5.2) 4 (1.3) 9 (3.0) 21 (7.0) 64 (4.3)
Page 1 of 1

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set 

but included in the safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding skull, facial bones, mandible, metacarpus, finger phalanges, toe phalanges and 
cervical vertebrae and not associated with known high trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or 
equivalent (> 20 inches) or severe trauma other than a fall) or pathological fractures.
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Table 14t-6.5.2.  Fractures by Location
(Safety Analysis Set)

(Final Analysis)
  

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting fractures 37 (6.4) 7 (2.3) 9 (3.0) 23 (7.6) 76 (5.1)

Forearm 7 (1.2) 0 (0.0) 2 (0.7) 5 (1.7) 14 (0.9)

    Radius 6 (1.0) 0 (0.0) 2 (0.7) 5 (1.7) 13 (0.9)

    Ulna 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Spine 9 (1.6) 0 (0.0) 1 (0.3) 3 (1.0) 13 (0.9)

    Lumbar vertebrae 5 (0.9) 0 (0.0) 1 (0.3) 2 (0.7) 8 (0.5)

    Thoracic vertebrae 4 (0.7) 0 (0.0) 0 (0.0) 0 (0.0) 4 (0.3)

    Cervical vertebrae 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Pelvis 3 (0.5) 2 (0.7) 2 (0.7) 4 (1.3) 11 (0.7)

    Ischium 1 (0.2) 0 (0.0) 2 (0.7) 1 (0.3) 4 (0.3)

    Pubis 1 (0.2) 1 (0.3) 0 (0.0) 2 (0.7) 4 (0.3)

    Sacrum 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Ilium 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
Page 1 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full 

analysis set but included in the safety analysis set.
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Table 14t-6.5.2.  Fractures by Location
(Safety Analysis Set)

(Final Analysis)

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Hip 6 (1.0) 0 (0.0) 0 (0.0) 4 (1.3) 10 (0.7)

    Femur neck 6 (1.0) 0 (0.0) 0 (0.0) 2 (0.7) 8 (0.5)

    Femur intertrochanter 0 (0.0) 0 (0.0) 0 (0.0) 3 (1.0) 3 (0.2)

Shoulder 4 (0.7) 1 (0.3) 1 (0.3) 4 (1.3) 10 (0.7)

    Humerus 4 (0.7) 1 (0.3) 1 (0.3) 2 (0.7) 8 (0.5)

    Scapula 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.7) 2 (0.1)

Hand 4 (0.7) 1 (0.3) 2 (0.7) 1 (0.3) 8 (0.5)

    Metacarpus 2 (0.3) 1 (0.3) 0 (0.0) 1 (0.3) 4 (0.3)

    Carpus 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

    Finger phalanges 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Foot 4 (0.7) 2 (0.7) 0 (0.0) 1 (0.3) 7 (0.5)

    Metatarsus 3 (0.5) 1 (0.3) 0 (0.0) 1 (0.3) 5 (0.3)

    Tarsus 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)
Page 2 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full 

analysis set but included in the safety analysis set.
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Table 14t-6.5.2.  Fractures by Location
(Safety Analysis Set)

(Final Analysis)

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Foot (Cont'd)

    Toe phalanges 0 (0.0) 1 (0.3) 0 (0.0) 0 (0.0) 1 (0.1)

Thorax 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

    Ribs 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

Thigh 2 (0.3) 0 (0.0) 0 (0.0) 2 (0.7) 4 (0.3)

    Patella 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Femur distal 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Femur midshaft 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Lower leg 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Tibia 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

Head 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Facial 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
Page 3 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full 

analysis set but included in the safety analysis set.
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Table 14t-6.5.3.  Osteoporotic Fractures by Location
(Safety Analysis Set)

(Final Analysis)
  

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Number of patients reporting osteoporotic fractures
a 

30 (5.2) 4 (1.3) 9 (3.0) 21 (7.0) 64 (4.3)

Forearm 6 (1.0) 0 (0.0) 2 (0.7) 5 (1.7) 13 (0.9)

    Radius 5 (0.9) 0 (0.0) 2 (0.7) 5 (1.7) 12 (0.8)

    Ulna 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

Hip 6 (1.0) 0 (0.0) 0 (0.0) 4 (1.3) 10 (0.7)

    Femur neck 6 (1.0) 0 (0.0) 0 (0.0) 2 (0.7) 8 (0.5)

    Femur intertrochanter 0 (0.0) 0 (0.0) 0 (0.0) 3 (1.0) 3 (0.2)

Pelvis 2 (0.3) 2 (0.7) 2 (0.7) 4 (1.3) 10 (0.7)

    Ischium 1 (0.2) 0 (0.0) 2 (0.7) 1 (0.3) 4 (0.3)

    Pubis 0 (0.0) 1 (0.3) 0 (0.0) 2 (0.7) 3 (0.2)

    Sacrum 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Ilium 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)
Page 1 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the 

safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding skull, facial bones, mandible, metacarpus, finger phalanges, toe phalanges and cervical vertebrae and 
not associated with known high trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or equivalent (> 20 inches) or severe trauma 
other than a fall) or pathological fractures.
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Table 14t-6.5.3.  Osteoporotic Fractures by Location
(Safety Analysis Set)

(Final Analysis)

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Shoulder 4 (0.7) 1 (0.3) 1 (0.3) 3 (1.0) 9 (0.6)

    Humerus 4 (0.7) 1 (0.3) 1 (0.3) 2 (0.7) 8 (0.5)

    Scapula 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Spine 7 (1.2) 0 (0.0) 1 (0.3) 1 (0.3) 9 (0.6)

    Lumbar vertebrae 4 (0.7) 0 (0.0) 1 (0.3) 1 (0.3) 6 (0.4)

    Thoracic vertebrae 4 (0.7) 0 (0.0) 0 (0.0) 0 (0.0) 4 (0.3)

Thorax 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

    Ribs 2 (0.3) 0 (0.0) 1 (0.3) 3 (1.0) 6 (0.4)

Foot 3 (0.5) 0 (0.0) 0 (0.0) 1 (0.3) 4 (0.3)

    Metatarsus 3 (0.5) 0 (0.0) 0 (0.0) 1 (0.3) 4 (0.3)

Thigh 2 (0.3) 0 (0.0) 0 (0.0) 2 (0.7) 4 (0.3)
Page 2 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the 

safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding skull, facial bones, mandible, metacarpus, finger phalanges, toe phalanges and cervical vertebrae and 
not associated with known high trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or equivalent (> 20 inches) or severe trauma 
other than a fall) or pathological fractures.
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Table 14t-6.5.3.  Osteoporotic Fractures by Location
(Safety Analysis Set)

(Final Analysis)

Location 
    

Germany 
(N = 579) 

n (%)

Austria 
(N = 300) 

n (%)

Greece 
(N = 300) 

n (%)

Belgium 
(N = 301) 

n (%)

Overall 
(N = 1480) 

n (%)

Thigh (Cont'd)

    Patella 1 (0.2) 0 (0.0) 0 (0.0) 1 (0.3) 2 (0.1)

    Femur distal 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

    Femur midshaft 1 (0.2) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.1)

Hand 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

    Carpus 1 (0.2) 0 (0.0) 2 (0.7) 0 (0.0) 3 (0.2)

Lower leg 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)

    Tibia 1 (0.2) 1 (0.3) 0 (0.0) 1 (0.3) 3 (0.2)
Page 3 of 3

N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
Includes only treatment-emergent fractures. A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the 

safety analysis set.
a

Osteoporotic fractures are defined as all fractures excluding skull, facial bones, mandible, metacarpus, finger phalanges, toe phalanges and cervical vertebrae and 
not associated with known high trauma severity (fall from higher than the height of stool, chair, first rung on a ladder or equivalent (> 20 inches) or severe trauma 
other than a fall) or pathological fractures.
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Table 14t-6.5.4.  Patient Incidence of Adjudicated Positive Osteonecrosis of the Jaw
(Safety Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1480)

n (%)

Number of patients having adjudicated positive ONJ 2 (0.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 (0.1)

Page 1 of 1
N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event; ONJ = Osteonecrosis of jaw.
A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety analysis set.
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Table 14t-6.5.5.  Patient Incidence of Adjudicated Positive Atypical Femoral Fracture
(Safety Analysis Set)

(Final Analysis)

Germany
(N = 579)

n (%)

Austria
(N = 300)

n (%)

Greece
(N = 300)

n (%)

Belgium
(N = 301)

n (%)

Overall
(N = 1480)

n (%)

Number of patients having adjudicated positive atypical femoral fracture 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.3) 1 (0.1)

Page 1 of 1
N = Number of patients in the safety analysis set; n = Number of patients with ≥ 1 event.
A male patient who enrolled and received Prolia

®
injection was excluded from the full analysis set but included in the safety analysis set.
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Figure 14t-4.4.3.1. Time to Non-persistence in Germany (Based on the 6 Months Plus 8 Weeks Window)
(Full Analysis Set)

(Final Analysis)
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Figure 14t-4.4.3.2. Time to Non-persistence in Austria (Based on the 6 Months Plus 8 Weeks Window)
(Full Analysis Set)

(Final Analysis)
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Figure 14t-4.4.3.3. Time to Non-persistence in Greece (Based on the 6 Months Plus 8 Weeks Window)
(Full Analysis Set)

(Final Analysis)
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Figure 14t-4.4.3.4. Time to Non-persistence in Belgium (Based on the 6 Months Plus 8 Weeks Window)
(Full Analysis Set)

(Final Analysis)
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Figure 14t-4.4.3.5. Time to Non-persistence Overall (Based on the 6 Months Plus 8 Weeks Window)
(Full Analysis Set)

(Final Analysis)
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Listing 16t-2.7.1.  Listing of Adverse Drug Reactions
(Safety Analysis Set for Site 26041)

(Final Analysis)

Patient Age First Dose Date Last Dose Date

12626041007 76 05MAR12 10SEP12

System Organ Class Preferred Term Verbatim Term
Start Date

(Day)
End Date

(Day) Severity
a

Action Taken
b

Action Other
c

Serious

Neoplasms benign, 
malignant and 
unspecified (incl cysts 
and polyps)

Metastases to liver LIVER METHASTASIS 
SEG 4, KNOW 
GALLBLADDERCANCER 
2007

15JAN13 
(317)

Ongoing 03 03 03, 88 Yes

Page 1 of 2
Only patients from site 26041 are reported in this listing.
MedDRA version 18.0. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to Prolia

®
.

a
01 = mild, 02 = moderate, 03 = severe, 04 = life threatening, 05 = fatal.

b
Action taken with Prolia for this event, 01 = no action taken, 02 = Prolia withheld, 03 = Prolia discontinued.

c
Other action taken for this event, 01 = no action taken, 02 = medication taken, 03 = hospitalization/prolonged hospitalization, 88 = other, 99 = unknown.
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Listing 16t-2.7.1.  Listing of Adverse Drug Reactions
(Safety Analysis Set for Site 26041)

(Final Analysis)

Patient Age First Dose Date Last Dose Date

12626041010 62 16APR12 14APR14

System Organ Class Preferred Term Verbatim Term
Start Date

(Day)
End Date

(Day) Severity
a

Action Taken
b

Action Other
c

Serious

Musculoskeletal and 
connective tissue 
disorders

Osteoarthritis EXACERBATION OF 
PAIN WITH 
OSTEOARTHRITIS LEFT 
KNEE

03JUL12 
(79)

10JUL12 
(86)

01 01 01 No

Page 2 of 2
Only patients from site 26041 are reported in this listing.
MedDRA version 18.0. Adverse drug reactions include fractures which occurred on study where there was a reasonable possibility it was related to Prolia

®
.

a
01 = mild, 02 = moderate, 03 = severe, 04 = life threatening, 05 = fatal.

b
Action taken with Prolia for this event, 01 = no action taken, 02 = Prolia withheld, 03 = Prolia discontinued.

c
Other action taken for this event, 01 = no action taken, 02 = medication taken, 03 = hospitalization/prolonged hospitalization, 88 = other, 99 = unknown.
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Annex 1.  List of Stand-alone Documents
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Annex 2.  Study Protocol and Amendments
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Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  14 December 2012  Page 1 of 48 

 

Title:  Prospective Observational Study to Evaluate Medication-taking Behavior 
With Denosumab (Prolia®) and Patient Characteristics in Postmenopausal Women 
With Osteoporosis in Routine Clinical Practice in Germany, Austria, Greece and 

Belgium 
 
 

AMG 162 - Prolia (Denosumab) 

Amgen Protocol Number 20110126  
 

 

Clinical Study Sponsor: Amgen Inc. 
One Amgen Center Drive 
Thousand Oaks, CA 91320 
United States 
Tel: +1 (805) 447-1000 

Key Sponsor Contact(s):   
AMGEN Ltd 
1 Uxbridge Business Park,  
Sanderson Road, Uxbridge,  
Middlesex, UB8 1DH  

  

  

Date: 
Amendment 1: 
Superseding amendment 1: 

01 August 2011 
06 September 2012 
14 December 2012 

Confidentiality Notice 
This document contains confidential information of Amgen Inc.  This document must not 
be disclosed to anyone other than the study staff and members of the independent 
ethics committee/institutional review board/institutional scientific review board or 
equivalent.   

The information in this document cannot be used for any purpose other than the 
evaluation or conduct of the clinical investigation without the prior written consent of 
Amgen Inc.  

If you have questions regarding how this document may be used or shared, call the 
Amgen Medical Information number:  +1-805-447-1000.  For all other study-related 
questions, continue to contact the Key Sponsor Contact. 
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Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  14 December 2012  Page 2 of 48 

 

Investigator’s Agreement 
I have read the attached protocol entitled Prospective Observational Study to Evaluate 

Medication-taking Behavior With Denosumab (Prolia) and Patient Characteristics in 

Postmenopausal Women With Osteoporosis in Routine Clinical Practice in Germany, 

Austria, Greece and Belgium, dated 14 December 2012, and agree to abide by all 

provisions set forth therein. 

I agree to comply with the International Conference on Harmonisation Tripartite 

Guideline on Good Clinical Practice. 

I agree to ensure that the confidential information contained in this document will not be 

used for any purpose other than the evaluation or conduct of the clinical investigation 

without the prior written consent of Amgen Inc.  

   
Signature   

Name of Principal Investigator 
 

Date (DD Month YYYY) 
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Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  14 December 2012  Page 3 of 48 

 

Protocol Synopsis 
Title:  Prospective Observational Study to Evaluate Medication-taking Behavior With Denosumab 
(Prolia®) and Patient Characteristics in Postmenopausal Women With Osteoporosis in Routine 
Clinical Practice in Germany, Austria, Greece and Belgium 
Study Phase:  Observational 
Indication:  Treatment of osteoporosis (OP) in postmenopausal women at increased risk of 
fractures. 
Study Objective:  The objective of this observational study is to describe medication-taking 
behavior of patients treated with denosumab (Prolia®) for postmenopausal osteoporosis (PMO) at 
12 and 24 months, using different specific measures (including persistence, adherence and 
medication coverage ratio).  In addition, the study will provide the ability to assess 
medication-taking behavior in pre-defined subgroups of interest.  The study aims also to describe 
the profile of patients treated with Prolia® for PMO in Germany, Austria, Greece and Belgium.  
Safety Objective:  To monitor the safety of patients administered Prolia® in a non-interventional 
setting. 
Hypotheses:  The study is descriptive in nature, and a formal hypothesis will not be tested in this 
observational study.  However, measures of medication-taking behavior (compassing 
persistence, adherence and medication coverage ratio) with Prolia® at 12 and 24 months will be 
estimated. 
Study Outcome Measures:  The medication-taking behavior endpoints are: 
• Persistence (yes/no) with Prolia at 12 months 
• Persistence (yes/no) with Prolia at 24 months 
• Adherence (yes/no) with Prolia at 12 months 
• Adherence (yes/no) with Prolia at 24 months 
• Medication Coverage Ratio (MCR) at 12 months 
• Medication Coverage Ratio (MCR) at 24 months 

Other outcome measures are: 

• Time to non-persistence over 24 months 
• Number of Prolia® injections within the specified window over 24 months 
• Safety:  the incidence of adverse drug reactions (ADRs) and serious adverse drug reactions 

(SADRs). 
Study Design:  This is a multi-center observational study in postmenopausal women with 
osteoporosis who receive Prolia® Q6M, SC according to the applicable approved Prescribing 
Information (eg EU Summary of Product Characteristics (SmPC) or equivalent) for the treatment 
of PMO in routine clinical practice.  This study is non-interventional and will not alter the routine 
clinical management of patients.  It will comply with all applicable local regulations on a 
country-by-country basis.  Eligible patients at participating sites initiating Prolia® should be 
enrolled in a sequential manner.  A log should be maintained of all patients receiving Prolia® but 
not enrolled, including the reason for not enrolling.  
Approximately 1500 postmenopausal patients administered Q6M SC Prolia (denosumab 60 mg) 
for osteoporosis (600 in Germany and 300 each in Austria, Greece and Belgium) will participate 
from about 170 representative (country specific) sites (60 in Germany and 30 each in Austria, 
Greece and 50 in Belgium).   
Patients will be asked to complete two short patient profile and health related quality of life 
questionnaires at study enrollment on a voluntary basis:  If permitted by local regulations, patients 
will be asked to complete two brief Patient Reported Outcome (PRO) questionnaires related to 
treatment adherence to medication (Morisky Medication Adherence Scale 8-Item (MMAS-8)) and 
health status (Short Form (SF-12) Generic Health-Related Quality of Life Instrument).  All other 
information will be collected from patient records at the investigator sites. 
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Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  14 December 2012  Page 4 of 48 

 

Site selection will be done with the aim of representing PMO care in each country with regards to 
type and location of site. 
Enrollment is expected to last approximately 12 months and the patients will be followed for a 
period of 2 years after study enrollment.  Given the 6 monthly administration frequency of Prolia, 
a 24-month observation period is thought to be adequate to reliably ascertain medication-taking 
behaviors (adherence) outcomes in routine clinical practice for this non-interventional study.  
As per definition, apart from being asked to voluntarily complete two short questionnaires on 
enrollment day (baseline), this observational study will not alter the routine clinical management 
of patients.  Patients enrolled into this study will not be required to perform any other additional 
assessments (laboratory or diagnostic) for the specific purposes of the study.  The decision to 
treat with Prolia® must occur prior to and independently of study considerations and before 
enrollment into the study (maximum 4 weeks from first injection).  However, the decision to treat 
with Prolia®, the first Prolia® injection, obtaining the appropriate written informed consent 
(as required per local country regulations) and enrollment to the study, can happen at the same 
visit to avoid extra patient visits and to avoid interfering with country-specific routine clinical 
practice.  Patients are expected to return to the clinic approximately every 6 months as part of her 
routine clinical care. 
All data recorded will be collected per routine clinical practice including non-serious and serious 
adverse drug reactions.  
No laboratory or diagnostic assessment is performed in the study.  The overall study design is 
described in a study schema at the end of the protocol synopsis section. 
Sample Size:  Approximately 1500 patients (600 in Germany and 300 each in Austria, Greece 
and Belgium). 
Summary of Subject Eligibility Criteria:  Patients will meet the following inclusion criteria at 
enrollment into the study: 

• Indicated for treatment of OP in postmenopausal women at increased risk of fractures 
according to the approved Regional Prescribing Information (eg, EU SmPC in Germany, 
Austria, Greece and Belgium). 

• Enrolled into the study within 4 weeks of receiving their first injection of denosumab 
(Prolia) according to the approved Regional Prescribing Information (eg, EU SmPC in 
Germany, Austria, Greece and Belgium). 

• Appropriate written informed consent has been obtained (as required per local country 
regulations).   

Patients meeting any of the following exclusion criteria are not eligible for participation in the 
study:  

• Patient is currently enrolled in or has been enrolled within the prior 6 months in a study 
involving any investigational procedure, device or drug.  

• Contraindicated for treatment with Prolia® according to the approved Regional 
Prescribing Information (eg, EU SmPC in Germany, Austria, Greece and Belgium). 

• Participation in ongoing or previous denosumab clinical trials. 
• Patient has any kind of disorder that, in the opinion of the investigator, may compromise 

the ability of the patient to give written informed consent. 
For a full list of eligibility criteria, please refer to Section 4.1 and Section 4.2. 
Amgen Investigational Product Dosage and Administration:  None 
Non Amgen Investigational Product Dosage and Administration:  None 
Procedures:  This observational study will not have any required procedures, assessments or 
changes to routine management of patients.  It is anticipated that patients will visit their 
physician/health care provider (HCP) approximately once every 6 months for their six monthly 
Prolia® injection as part of their routine clinical care.  Patients will be observed for 2 years 
following their study enrollment.  Each site needs to be able to continually follow up patients for 
2 years, to ensure that required data, including date of injection, can be obtained.  Patient data 
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will be requested for transcription to an anonymous (eCRF) by site personnel.  Details of the data 
to be collected are listed in Section 7 and Appendix A (Schedule of Data Collection). 
The covariates to be captured in the study are listed in Section 10.1.3. 

Statistical Considerations:  The analyses will be based on the full analysis set (FAS) defined as 
all enrolled patients satisfying the inclusion/exclusion criteria that receive at least one Prolia 
injection and have a non-missing enrollment date.  In general, data summaries will be presented 
overall and by country. 

Categorical outcomes will be summarized by the number and percentage in each category.  
Continuous outcomes will be summarized by the number of non-missing values, mean, standard 
deviation, median, lower and upper quartiles and minimum and maximum values.   
Baseline characteristics will be summarized using descriptive statistics.  The baseline 
characteristics of the patients will be compared across countries to identify possible differences.  
Missing covariate information will be compared as well across countries to identify potential 
sources of heterogeneity. 

For the categorical measures of medication-taking behavior (persistence and adherence), the 
number and percentage of patients satisfying each of the medication-taking behavior outcomes at 
12 and 24 months will be summarized overall and by country, and the associated 95% confidence 
intervals will be presented.  Similarly for the continuous medication coverage ratio (MCR) 
outcome at 12 and 24 months, mean estimates and the associated 95% confidence intervals will 
be presented. 

Analysis by Covariates:  Summary statistics for each medication-taking behavior outcome will be 
provided by country and each of the subgroups defined by the covariates of interest. 

In addition, univariate logistic regression will be used to explore the association of each 
pre-specified covariate with selected medication-taking behavior (persistence and adherence) at 
24 months.  For each covariate entered individually in the model, point estimates of the odds 
ratio, and 95% confidence intervals will be provided. 

Moreover, a multivariate logistic regression including selected covariates that showed possible 
association with selected medication-taking behavior from the univariate analyses at 24 months 
will also be performed to identify predictors of selected medication-taking behavior to Prolia at 
24 months.  A stepwise model selection will be implemented using SAS LOGISTIC procedure.  

Time to non-persistence will be summarized by Kaplan-Meier methodology at the end of the 
study.   

The number of Prolia injections administrated within the specified window over 24 months will be 
summarized.   
An interim analysis is planned to describe patient characteristics and ascertain the persistent rate 
with Prolia® treatment at 12 months, overall and for pre-defined subgroups defined by covariates 
of interest.  Since the persistent rate at 12 months only involves the first 2 Prolia injections, the 
interim analysis will be conducted when all patients have had the opportunity to receive their 
second Prolia injection within the allowable window for persistence (6 months plus 12 weeks 
from the initial Prolia injection).  Any data collected after this date will not be included in the 
interim analysis.  This interim analysis is planned to proactively inform reimbursement authorities 
if needed.  The design of the study will not change based on the interim analysis results.  No 
stopping rules will be applied due to the observational nature of this study.  

Safety:  All serious and non-serious ADRs to Prolia will be coded using the Medical Dictionary 
for Regulatory Activities (MedDRA).  Patient incidence of serious and non-serious ADRs leading 
to discontinuation of Prolia and serious ADRs associated with fatal outcome will be tabulated by 
system organ class and preferred term. 
For a full description of statistical analysis methods, please refer to Section 10.4.2. 

Sponsor:  Amgen Inc. 
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Study Glossary  

Abbreviation or Term Definition/Explanation 

ADR Adverse Drug Reaction 

AE Adverse Event 

BMD  Bone Mineral Density  

BPs Bisphosphonates 

CI Confidence Interval 

eCRF  Electronic Case Report Form  

EU European Union 

FAS Full Analysis Set 

HCP Health Care Professional 

IEC  Independent Ethics Committee  

IVRS Interactive Voice Response System 

IRB Institutional Review Board 

IV Intravenous 

MCR Medication Coverage Ratio 

MMAS-8 Morisky Medication Adherence Scale 8-Item 

OP Osteoporosis 

PMO  Postmenopausal Osteoporosis  

PRO Patient Reported Outcome 

Q6M Once every 6 months 

RCT Randomized Clinical Trial 

SADR  Serious Adverse Drug Reaction  

SAE Serious Adverse Event 

SmPC Summary of Product Characteristics 

SF-12 Short Form 12 
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1. OBJECTIVES 
The objective of this observational study is to describe medication-taking behavior of 

patients treated with denosumab (Prolia) for postmenopausal osteoporosis (PMO) at 

12 and 24 months, using different specific measures (including persistence, adherence 

and medication coverage ratio).  In addition, the study will provide the ability to assess 

medication-taking behavior in pre-defined subgroups of interest.  The study also aims to 

describe the profile of patients treated with Prolia for PMO in Germany, Austria, Greece 

and Belgium.  Safety of patients administered Prolia in an observational setting will be 

monitored. 

2. BACKGROUND AND RATIONALE 
2.1 Disease  
Osteoporosis is a common, systemic skeletal disorder characterized by low bone mass 

and compromised bone strength predisposing individuals to an increased risk of fracture 

(National Institute of Health Consensus Development Panel on Osteoporosis Prevention, 

Diagnosis, and Therapy, 2000).  Osteoporosis is a major public health threat; in a recent 

review, the prevalence of osteoporosis was reported as an estimated 200 million people 

worldwide (Reginster and Burlet, 2006).   

The morbidity and mortality associated with osteoporosis-related fractures result in 

significant clinical, human and economic costs (Kanis et al, 2005; Cree et al, 2003).  

About 40% to 50% of women are at risk of having an osteoporotic fracture in their 

lifetime (Dennison et al, 2006).  In 2000, the number of osteoporotic fractures in Europe 

was estimated at 3.79 million, of which 0.89 million were hip fractures 

(Kanis and Johnell, 2005). 

2.2 Prolia® Background  
Denosumab (Prolia®) is a fully human monoclonal antibody that inhibits RANK Ligand 

(RANKL), a key regulator of osteoclast differentiation, activation and survival.  It can bind 

and neutralize the activity of human RANKL similar to the action of endogenous 

osteoprotegerin (OPG).  Denosumab (Prolia®) has been studied for the prevention and 

treatment of OP in postmenopausal women.  Administration of denosumab 60 mg 

subcutaneously every six months (SC Q6M) (Prolia®) has been shown to decrease bone 

remodeling with consequent increases in bone mineral density (BMD) and decreased 

risk for new vertebral, nonvertebral and hip fractures (Cummings et al, 2009).  

Denosumab 60 mg SC Q6M (Prolia®) has been approved in all 27 European Union (EU) 
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member states plus Norway, Iceland and Liechtenstein for the treatment of osteoporosis 

in postmenopausal women at increased risk of fracture.   

2.3 Rationale  
Osteoporosis can be treated effectively by inhibitors of bone turnover, such as 

bisphosphonates (BPs), or by anabolic agents, such as parathyroid hormone analogues 

(Papapoulos and Makras, 2008).  Clinical studies have demonstrated the efficacy of the 

BP class of drugs in reducing the risk of osteoporosis-related fractures 

(Papapolous et al, 2005).  However, difficult dosing regimens (eg, taking medication on 

an empty stomach in the morning and staying upright for at least 30 minutes), 

suboptimal patient satisfaction and medication side-effects may limit drug adherence 

(Sambrook and Cooper, 2006). 

Varying terminology is used to describe the extent to which patients adhere to treatment 

(eg adherence, compliance, persistence) (Cramer et al, 2008).  Although the different 

terms are often used interchangeably, adherence is a general term encompassing both 

compliance and persistence (Lekkerkerker et al, 2007).  Compliance is defined as the 

extent to which patients act in accordance with the prescribed interval and dose of a 

given treatment regimen whereas persistence is defined as the cumulative time from 

initiation to discontinuation of therapy.  Adherence is often quantified as medication 

possession ratio (MPR).  It indicates the proportion of days the patient had an adequate 

supply of the medication, for a given time interval.  Although MPR is a widely used 

measure for adherence of oral medication, there is limited information measuring MPR 

with injectables (Shi et al, 2007).  Indeed, with injectables, the patient is administered the 

injection and as such would be covered for a specific period of time.  Hence, similar to 

MPR, one can derive the medication coverage ratio (MCR) that measures the proportion 

of days, the patient has been covered with respect to the medication over a given time 

interval after receiving the injection.  

Poor adherence has been associated with 16-35% increased fracture risk and 

37% increased rates of hospitalization and resource use (Huybrechts et al, 2006).  With 

respect to fractures, a recent systematic review (Siris et al, 2009) of 17 observational 

studies concluded that an increased risk of fracture with poor adherence to medication 

for osteoporosis may be observed, independent of type of treatment or fracture location.  

These analyses suggest that long-term persistence with an effective medication may 

reduce fracture risk.   
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Suboptimal persistence and adherence with BP therapy in osteoporotic patients have 

been evaluated in routine clinical care setting.  A systematic review and meta-analysis of 

24 observational adherence studies (Kothawala et al, 2007) concluded that between 

one-third and one-half of patients do not take their medication as directed, and 

non-adherence occurs shortly after treatment initiation.  A German retrospective cohort 

analysis provided evidence of poor adherence in patients with osteoporosis receiving 

oral bisphosphonate therapy (Hadji et al, 2011).  It was demonstrated that a high 

proportion of patients discontinued/switched oral BP regimens during the first year, and 

there was an indication that persistence increases with reduced frequency of the 

administration.  However, with a 1-year persistence of monthly oral BP of 30%, the level 

remains suboptimal (Hadji et al, 2011).  In one study, compliant patients receiving oral 

BP therapy were shown to have a decreased risk of fractures compared with those who 

are non-compliant (Hadji et al, 2011). 

A study using health insurance outpatient claims in Germany reported that only about 

35% of patients treated with Q3M intravenous (IV) BPs remain on the treatment after the 

first year.  A limitation in this study was that these IV BP-treated patients had poorer 

prognosis and a shorter life expectancy compared with users of oral BPs 

(Hoffmann et al, 2008).  Hence, characteristic of patients being treated is central to type 

of observed persistence.  The German Retrospective Cohort Analysis (GRAND) on 

non-adherence in osteoporosis showed that the rate of patients receiving appropriately 

scheduled follow-up administration of IV bisphosphonate is estimated to be similar to the 

1-year persistence with oral BPs (Hadji et al, 2011).  In general, longer dosing intervals 

are thought to contribute to better treatment adherence and persistence 

(Warriner and Curtis, 2009).  Therefore Prolia® (denosumab) administered every 

6 month (Q6M) as an SC injection might result in better treatment adherence and 

persistence than weekly or monthly oral BP treatment regimen.  The DAPS (Denosumab 

Adherence Preference and Satisfaction, study number 20060232) study, a multicenter, 

randomized, open-label, 2-year, crossover phase 3 study in 250 women with 

osteoporosis, showed that subjects treated with Prolia® (denosumab) had significantly 

reduced  rate of non-adherence (by 58%) and non-persistence (by 54%) as compared 

with  weekly alendronate at 12 months (Kendler et al, 2011).  The study also showed 

that patient ratings for treatment necessity, preference and satisfaction were significantly 

greater for Prolia® (denosumab) and ratings for treatment bother were significantly 

greater for alendronate (Kendler et al, 2011).  
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While these data help support the contention for use of longer dosing intervals in 

treatment of osteoporosis, preference and adherence information in DAPS was collected 

in a randomized clinical trial (RCT) setting, which may not necessarily reflect what 

occurs in daily routine clinical practice.  In RCTs, patients are followed and treated in a 

highly structured environment following a defined protocol.  Therefore, there is interest in 

evaluating adherence and persistence in observational (non-interventional) studies that 

more closely reflect daily clinical practice (Lekkerkerker et al, 2007).  However, 

participation in any prospective study (both RCTs and observational studies) affects 

patients’ behavior (Hawthorne effect), which will potentially affect the outcome, resulting 

in increased adherence and persistence levels.  Also, again as with any prospective 

study, selection (due to the need of consent and/or due to practical constraints) of both 

participating physicians and participating patients could affect the study generalizability.  

However, keeping a log of potential participating physicians and patients would help put 

the study results into appropriate context.  

Further, while approaches for measuring persistence and compliance for oral 

medications in PMO population are well documented in the literature, at present very 

little information and no widely-accepted definition is available regarding the 

measurement and/or the level of adherence for non-oral and less frequently 

administered medications such as (yearly, Q3M) IV BPs.  The distinction between 

persistence (continuous use of the medication) and compliance (taking the medication 

as prescribed/recommended) can be marked for oral medications.  However, for an 

injectable medication, compliance component may be less an issue (ie, it is unlikely that 

an injection will not be taken as prescribed, particularly if administered by a healthcare 

professional (HCP)).  To mark this particularity, we use the concept of medication taking 

behavior as an umbrella definition encompassing adherence, persistence and MCR for 

an injectable drug like Prolia®.  Hence, by using different specific measures each 

capturing an aspect of patient’s medication-taking behavior, this observational study 

makes it possible to explore ways of capturing adherence for Prolia® in a routine clinical 

practice setting. 

The current study is being performed to describe Prolia® patients’ medication-taking 

behavior (including persistence) in a non-interventional routine clinical care setting.  In 

addition, data from this trial will also complement data generated by the POSSIBLE EU® 

study, an observational longitudinal cohort study on postmenopausal women in 

5 countries in Europe receiving bone loss medications (Freemantle et al, 2010).  
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In addition, safety of patients administered Prolia® in a routine clinical setting also will  be 

monitored by collecting adverse drug reactions and serious adverse drug reactions in 

postmenopausal women administered Prolia® as part of their normal clinical care.   

Also, this prospective study being conducted in routine clinical practice will enable 

collection of patient characteristics and factors affecting with medication-taking behavior 

associated with Prolia® therapy. 

The overall study design is described by a study schema at the end of the protocol 

synopsis section. 

2.4 Clinical Hypotheses 
The study is descriptive in nature, and a formal hypothesis will not be tested in this 

observational study.  However, different specific measures of medication-taking behavior 

(including persistence, adherence, medication coverage ratio) with Prolia® at 12 and 

24 months will be estimated. 

3. EXPERIMENTAL PLAN 
3.1 Study Design 
This is a multi-center, international, observational study in women with postmenopausal 

osteoporosis who receive denosumab (Prolia®) Q6M, SC according to the applicable 

approved Prescribing Information (eg, EU Summary of Product Characteristics (SmPC) 

or equivalent) for the treatment of PMO in routine clinical practice.  As per definition, 

apart from being asked to voluntarily complete two short questionnaires on enrollment 

day (baseline), this observational study will not alter the routine clinical management of 

patients.  Patients enrolled into this study will not be required to perform any other 

additional assessments (laboratory or diagnostic) for the specific purposes of the study.  

Patients will be eligible to enroll within 4 weeks after administration of their first Prolia® 

injection.  The physician’s decision to treat the patient with Prolia® must precede 

patient’s consent to take into the study.  However, the decision to treat with Prolia® or to 

prescribe Prolia®, the first Prolia® injection, obtaining the appropriate written informed 

consent (as required per local country regulations) and the subsequent enrollment to the 

study can happen at the same visit to avoid extra subject visits and to avoid interfering 

with country specific routine clinical practice.  The Prolia® treatment decision must 

happen independently of study considerations and before enrollment into the study 

(maximum 4 weeks from first injection).  Investigators will be expected to maintain a 

screening log of all potential study candidates that includes limited information about the 
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potential study candidate (eg, date of screening).  Investigators will also document the 

patient participation rates in the study at their sites.  Patients are expected to receive 

their scheduled Prolia® injection every six months at the investigator sites as part of her 

routine clinical care.  All data recorded will be collected per routine clinical practice 

including adverse drug reactions and serious adverse drug reactions.  The overall study 

design is described in a study schema at the end of the protocol synopsis section. 

Approximately 1500 postmenopausal patients administered denosumab 60 mg Q6M SC 

Prolia® for osteoporosis (600 in Germany and 300 in Austria, Greece and Belgium) will 

participate across about 170 sites in Germany, Austria, Greece and Belgium.  

Enrollment in each country is expected to last approximately 12 months.  Countries will 

start recruiting at different times and are expected to recruit at different rates.  Patients 

will be followed for a period of 2 years after study enrollment. 

Study objectives include describing persistence with Prolia® at 12 and 24 months.  Given 

the 6 monthly administration frequency of Prolia®, a 24-month observation period is 

considered adequate to reliably ascertain persistence endpoints and capture relevant 

details around patient medication-taking behaviors in routine clinical practice. 

The study also will describe the profile of patients treated with Prolia® for osteoporosis 

and ascertain the predictors of persistence to Prolia®, considering WHO (2003) 

6 dimensions:  

• Therapy related 
• Condition related  

• Patient related  
• Physician related 
• Health care system related 
• Socio-demographic related  

Details on the covariates can be found in Section 10.1.3. 

Baseline characteristics including health status will be evaluated using the Short Form 

(SF-12) generic health-related quality of life instrument.  SF-12 is a 12-item survey, with 

each item assessing broad measures of health status, and all 12 items adding up to 

2 summary scales:  Physical Component Summary (PCS) and Mental Component 

summary (MCS) scores.  
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Other baseline characteristics to be captured from the patient include:  

• Self-reported medication taking behavior with prior osteoporosis therapy  
• Health care insurance (private or public)  

Only adverse drug reactions and serious adverse drug reactions will be recorded in the 

study, consistent with the guidance for observational studies. 

Additional information, as outlined in Appendix A, will be collected over the routine 

clinical visits over a period of up to 2 years.   

The study endpoints are defined in Section 10.1. 

3.2 Number of Centers 
The study will be conducted in approximately 170 representative (country specific) sites 

(60 in Germany and 30 each in Austria, Greece and 50 in Belgium).  Additional sites 

may be added or removed as deemed necessary to ensure enrollment of the target 

number of patients.  After feasibility, sites selected will represent those providing overall 

PMO care in each country and region, with regards to type and location of site.  Sites 

that do not enroll patients within 2 months after site initiation may be closed.  Sites will 

be selected from the available list of potential sites in the country, following feasibility 

checks.  The selection will be stratified by the country and main site characteristics (size, 

public/private and/or specialty).  

3.3 Number of Subjects 
Participants in this observational study shall be referred to as “patients”. 

Approximately 1500 patients (about 600 in Germany and 300 each in Austria, Greece 

and Belgium) will be enrolled into the study.  The justification for the sample size is 

provided in Section 10.2.  

3.4 Estimated Study Duration 
3.4.1 Study Duration for Participants 
The enrollment period is expected to last approximately 12 months in each country.  

Patients providing appropriate written informed consent and fulfilling inclusion and 

exclusion criteria will be eligible to enroll in the trial.  Enrolled patients will have a 

follow-up period of up to 24 months after enrollment in the study.   
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3.4.2 End of Study 
End of study is defined as the date that the last patient enrolled completes up to 

24 months of observation or when the last patient in the study ends their participation in 

the study.  

4. SUBJECT ELIGIBILITY 
Postmenopausal women with OP who receive an injection of Prolia® according to the 

approved Regional Prescribing Information (eg, EU SmPC) and who meet the 

inclusion/exclusion criteria will be eligible to participate in the study.  

Investigators will be expected to maintain a screening log with limited information on all 

potential study candidates (eg, date of screening).  Before any study-specific procedure, 

the appropriate written informed consent must be obtained (see Section 11.1).  

4.1 Inclusion Criteria 

4.1.1 Indicated for treatment of OP in postmenopausal women at increased risk of 
fractures according to the approved Regional Prescribing Information (eg, EU 
SmPC in Germany, Austria, Greece and Belgium). 

4.1.2 Enrolled into the study within 4 weeks of receiving their first injection of Prolia® 
according to the approved Regional Prescribing Information (eg, EU SmPC in 
Germany, Austria, Greece and Belgium). 

4.1.3 Appropriate written informed consent has been obtained (as required per local 
country regulations). 

4.2 Exclusion Criteria 

4.2.1 Patient is currently enrolled in or has been enrolled within the prior 6 months in a 
study involving any investigational procedure, device or drug.  

4.2.2 Contraindicated for treatment with Prolia® according to the approved Regional 
Prescribing Information (eg, EU SmPC in Germany, Austria, Greece and 
Belgium). 

4.2.3 Participation in ongoing or previous denosumab clinical trials. 

4.2.4 Patient has any kind of disorder that, in the opinion of the investigator, may 
compromise the ability of the patient to give written informed consent. 

5. SUBJECT ENROLLMENT 
Before patients may be entered into the study, Amgen requires a copy of the site’s  

written Independent Ethics Committee (IEC) or Independent Review Board (IRB) 

approval of the protocol as applicable, informed consent form (as required by local 

country requirements) and all other patient information and/or recruitment material 

(see Section 11.2).   
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All patients or their legally acceptable representatives must personally sign and date an 

appropriate consent form (as required per local country regulations) before being 

enrolled into this study. 

Enrollment is defined as the date the patient is enrolled in the study via an Interactive 

Voice Response System (IVRS).  All patients who are enrolled will be assigned a unique 

11-digit patient identification number before the observation period commences.  Patient 

ID numbers will be assigned in sequential order within a site beginning with 

126XXXXX001, with ‘XXXXX’=site number.  This number will be used to identify the 

patient throughout the observational study and must be used on all study documentation 

related to that patient.  The patient identification number must remain constant 

throughout the entire observational study.   

Each site should maintain a confidential patient list that enables site study staff to link an 

assigned patient identification number to that patient’s medical records.   

6. TREATMENT PROCEDURES 
This study is designed to follow and observe patients who are being administered Prolia® 

in routine clinical practice.  No study-specific treatment will be provided, and apart from 

being asked to complete (optional) two short questionnaires on enrollment day 

(baseline), and provide information on health care provider (public or private), no 

additional clinical procedures or assessments will be required as part of this 

observational study.  

Patients will be observed for a period of up to 2 years after their entry in the study.  

Patients who switch to another therapy or discontinue treatment will not be followed up.   

6.1 Concomitant Therapy  
Throughout the study, investigators may prescribe any concomitant medications or 

treatments deemed necessary as part of their routine clinical care, including calcium and 

vitamin D supplementation as per SmPC.  

7. STUDY PROCEDURES 
With the exception of completing optional questionnaires on enrollment day (baseline), 

there are no study specified procedures or changes to routine clinical management of 

patients required as part of this protocol.  Based on eligibility criteria, patients will be 

invited to participate in the study when they visit the site for a routine appointment as 

part of their standard care.  It is anticipated that patients will return to the clinic every 

6 months to receive their Prolia® injection.  At the conclusion of each visit, the physician 
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or designated study personnel will record individual patient data on the eCRF.  Clinical 

information obtained for routine clinical practice will be recorded, if available, including 

Prolia® administration date, previous PMO therapy, concomitant therapies, medical 

history (including fracture), serious and non-serious adverse drug reactions and 

co-morbidities (see Appendix A for Information to be Obtained During Routine Clinical 

Practice). 

Patients will be observed for 2 years following their study enrollment and each site 

needs to be able to continually follow up patients for this duration, with access to medical 

notes, to ensure all data, including date of injection, can be obtained. 

Patient-related information will also be collected from the prescribing physician or 

designated study personnel.  

8. REMOVAL AND REPLACEMENT OF SUBJECTS 
8.1 Removal of Subjects 
Patients have the right to withdraw fully or partially from the study at any time and for 

any reason without prejudice to her future medical care by the physician or at the 

institution. 

Withdrawal of full consent for a study means that the patient does not wish to or is 

unable to continue further study participation; patient data up to withdrawal of consent 

will be included in the analysis of the study.  Any patient may withdraw full consent to 

participate in the study at any time during the study.  The investigator will discuss with 

the patient appropriate procedures for withdrawal from the study.   

Should a patient (or a legally acceptable representative) request or decide to withdraw 

from the study, all efforts will be made to complete and report the observations as 

thoroughly as possible up to the date of withdrawal.  All information should be reported 

on the applicable eCRFs.   

8.2 Replacement of Subjects 
Patients who withdraw from the study or lost to follow-up will not be replaced. 

9. SAFETY DATA COLLECTION, RECORDING, AND REPORTING 
In this observational study, only adverse drug reactions (ADRs) and serious adverse 

drug reactions (SADRs) will be collected and reported. 
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General information regarding reporting of ADRs: 

• Report only AEs/ADRs, other safety findings, or product complaints involving 
Amgen products 

• Do not report ADRs that occurred prior to a subject/patient taking an Amgen 
product 

9.1 Adverse Events 
9.1.1 Definition of Adverse Events 
An adverse event (AE) is any untoward medical occurrence in a patient 
administered a pharmaceutical product(s) and which does not necessarily have to 
have a causal relationship with this treatment. 

An AE can therefore be any unfavorable and unintended sign (including an 
abnormal laboratory finding, for example), symptom, or disease temporally 
associated with the use of a product(s), whether or not considered related to the 
product(s).  The definition of an AE includes: 

• Worsening of a pre-existing condition 
• Events occurring from a medication error or overdose of a product(s), whether 

accidental or intentional 
• Events occurring from abuse of a product(s) 
• Events associated with the discontinuation of the use of a product(s), 

(eg, appearance of new symptoms) 
• Any lack or loss of intended effect of the product(s) 

9.1.1.1 Adverse Drug Reactions (ADRs) 
AEs that are considered related to the Amgen product(s) are classified as adverse 
drug reactions (ADRs). 

It is the Investigator’s responsibility to evaluate if an event is related to an Amgen 
product prior to reporting the event to Amgen. 

9.1.2 Definition of Serious Adverse Events 

A serious adverse event (SAE) is any AE as defined above that also:  
• is fatal 
• is life threatening (places the patient at immediate risk of death) 
• requires in-patient hospitalization or prolongation of existing hospitalization 
• results in persistent or significant disability/incapacity 
• is a congenital anomaly/birth defect 
• is an “other significant medical hazard” that does not meet any of the above 

criteria  
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A hospitalization meeting the regulatory definition for “serious” is any in-patient 
hospital admission that includes a minimum of an overnight stay in a healthcare 
facility.  

“Other significant medical hazards” refer to important medical events that may 
not be immediately life-threatening or result in death or hospitalization, but may 
jeopardize the patient or may require intervention to prevent one of the other 
outcomes listed in the definition above.  Examples of such events could include 
allergic bronchospasm, convulsions, and blood dyscrasias, drug-induced liver 
injury, events that necessitate an emergency room visit, outpatient surgery, 
or other events that require other urgent intervention. 

9.1.2.1 Serious Adverse Drug Reactions (SADRs) 
SAEs that are considered related to the Amgen product(s) are classified as 
serious adverse drug reactions (SADRs). 

It is the Investigator’s responsibility to evaluate if an event is related to an Amgen 
product prior to reporting the event to Amgen 
9.1.3 Definition of Other Safety Findings 

Other Safety Findings include:  

• Medication errors, overdose, misuse, or abuse, whether accidental or 
intentional, involving an Amgen product, regardless of whether associated 
with an ADR and/or SADR  

• Pregnancy and lactation exposure regardless of whether associated with an  
ADR and/or SADR   

• Transmission of infectious agents regardless of whether associated with an 
ADR and/or SADR  

• Reports of uses outside the terms for authorized use of the product including 
off label use when associated with an ADR and/or SADR 

9.1.4 Definition of Product Complaints 

Product Complaints include any written, electronic or oral communication that 
alleges deficiencies related to the identity, quality, durability, reliability, safety, 
effectiveness, or performance of a product or device after it is released for 
distribution.  This includes all components distributed with the product(s) such as 
packaging, product containers, delivery system, labeling, inserts, etc. 

Product Complaints may include but are not limited to issues related to: 

• Appearance (eg, broken, cracks, color, particles, odor) 
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• Labeling (eg, missing, torn, smudged) 
• Durability (eg, stability issues) 
• Open packaging 
• Device damage (eg, pre-filled syringe with bent needle) 
• Inability of customer to understand product labeling 
• Inability of customer to deliver the product successfully, including partial 

or incomplete delivery (eg, defective delivery system [syringe] 

9.2 Reportable Events and Reporting Timeframes  
The Investigator is responsible for ensuring that all ADRs, SADRs, product 
complaints and other safety findings for Amgen product(s) observed by the 
Investigator or reported by the patient that occur after the first dose of Prolia® 
through the final study visit are recorded in the patient’s medical record and are 
submitted to Amgen via the supplied Amgen Safety Reporting Forms.  See Error! 
Reference source not found. for a sample Adverse Drug Reaction Report Form 
and Appendix C for sample Pregnancy and Lactation Notification Worksheets.  
Refer to Error! Reference source not found. for the reporting timeframes for 
reportable events.   

Table 1.  Reporting Timeframes for Reportable Events 

Report Type Description Reporting Timeframe  

SADR Initial or follow-up for SADRs Within 1 business day of 
awareness 

Product 
complaints 

Initial or follow-up of all 
product complaints 

Within 1 business day of 
awareness 

Pregnancy and/or 
Lactation 

Initial or follow-up for all 
pregnancies or lactation 
occurring in females while 
taking Amgen product(s) 
and/or 
Initial or follow-up for all 
pregnancies or lactation 
occurring in female partners 
of males taking Amgen 
product(s)  

Within 1 business day of 
awareness 

Other ADR Initial or follow-up for ADR 
not meeting serious criteria 

Within 60 calendar days of the 
Investigator’s knowledge  
 

The Investigator may be asked to provide additional information for any event 
submitted, which may include a discharge summary or extracts from the medical 
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record.  Information provided about the event must be consistent with information 
recorded on study Case Report Forms (CRFs) where safety data may also be 
recorded (eg, Adverse Event Summary CRF). 

The Investigator is responsible for medical management of patients who 
experience adverse events from the date of awareness to resolution or 
stabilization.  

Amgen will report ADRs and unlisted SADRs as required to regulatory authorities, 
Investigators/institutions, and IRBs/IECs or other relevant ethical review board in 
accordance with Pharmacovigilance guidelines and in compliance with local 
regulations.   

The Investigator is to notify the appropriate Institutional Review 
Board/Independent Ethics Committee IRB/IEC or other relevant ethical review 
board of SADRs occurring at the site and other AE reports received from Amgen, 
in accordance with local procedures and statutes. 

The AE severity grading scale used will be the Amgen adverse event standard grading 

score.  The severity grading scale used in this study is described in Appendix D  

10. STATISTICAL CONSIDERATIONS 
10.1 Study Outcomes, Subsets, and Covariates 
10.1.1 Study Outcomes 
The medication-taking behavior outcome measures are defined below based on the 

notions of persistence, adherence and MCR.   

Persistence (yes/no) with Prolia® at 12 months: 

• A patient will be considered persistent with Prolia® at 12 months if patient receives at 
least 1 Prolia® injection following the first injection no more than 6 months + 8 weeks 
(ie, no greater than 239 days apart)  

Persistence (yes/no) with Prolia® at 24 months: 

• A patient will be considered persistent with Prolia® at 24 months if the patient 
received at least 3 Prolia® injections  following the first injection, and the length of 
time between any 2 consecutive Prolia® injections does not exceed 
6 months +8 weeks (ie, no greater than 239 days apart). 
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Additionally, persistence at 12 and 24 months will also be calculated based on the 

following windows between injections:  

• 6 months +4 weeks (211 days apart) 
• 6 months +6 weeks (225 days apart) 
• 6 months +12 weeks (267 days apart) 

Adherence (yes/no) with Prolia® at 12 months: 

• Patients receiving at least 1 Prolia® injection over the 12-month period following the 
first dose, with the time between the 2 consecutive injections at most 6 months 
+/- 4 weeks (between 155 and 211 days) apart. 

Adherence (yes/no) with Prolia® at 24 months: 

• Patients receiving at least 3 Prolia® injections over 24-month period following the first 
dose, with the time between any 2 consecutive injections  at most 6 months 
+/- 4 weeks (between 155 and 211 days) apart. 

Additionally, adherence will also be calculated based on the following windows between 

injections: 

• 6 months +/- 6 weeks ( between 141 and 225 days) apart  
• 6 months +/- 8 weeks (between 127 and 239 days) apart 
• 6 months +/- 12 weeks (between 99 and 267 days) apart 

MCR:  

• MCR at 12 months is defined as the accumulative number of days covered with 
Prolia® treatment during the first 12 months divided by 365 days [(365 minus the 
number of days of missed coverage)/365*100].  It is assumed each injection of 
Prolia® treatment provides 6 months of coverage from the date of injection up until 
the date of the next injection. 

• MCR at 24 months is defined as the accumulative number of days covered with 
Prolia® treatment during the first 24 months divided by 730 days [(730 minus the 
number of days of missed coverage)/730*100]. 

Other observational study outcomes are: 

Time to non-persistence over 24 months: 

• For each of the 4 definitions of persistence at 24 months, time to non-persistence for 
non-persistent patients is calculated as the time in days between the date of the first 
Prolia® injection and the date of last Prolia® injection received during the period 
where the patient is still classified as persistent, according to the corresponding 
definition of persistence, plus 6 months (183 days). 

Number of Prolia® injections within the specified window over 24 months: 

• For each of the 4 definitions of persistence at 24 months, the number of Prolia® 
injections within the specified window (defined in the persistence definition) is the 
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number of injections that a patient took during the 2-year period and that were given 
within the appropriate window from the previous injection, irrespective of when the 
previous injection was given.  Possible values are 0, 1, 2 or 3 injections 
(the definition does not apply to the first injection). 

Safety outcomes: 

• Incidence of serious and non-serious ADRs 

10.1.2 Analysis Sets 
The Full Analysis Set (FAS) will consist of all enrolled patients satisfying the 

inclusion/exclusion criteria who receive at least one Prolia® injection and have a 

non-missing enrollment date.  All analyses will be performed using the FAS. 

10.1.3 Subsets and/or Covariates 
For selected medication-taking behavior outcomes (persistence and adherence), 

summary statistics will be provided for each of the following covariates of interest within 

each country.   

Collection of the covariates will not be mandatory.  They will be collected where 

information can be obtained during routine clinical practice and wherever local country 

regulations allow it and data are available.  As the analyses will be done by country, the 

impact of missing variable at a country level should be minimal.   

Therapy related:  

• Patients PMO support tools and/or programs categories (Category 1, 2 and 3): 

1. Patients who will not use any patient support tools and are not registered to any 
active reminder system (Category 1) 

2. Patients who will be using at least 1 passive patient support tool (eg, next 
appointment card, bone passport, sticker from the packaging, etc.).  These 
patients should not have registered to any active reminder tool/system 
(Category 2)   

3. Patients who will use one of the available active reminder systems and who will 
be receiving a reminder for the next Q6M injection by email, phone call, text 
message etc (Category 3)  

Condition related:  

• Body mass index (≤ 25 or > 25 kg/m2)  
• Age at menopause (years) 

• Time since the most recent previous fracture to first injection (< 12 months or 
≥ 12 months) 

• Previous fracture (yes/no)  
• Previous hip fracture (yes/no) 
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• Previous vertebral fracture (yes/no)   
• ≥ 2 Previous fractures (yes/no) 

• Previous hospitalization for osteoporotic fracture and/or surgical osteoporotic fracture 
treatment 

• Parent fractured hip (yes/no)  
• Current smoker (yes/no) 

• Former smoker (yes/no) 
• Systemic glucocorticoids (yes/no)  
• Secondary osteoporosis (yes/no)  
• Alcohol 3 or more units per day (yes/no) 

• Femoral neck BMD T-score (if available) (≤ -2.5 or > -2.5) 
• Lumbar spine BMD T-score (if available) (≤ -2.5 or > -2.5) 

Patient related:  

• Age group (< 65, ≥ 65 to <75, ≥ 75 years) 
• Information on PMO diagnosis according to the World Health Organization (WHO) 

Classification, including bone mass measurements and date if available  

• Date of postmenopausal osteoporosis diagnosis (month and year) 
• Number of prescription medications taken at baseline 
• Exposure to prior prescription osteoporosis therapy (yes/no) 
• Calcium and/or Vitamin D supplementation at baseline (yes/no) 

• History of discontinuation of prescription osteoporosis therapy (yes/no) 
• Prior prescription of PMO therapy during the last 12 months prior to enrollment  
• Self-reported medication-taking behavior with prior osteoporosis therapy 

Patient reported outcomes: 

• SF-12 physical component summary score at baseline  
• SF-12 mental component summary score at baseline  
• MMAS-8 summary score at baseline. 

Number and type of selected co-morbidities, over the 12 months prior to enrollment, 

including the following: 

• Anemia or other blood disease 
• Back pain  

• Cancer (not considered cured) 
• Depression 
• Other mental illness 
• Diabetes (Type 1 or 2) 
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• Endocrine disease (eg, thyroid, adrenal, or pituitary) 
• Hearing impairment (very hard of hearing, even with hearing aids) 

• Hypertension 
• Myocardial infarction  
• Stroke 
• Peripheral vascular disease 

• Heart disease (excluding hypertension, myocardial infarction, stroke, and peripheral 
vascular disease)  

• Historical spine/hip/leg fracture 
• Kidney disease 

• Liver disease including gall bladder conditions 
• Lung disease 
• Neurological disease (such as multiple sclerosis or Parkinson’s) 
• Obesity (body mass index > 30 kg/m2)  

• Osteoarthritis, degenerative arthritis 
• Rheumatoid arthritis 
• Other rheumatologic diseases (excluding osteoarthritis, degenerative arthritis, and 

rheumatoid arthritis) 
• Gastrointestinal disorders (such as ulcers or gastritis) 
• Visual impairment (such as cataracts, glaucoma, macular degeneration) 
• Genitourinary disease (such as problems with uterus or ovaries)  

• Alcohol or drug problems 

Physician related:  

• Type of prescribing HCP (Physician specialty:  Primary Care Provider vs.  Specialist 
care - Orthopedist, Trauma Surgeon, Surgeon, Rheumatologist, Internist, 
Endocrinology, Rehabilitation Medicine, Geriatrician, Obstetrician/Gynecologist, 
Family Physician/General Practitioner, other) 

• Physician gender (female or male) 
• Physician years of practice (1 to 4, 5 to 9, ≥ 10) 
• Physician practice reminder (yes/no) 

• Clinical practice type (Private, Health Maintenance Organization, Group Practice, 
Academia, Other) 

• Reason for prescribing Prolia® (OP, established OP, osteoporotic fracture risk 
factors, other like ‘oral PMO BP treatment not possible’, ‘iv PMO BP treatment not 
possible’ or ‘other PMO treatments not possible for patients’) 

• Size of the clinic (small, medium or large) 

Health care system related:  

• Type of health care insurance (public/private/other)  
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Socio-demographic related:  

• Educational level (no high school diploma, high school diploma, college degree or 
above) 

• Patient living situation 
• Patient employment status  
• Marital status (married, never married, divorced/separated, widowed) 

• Proximity to clinic/practice 
• Geographic region 

− Country:  Germany, Austria ,Greece or Belgium 
− Rural vs. urban 

10.2 Sample Size Considerations 
Approximately 1500 patients will be enrolled in this study, about 600 in Germany and 

300 each in Austria, Greece and Belgium. 

Since this is an observational study with descriptive objectives, the sample size 

proposed was based on the level of precision (ie, half-width) of the 95% confidence 

interval (CI) around the point estimates of the categorical measure of medication-taking 

behavior (persistence and adherence) with Prolia® at 12 and 24 months, overall, at the 

country level and within the country’s selected covariates of interest.  

The main covariates of interest within each country are: age group (75+), enrollment in 

PMO support tools or programs (if available), prescribing HCP, patient exposure to prior 

osteoporosis therapy, patient prior history of discontinuing osteoporosis therapy, number 

of selected co-morbidities and co-medications at baseline and baseline MMAS-8 

(Morisky et al, 1990) and SF-12 (Ware et al,1998) scores.  A complete and more 

detailed list of the covariates and their categorization will be provided in the Statistical 

Analysis Plan (SAP). 

Sample Size per Country: 

The half width of the 95% CI around the rate estimate varies from at most 9.8% to 5.7% 

when the sample size ranges from approximately 100 to 300, as shown below.  Because 

the gain in precision as the sample size doubles to 600 is relatively small (from 5.7% to 

4.0%), the minimum sample size per country is proposed to be 300 patients. 

The sample size is also determined to capture the country diversity in population and 

medical practices and to provide enough patients to describe the characteristics of 

patients administered Prolia® for postmenopausal osteoporosis in each country.  
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Based on previous clinical trial experience in each country and given the diversity of 

sites and patients in Germany the following number of sites per country and a sample 

size of approximately 10 patients per site are proposed:  For Austria and Greece, about 

30 sites at each country and about 50 sites in Belgium will be selected to provide the 

minimum sample size of approximately 300 patients per country.  For Germany, about 

60 sites will be selected across the different regions to provide a sample of 

approximately 600 patients. 

Figure 1.  Half-width of the 95% Confidence Interval – Country Sample Size 

 

An overall sample size of approximately 1500 patients will allow rate estimation to 

Prolia® at each time point with sufficient precision such that the half-width of the 95% CI 

for the persistence rate would be no larger 2.8%. 

Please note that the definitions of medication-taking behavior apply to all patients, 

whether they withdraw, are lost-to-follow up or complete the study.  Therefore all 

patients in the full analysis set will be included in the point estimates of the categorical 

measures of medication-taking behavior and no replacement of patients is proposed. 

Sample Size per Country and Subgroups: 

The table below provides the half-width of the 95% CI for different subgroups of patients.  

When the subsets vary from 15 to 150 patients, the half-widths of the 95%CI change 

from 25.3% to 8.0% respectively, nearly halving the width when the sample size 

increases from 15 (25.3%) to 50 (13.9%).  Therefore any subgroup with at least 
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50 patients (ie, at least 17% of the patients enrolled in Austria, Greece or Belgium, or 

8% of the patients enrolled in Germany) will have a half-width of the 95% CI of at most 

13.9%.  

The number of patients in the subgroups determined by the covariates cannot be 

predicted in advance, but given that most covariates are dichotomous, it is expected that 

most subgroups will have at least the minimum number discussed above and that the 

95% CIs will show a half width of at most 13.9%, when 300 patients are enrolled in 

Austria, Greece and Belgium respectively, and 600 in Germany. 

Table 2.  Half-width of the 95% Confidence Interval for Subgroups 

Number of Subjects in Subgroup 
Half-Width of the 95% Confidence Interval 

(%) 

15 25.3 

20 21.9 

25 19.6 

30 17.9 

35 16.6 

40 15.5 

45 14.6 

50 13.9 

100 9.8 

150 8.0 

300 5.7 

600 4.0 

1200 2.8 

1500 2.5 
Half-widths were calculated assuming that the persistent rate is 50%. 

10.3 Interim Analysis and Early Stopping Guidelines 
An initial reporting of baseline data will be conducted for each country once the target 

enrollment for the country is completed and the baseline data has been cleaned.  This 

reporting of baseline data is planned to allow publication of the data pertaining to the 

population of subjects who are choosing to initiate treatment with Prolia. 

Moreover, an interim analysis by country is planned to ascertain the persistent rate with 

Prolia® treatment at 12 months, overall and for selected subgroups defined by covariates 

of interest.  Since the persistent rate at 12 months only involves the first 2 Prolia® 
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injections, the interim analysis can be conducted when all patients have had the 

opportunity to receive their second Prolia® injection within the allowable window for 

persistence (6 months plus 12 weeks from the initial Prolia® injection).  Any data 

collected after this date will not be included in the interim analysis.  This interim analysis 

is planned to proactively inform reimbursement authorities if needed. 

The design of the study will not change based on the initial baseline reporting or the 

interim analysis results.  No stopping rules will be applied due to the observational 

nature of this study.  

The exact timing of the initial baseline reporting and the interim analysis for each country 

will be defined to allow prompt and efficient reporting, as data becomes available. 

10.4 Planned Methods of Analysis 
10.4.1 General Approach/Considerations 
This is an observational study for which the analysis will be descriptive in nature, and a 

formal hypothesis will not be tested. 

In general, data summaries will be presented overall and by country.  

Frequency distributions will be described for categorical outcomes.  Continuous 

outcomes will be summarized by the number of non-missing values, mean, standard 

deviation, median, lower and upper quartiles and minimum and maximum values. 

Baseline characteristics of the patients (patient disposition, demographic and baseline 

characteristics including patient reported questionnaires) will be summarized using 

descriptive statistics and compared across countries to identify possible differences.  

Missing covariate information will be compared as well across countries to identify 

potential sources of heterogeneity. 

10.4.2 Analysis of Key Study Outcomes 
10.4.2.1 Effectiveness Outcomes 
Medication-taking behavior outcome: 

For the categorical measures of medication-taking behavior (persistence and 

adherence) and each of the proposed windows, the number and percentage of patients 

satisfying each of the medication-taking behavior outcomes at 12 and 24 months will be 

summarized overall and by country, and the associated 95% confidence intervals will be 

presented.  Similarly for the MCR outcome at 12 and 24 months, mean estimates and 

the associated 95% confidence intervals will be presented. 
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For each medication-taking behavior outcomes, summary statistics will be provided also 

by country and covariates of interest.  In addition, univariate logistic regression will be 

used to explore the association of each pre-specified covariate with selected 

medication-taking behavior at 24 months (persistence and adherence).  For each 

covariate entered individually in the model, point estimates of the odds ratio, and 

95% confidence intervals will be provided for each pairwise comparison relative to the 

reference group (to be determined in the SAP). 

Moreover, a multivariate logistic regression including selected covariates that showed 

possible association with persistence from the univariate analyses at 24 months will also 

be performed to identify predictors of selected medication-taking behavior to Prolia® at 

24 months.  A stepwise model selection will be implemented using the SAS LOGISTIC 

procedure. 

Time to non-persistence: 

Summary statistics of the time to non-persistence will be provided including only 

non-persistent patients at 24 months.  Furthermore, time to non-persistence will be 

summarized by Kaplan-Meier methodology including all patients.  The median, Q1 and 

Q3 time (months) to non-persistence will be presented as well as the number of patients 

who did not persist with Prolia® at 12, 18 and 24 months.  Time to non-persistence for 

those patients who persisted with Prolia® treatment during the 24 months or up to the 

analysis cutoff date, will be censored at the study day associated with the date of the last 

Prolia® injection plus 6 months (183 days).  Otherwise, patients will be considered 

non-persistent at the study day defined by the date of last injection received while the 

patient is still classified as persistent plus 6 months (183 days). 

Because it is expected that some patients may change practice during treatment but 

continue with treatment, sensitivity analysis is proposed to account for the patients that 

are lost to follow-up.  For those patients who changed practice and may have continued 

treatment elsewhere, the analysis above will be repeated censoring those patients that 

persisted while on study but were lost to follow-up afterwards, ie, did not return to the 

clinic after their last Prolia® injection and were identified as being lost to follow-up on the 

appropriate eCRF by the investigator prior to the analysis cut-off date.  Similarly, patients 

who died but were persistent while on study will also be censored in this sensitivity 

analysis.  These lost to follow-up patients and those who died will be censored at the 

date of last injection received during the period where the patient is still classified as 

persistent plus 6 months (183 days).  
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Number of injections received within the allowable window over 24 months:  

Summary statistics of the total number of Prolia® injections received within a window 

from the previous injection (independently of the time the previous injection was taken) 

will be provided over the 24-month period.  Categorical summaries will be produced of 

the number and proportion of patients with a total of 0, 1, 2, or 3 Prolia® injections within 

the required timeframe. 

10.4.2.2 Safety Outcomes 
All serious and non-serious ADRs to Prolia® will be coded using the Medical Dictionary 

for Regulatory Activities (MedDRA).  Patient incidence of serious and non-serious ADRs 

leading to discontinuation of Prolia® and serious ADRs associated with fatal outcomes, 

will be tabulated by system organ class and preferred term.   

The number of Prolia® injections administered will be summarized.   

10.4.3 BMD Analysis 
Bone mineral density and related T-score will be tabulated.  Change in BMD will also be 

summarised when a patient provides a baseline and post baseline measurement at the 

same location using the same machine.  BMD values will be collected if and when BMD 

is assessed by DXA during the study as per local clinical practice and or guidelines. 

10.4.4 Additional Analyses 
Further analyses may be specified in the SAP. 

11. REGULATORY OBLIGATIONS 
11.1 Informed Consent 
This observational study will comply with all relevant national requirements on a 

country-by-country basis.  The following is applicable per local country regulations. 

An initial generic informed consent form is provided for the investigator to prepare the 

informed consent document to be used at his or her site.  Updates to the template will be 

communicated by letter from the Amgen study manager to the investigator.  The written 

informed consent document should be prepared in the language(s) of the potential 

patient population. 

Before a patient’s participation in the observational non-interventional study, the 

investigator is responsible for obtaining written informed consent from the patient or 

legally acceptable representative after adequate explanation of the aims, methods, 

anticipated benefits and potential hazards of the study.   
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The investigator is also responsible for asking the patient if the patient has a primary 

care physician and if the patient agrees to have her primary care physician informed of 

the patient’s participation in the clinical study.  If the patient agrees to such notification, 

the investigator shall inform the patient’s primary care physician of the patient’s 

participation in the clinical study.  If the patient does not have a primary care physician 

and the investigator will be acting in that capacity, the investigator should document 

such in the patient’s medical record.  The acquisition of informed consent and the 

patient’s agreement or refusal of her notification of the primary care physician should be 

documented in the patient’s medical records, and the informed consent form should be 

signed and personally dated by the patient or a legally acceptable representative and by 

the person who conducted the informed consent discussion.  The original signed 

informed consent form should be retained in accordance with institutional policy, and a 

copy of the signed consent form should be provided to the patient or legally acceptable 

representative. 

If a potential patient is illiterate or visually impaired and does not have a legally 

acceptable representative, the investigator must provide an impartial witness to read the 

informed consent form to the patient and must allow for questions.  Thereafter, both the 

patient and the witness must sign the informed consent form to attest that informed 

consent was freely given and understood.   

11.2 Independent Ethics Committee/Institutional Review Board 
A copy of the protocol, proposed informed consent form, other written patient 

information, and any proposed advertising material must be submitted to the 

Independent Ethics Committee (IEC)/Institutional Review Board (IRB) for written 

approval.  A copy of the written approval of the protocol and informed consent form must 

be received by Amgen before recruitment of patients into the study. 

The investigator must submit and, where necessary, obtain approval from the IEC/IRB 

for all subsequent protocol amendments and changes to the informed consent 

document.  The investigator should notify the IEC/IRB of deviations from the protocol or 

serious adverse events occurring at the site and other adverse event reports received 

from Amgen, in accordance with local procedures. 

Where applicable, the investigator will be responsible for obtaining annual IEC/IRB 

approval/renewals throughout the duration of the study.  Copies of the investigator’s 

reports and the IEC/IRB continuance of approval must be sent to Amgen. 
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11.3 Subject Confidentiality 
The investigator must ensure that the patient’s confidentiality is maintained:   

• On the eCRFs or other documents submitted to Amgen, patients should be identified 
by a patient identification number only, with a year of birth on the demographics 
eCRF as permitted per local country regulations.   

• For SADRs reported to Amgen, patients should be identified by their initials and a 
patient identification number only.   

• Documents that are not for submission to Amgen (eg, signed informed consent 
forms) should be kept in strict confidence by the investigator. 

In compliance with ICH GCP Guidelines, it is required that the investigator and institution 

permit authorized representatives of the company, of the regulatory agency(s), and the 

IEC/IRB direct access to review the patient’s original medical records for verification of 

study-related procedures and data.  Direct access includes examining, analyzing, 

verifying, and reproducing any records and reports that are important to the evaluation of 

the study.  The investigator is obligated to inform and obtain the consent of the patient to 

permit named representatives to have access to her study-related records, including 

personal information, without violating the confidentiality of the patient. 

12. ADMINISTRATIVE AND LEGAL OBLIGATIONS 
12.1 Protocol Amendments and Study Termination 
If Amgen amends the protocol, agreement from the investigator must be obtained.  The 

IEC/IRB must be informed of all amendments and give approval.  The investigator must 

send a copy of the approval letter from the IEC/IRB to Amgen. 

Amgen reserves the right to terminate the study at any time.  Both Amgen and the 

investigator reserve the right to terminate the investigator’s participation in the study 

according to the study contract.  The investigator should notify the IEC/IRB in writing of 

the study’s completion or early termination and send a copy of the notification to Amgen. 

12.2 Study Documentation and Archive 
The investigator should maintain a list of appropriately qualified persons to whom he/she 

has delegated study duties.  All persons authorized to make entries and/or corrections 

on eCRFs will be included on the Amgen Delegation of Authority Form. 

Source documents are original documents, data, and records from which the patient’s 

eCRF data are obtained.  These include but are not limited to hospital records, clinical 

and office charts, laboratory and pharmacy records, diaries, microfiches, radiographs, 

and correspondence. 
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In this study, an electronic system (eg, IVRS) will be used for tracking patient enrollment 

and withdrawal.  The site study team will be required to enter site and patient identifiers 

and some patient demographics into this system in order to enroll a patient into the 

study.  

The investigator and study staff are responsible for maintaining a comprehensive and 

centralized filing system of all study-related (essential) documentation, suitable for 

inspection at any time by representatives from Amgen and/or applicable regulatory 

authorities.  Elements should include: 

• Patient files containing completed eCRF, informed consent forms and patient 
identification list 

• Study files containing the protocol with all amendments, investigator’s brochure, 
copies of pre-study documentation, and all correspondence to and from the IEC/IRB 
and Amgen 

In addition, all original source documents supporting entries in the eCRFs must be 

maintained and be readily available. 

Retention of study documents will be governed by the Clinical Trial Agreement. 

12.3 Study Monitoring and Data Collection 
The Amgen representative and regulatory authority inspectors are responsible for 

contacting and visiting the investigator for the purpose of inspecting the facilities and, 

upon request, inspecting the various records of the clinical study (eg, eCRFs and other 

pertinent data) provided that patient confidentiality is respected. 

The Amgen monitor is responsible for verifying the eCRFs at regular intervals throughout 

the study to verify adherence to the protocol; completeness, accuracy, and consistency 

of the data; and adherence to local regulations on the conduct of clinical research.  The 

monitor should have access to patient medical records and other study-related records 

needed to verify the entries on the eCRFs. 

The investigator agrees to cooperate with the monitor to ensure that any problems 

detected in the course of these monitoring visits, including delays in completing eCRFs, 

are resolved. 

In accordance with ICH GCP and the sponsor’s audit plans, this study may be selected 

for audit by representatives from Amgen’s Global Compliance Auditing function 

(or designees).  Inspection of site facilities (eg, pharmacy, drug storage areas, 

laboratories) and review of study-related records will occur to evaluate the study conduct 

and compliance with the protocol, ICH GCP, and applicable regulatory requirements. 
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Data capture for this study is planned to be electronic: 

• All source documentation supporting entries into the electronic CRFs must be 
maintained and readily available. 

• Updates to electronic CRFs will be automatically documented through the software’s 
“audit trail”. 

• To ensure the quality of clinical data across all patients and sites, a clinical data 
management review will be performed on patient data received at Amgen.  During 
this review, patient data will be checked for consistency, omissions, and any 
apparent discrepancies.  In addition, the data will be reviewed for adherence to the 
protocol and GCP.  To resolve any questions arising from the clinical data 
management review process, data queries and/or site notifications will be created in 
the electronic data capture (EDC) system database for site resolution and closed by 
Amgen reviewer. 

• The clinical site investigator signs only the Investigator Verification Form for this EDC 
study.  This signature will indicate that the principal investigator inspected or 
reviewed the data on the CRF, the data queries, and the site notifications, and 
agrees with the content. 

Amgen (or designee) will perform self-evident corrections to obvious data errors in the 

clinical trial database, as documented in the Study Specific Self Evident Corrections 

Plan.  Examples of obvious data errors that may be corrected by Amgen (or designee) 

include deletion of obvious duplicate data (eg, same results sent twice with the same 

date with different visit—week 4 and early termination) and clarifying “other, specify” if 

data are provided (eg, race, physical examination).  Each investigative site will be 

provided a list of the types of corrections applied to study data at the initiation of the trial 

and at study closeout.   

12.4 Language 
CRFs must be completed in English.  TRADENAMES® (if used) for concomitant 

medications may be entered in the local language.  All written information and other 

material to be used by patients and investigative staff must use vocabulary and 

language that are clearly understood.  Consult the country-specific requirements for 

language requirements. 

12.5 Publication Policy 
The results of this study are intended for publication.  It is envisioned that a manuscript 

will be prepared for submission to a peer-reviewed journal.  The choice of target journal 

will be considered in consultation with the authors.  In addition, one or more abstracts 

may be prepared for submission to relevant scientific congresses.  
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To coordinate dissemination of data from this study, Amgen encourages the formation of 

a publication committee consisting of several principal investigators and appropriate 

Amgen staff, the governance and responsibilities of which are set forth in a Publication 

Charter.  The committee is expected to solicit input and assistance from other 

investigators and to collaborate with authors and Amgen staff as appropriate as defined 

in the Publication Charter.  Membership on the committee (both for investigators and 

Amgen staff) does not guarantee authorship—the criteria described below should be met 

for every publication. 

Authorship of any publications resulting from this study will be determined on the basis 

of the Uniform Requirement for Manuscripts Submitted to Biomedical Journals 

(International Committee of Medical Journal Editors), which states: 

• Authorship credit should be based on (1) substantial contributions to conception and 
design, acquisition of data, or analysis and interpretation of data; (2) drafting the 
article or revising it critically for important intellectual content; (3) final approval of the 
version to be published.  Authors should meet conditions 1, 2, and 3. 

• When a large, multicenter group has conducted the work, the group should identify 
the individuals who accept direct responsibility for the manuscript.  These individuals 
should fully meet the criteria for authorship defined above. 

• Acquisition of funding, collection of data, or general supervision of the research 
group, alone, does not justify authorship. 

• All persons designated as authors should qualify for authorship, and all those who 
qualify should be listed. 

• Each author should have participated sufficiently in the work to take public 
responsibility for appropriate portions of the content. 

All publications (eg, manuscripts, abstracts, oral/slide presentations, book chapters) 

based on this study must be submitted to Amgen for corporate review.  The Clinical 

Study Agreement among the institution, principal investigator, and Amgen will detail the 

procedures for, and timing of, Amgen’s review of publications. 

12.6 Compensation  
Any arrangements for compensation to patients for injury or illness that arises in the 

study are described in the Compensation for Injury section of the Informed Consent.  If 

permitted under applicable regional laws or regulatory guidelines, patients may be 

compensated for other inconveniences not associated with study-related injuries 

(eg, completion of questionnaires).  
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Appendix A.  Schedule of Data Collection 

Data 
(as available) Baseline Follow-up Dataa 

M24, End of 
Study or Early 
Termination 

Informed consent (or 
equivalent as required by local 
regulations) 

X   

Therapy related data, such as 
type of PMO support tools 
and/or programs  

X  X 

Condition related data, 
including fracture history, 
menopause information, BMI, 
smoking, alcohol, bone 
mineral density 

X   

BMD data  X X 
Patient related data, such as 
PMO history, including date of 
diagnosis, previous PMO 
therapy, date of PMO 
diagnosis 

X   

Physician-related data, such 
as type of prescribing HCP 

X   

Medical history (selected co-
morbidities) 

X   

Health care related X   
Patient socio-demographic 
factors 

X   

Physical examination X X X 
Concomitant medication  X X X 
Calcium and vitamin D 
supplements  

X X X 

Prolia® administration 
information (injection dates) 

X X X 

Non-serious and Serious 
Adverse Drug Reactions 

 X X 

New clinical fracture summary   X X 
SF-12 quality of life instrument 
(PRO)b 

X   

MMAS-8 questionnaire 
(PRO)b 

X   

Reason(s) for discontinuation 
of therapy with Prolia® 

 X X 

Reason and type of treatment 
if switched from Prolia® 
treatment  

 X X 

a  All data recorded will be collected during routine clinical practice at approximately 6 month intervals, where 
available 

b  Administered at baseline and if allowed per local regulations 
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Appendix B.  Sample Adverse Drug Reaction Report 
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Appendix C.  Pregnancy and Lactation Notification Worksheets 
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Appendix D.  Additional Safety Assessment Information 
Adverse Event Toxicity Grading Scale 

Grade Amgen Standard Adverse Event Toxicity Grading Scale 

1 MILD:  Aware of sign or symptom, but easily tolerated 

2 MODERATE:  Discomfort enough to cause interference with usual activity 

3 SEVERE:  Incapacitating with inability to work or do usual activity 

4 LIFE-THREATENING:  Refers to an event in which the patient was, in the view of the 
investigator, at risk of death at the time of the event.  (This category is not to be used 
for an event that hypothetically might have caused death if it were more severe.) 

5 FATAL 
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Amendment 1 

Protocol Title:  Prospective Observational Study to Evaluate Medication-taking 
Behavior With Denosumab (Prolia®) and Patient Characteristics in 

Postmenopausal Women With Osteoporosis in Routine Clinical Practice in 
Germany, Austria, Greece and Belgium 

 

AMG 162 - Prolia® (Denosumab) 
Amgen Protocol Number 20110126 

 

Amendment Date: 06 September 2012 

 

Rationale: 
The protocol is being amended to include clinical sites in Belgium in the study.  In 

addition, bone mineral density data (BMD) by DXA available on patients during the 

conduct of the study will also be collected.  BMD data is being collected so as to 

describe changes in BMD occurring in patients treated with Prolia in their routine clinical 

setting.  Typographic and editorial changes were made where necessary. 
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Product:  Prolia® (Denosumab) 
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Section:  Protocol Title; Investigator’s Agreement, Protocol Synopsis; and Study Design 

and Treatement Schema 

Replace: 

Prospective Observational Study to Evaluate Medication-taking Behavior With 

Denosumab (Prolia®) and Patient Characteristics in Postmenopausal Women With 

Osteoporosis in Routine Clinical Practice in Germany, Austria and Greece 

With: 

Prospective Observational Study to Evaluate Medication-taking Behavior With 

Denosumab (Prolia®) and Patient Characteristics in Postmenopausal Women With 

Osteoporosis in Routine Clinical Practice in Germany, Austria, Greece and Belgium 

Section:  Title page, Key Sponsor Contact 

Replace:   

Amgen Limited  
240 Milton Road 
Cambridge Science Park    
Cambridge 

CB4 0WD, UK. 

With: 

 
AMGEN Ltd 
1 Uxbridge Business Park,  
Sanderson Road, Uxbridge,  
Middlesex, UB8 1DH  
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Product:  Prolia® (Denosumab) 
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Section:  Global 

Replace: 

01 August 2011 

With: 

06 September 2012 

Section:  Protocol synopsis, study objective section, last sentence; 

section 1, Objectives, line 7. 

Replace: 

The study aims also to describe the profile of patients treated with Prolia® for PMO in 

Germany, Austria and Greece. 

With: 

The study aims also to describe the profile of patients treated with Prolia® for PMO in 

Germany, Austria, Greece and Belgium. 

Section:  Protocol synopsis, study design section, paragraph 2 

Replace: 

Approximately 1200 postmenopausal patients administered Q6M SC Prolia® 

(denosumab 60 mg) for osteoporosis (600 in Germany and 300 each in Austria and 

Greece) will participate from about 120 representative (country specific) sites (60 in 

Germany and 30 each in Austria and Greece). 

With: 

Approximately 1500 postmenopausal patients administered Q6M SC Prolia® 

(denosumab 60 mg) for osteoporosis (600 in Germany and 300 each in Austria, Greece 

and Belgium) will participate from about 170 representative (country specific) sites 

(60 in Germany and 30 each in Austria, Greece and 50 in Belgium). 
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Product:  Prolia® (Denosumab) 
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Section:  Protocol synopsis, sample size section; 

section 3.3, Number of Subjects, paragraph 2 

Replace: 

Approximately 1200 patients (600 in Germany and 300 each in Austria and Greece) 

With: 

Approximately 1500 patients (600 in Germany and 300 each in Austria, Greece and 

Belgium). 

Section:  Protocol synopsis, summary of subject eligibility criteria; bullet point 1 and 2; 

paragraph 2, bullet point 2 

Add:   

Belgium 

Section 1:  1.0, Objectives, line 7 

Replace: 

The study also aims to describe the profile of patients treated with Prolia® for PMO in 

Germany, Austria and Greece. 

With: 

The study also aims to describe the profile of patients treated with Prolia® for PMO in 

Germany, Austria, Greece and Belgium. 
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Section:  3.1, Study Design, paragraph 3 

Replace: 

Approximately 1200 postmenopausal patients administered denosumab 60 mg Q6M SC 

Prolia® for osteoporosis (600 in Germany and 300 in Austria and Greece) will participate 

across about 120 sites in Germany, Austria and Greece.  Enrollment is expected to last 

approximately 12 months and the patients will be followed for a period of 2 years after 

study enrollment. 

With: 

Approximately 1500 postmenopausal patients administered denosumab 60 mg Q6M SC 

Prolia® for osteoporosis (600 in Germany and 300 in Austria, Greece and Belgium) will 

participate across about 170 sites in Germany, Austria, Greece and Belgium.  

Enrollment in each country is expected to last approximately 12 months.  Countries 
will start recruiting at different times and are expected to recruit at different rates.  
Patients will be followed for a period of 2 years after study enrollment. 

Section:  3.2, Number of Centers, line 1 

Replace: 

The study will be conducted in approximately 120 representative (country specific) sites 

(60 in Germany and 30 each in Austria and Greece) 

With: 

The study will be conducted in approximately 170 representative (country specific) sites 

(60 in Germany and 30 each in Austria, Greece and 50 in Belgium). 

Section:  3.3, Number of Subjects, paragraph 2 

Replace: 

Approximately 1200 patients (about 600 in Germany and 300 each in Austria and 

Greece) will be enrolled into the study. 

With: 

Approximately 1500 patients (about 600 in Germany and 300 each in Austria, Greece 

and Belgium) will be enrolled into the study. 
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Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  06 September 2012 Page 6 of 9 

 

Section:  3.4.1, Study duration for participants, line 1 

Replace:   

The enrollment period is expected to last approximately 12 months 

With: 

The enrollment period is expected to last approximately 12 months in each country. 

Section:  3.4.1, Study duration for participants, line 3 

Replace: 

Subjects 

With: 

Patients 

Section:  4.1.1, 4.1.2 (Inclusion criteria) and 4.2.2 (exclusion criteria) 

Add: 

Belgium 

Section:  9.2.2, Reporting procedures for serious adverse drug reactions, paragraph 5, 

last line. 

Add: 

Belgium 

Section:  10.1.3, Subsets and/or Covariates, socio-demographic related sub-section, 

Geographic region, bullet 1 

Replace: 

Country:  Germany, Austria or Greece 

With: 

Country:  Germany, Austria, Greece or Belgium 
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Section:  10.2, Sample size considerations, paragraph 1 

Replace: 

Approximately 1200 patients will be enrolled in this study, about 600 in Germany and 

300 each in Austria and Greece. 

With: 

Approximately 1500 patients will be enrolled in this study, about 600 in Germany and 

300 each in Austria, Greece and Belgium.  

Section:  10.2, Sample size considerations, sample size per country subsection, 

paragraph 3, line 3 

Replace: 

For Austria and Greece, about 30 sites at each country. 

With 

For Austria and Greece, about 30 sites at each country and about 50 sites in Belgium  

Section:  10.2, Sample size considerations, sample size per country and subgroups 

subsection, paragraph 1, line 5; sample size per country and subgroups subsection, 

paragraph 2, line 5 

Add: 

Belgium 

Section:  10.2, Sample size considerations, sample size per country subsection, 

paragraph 4, line 1 

Replace: 

1200  

With  

1500 
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Section:  10.2, Sample size considerations, Table 1, last row 

Add: 

1500 2.5 

Section:  10.3, Interim analysis and early stopping guidelines, paragraph 1 

Add: 

An initial reporting of baseline data will be conducted for each country once the 
target enrollment for the country is completed and the baseline data has been 
cleaned.  This reporting of baseline data is planned to allow publication of the 
data pertaining to the population of subjects who are choosing to initiate 
treatment with Prolia. 

Section:  10.3, Interim analysis and early stopping guidelines, paragraph 2 line 1. 

Replace: 

An interim analysis is planned to describe patient characteristics and ascertain the 

persistent… 

With: 

Moreover, an interim analysis by country is planned to ascertain the persistent… 

Section:  10.3, Interim analysis and early stopping guidelines, paragraph 2, line 4. 

Replace: 

will  

With: 

can 
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Section:  10.3, Interim analysis and early stopping guidelines, paragraph 3, line 1 

Add: 

initial baseline reporting or the 

Section:  10.3, Interim analysis and early stopping guidelines, paragraph 4 

Add: 

The exact timing of the initial baseline reporting and the interim analysis for each 
country will be defined to allow prompt and efficient reporting, as data becomes 
available. 

Section:  10.4.3, BMD analysis 

Add: 

Bone mineral density and related T-score will be tabulated.  Change in BMD will 
also be summarised when a patient provides a baseline and post baseline 
measurement at the same location using the same machine.  BMD values will be 
collected if and when BMD is assessed by DXA during the study as per local 
clinical practice and or guidelines. 

Section:  Appendix A, Schedule of data collection, row 4 

Add: 
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Superseding Amendment 1 

Protocol Title:  Prospective Observational Study to Evaluate Medication-taking 
Behavior With Denosumab (Prolia®) and Patient Characteristics in 

Postmenopausal Women With Osteoporosis in Routine Clinical Practice in 
Germany, Austria, Greece and Belgium 

 

AMG 162 - Prolia® (Denosumab) 
Amgen Protocol Number 20110126 

 

Superseding Amendment 1 
Date: 

14 December 2012 

 

Rationale: 
The protocol amendment 1 is being superseded to make the safety reporting 

requirements consistent with new European Union pharmacovigilance directive for non-

interventional studies.  Typographic and editorial changes were made where necessary. 
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Description of Changes: 
Section:  Title page 

Add: 

Superseding amendment 1: 14 December 2012. 

Section:  Global 

Replace: 

06 September 2012 

With: 

14 December 2012 

Section:  9, Safety Data Collection Recording And Reporting 

Replace: 

In this observational study, only adverse drug reactions (ADRs) and serious adverse 

drug reactions (SADRs) will be collected and reported.   

9.1 Adverse Events 
9.1.1 Definition of Adverse Events 
An AE is defined as any untoward medical occurrence in a clinical trial patient.  The 

event does not necessarily have a causal relationship with study treatment.  The 

investigator is responsible for ensuring that any adverse events observed by the 

investigator or reported by the patient are recorded in the patient’s medical record.   

The definition of adverse events includes worsening of a pre-existing medical condition.  

Worsening indicates the pre-existing medical condition (eg, diabetes, migraine 

headaches, gout) has increased in severity, frequency, and/or duration, and/or has an 

association with a significantly worse outcome.  A pre-existing condition that has not 

worsened during the study, and involves an intervention such as elective cosmetic 

surgery or a medical procedure while on study is not considered an adverse event. 

An adverse drug reaction (ADR) is an adverse event that is considered related to the 

medicinal product. 

9.1.2 Reporting Procedures for Adverse Drug Reactions 
The investigator is responsible for ensuring that all ADRs to Prolia® observed by the 

investigator or reported by the patient that occur after the first dose of Prolia® through to 
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the end of study are reported to Amgen using the applicable eCRF (eg, Adverse Event 

Summary eCRF).   

The investigator must assess whether any adverse event is possibly related to Prolia®.  

This relationship is indicated by a “yes” or “no” response to the question:  Is there a 

reasonable possibility that the event may have been caused by Prolia?  If indicated yes, 

the investigator must report the ADR and assign the following ADR attributes: 

• ADR diagnosis or syndrome(s), if known (if not known, signs or symptoms), 

• Dates of onset and resolution, 

• Severity (and/or toxicity per protocol), and 

• Action taken. 

The AE severity grading scale used will be the Amgen adverse event standard grading 

score.  The severity grading scale used in this study is described in Appendix B.   

9.2 Serious Adverse Events 
9.2.1 Definition of Serious Adverse Events 
A serious adverse event (SAE) is defined as an adverse event that meets at least 1 of 

the following serious criteria: 

• fatal 

• life threatening (places the patient at immediate risk of death) 

• requires in-patient hospitalization or prolongation of existing hospitalization 

• results in persistent or significant disability/incapacity 

• congenital anomaly/birth defect 

• other medically important serious event 

An adverse event would meet the criterion of “requires hospitalization”, if the event 

necessitated an admission to a health care facility (eg, overnight stay).   

If an investigator considers an event to be clinically important, but it does not meet any 

of the serious criteria, the event could be classified as a serious adverse event under the 

criterion of “other medically important serious event”.  Examples of such events could 

include allergic bronchospasm, convulsions, blood dyscrasias, drug-induced liver injury, 

or events that necessitate an emergency room visit, outpatient surgery, or urgent 

intervention. 

A SADR is a SAE that is considered related to the medicinal product. 

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1164 of 1214



A
pp

ro
ve

d 

  

Product:  Prolia® (Denosumab) 
Protocol Number:  20110126 
Date:  14 December 2012 Page 4 

 

9.2.2 Reporting Procedures for Serious Adverse Drug Reactions 
The investigator is responsible for ensuring that all SADRs related to Prolia® from the 

first dose of Prolia® until the end of study are recorded in the patient’s medical record 

and are reported to Amgen via a SADR report form.  The SADR form must be submitted 

to Amgen within 1 working day of discovery or notification of the event. 

New information relating to a previously reported SADR must be recorded on an SADR 

form.  All changes to SADR forms must be sent to Amgen within 1 working day of receipt 

of the new information.  The investigator may be asked to provide additional follow up 

information, which may include a discharge summary or extracts from the medical 

record.  Information provided on the SADR form must be consistent with that recorded 

on the applicable eCRF (eg, Adverse Event Summary eCRF). 

Amgen will report SADRs as required to regulatory authorities, investigators/institutions, 

and IRBs/ECs in compliance with all reporting requirements according to local 

regulations for observational studies. 

The investigator should notify the appropriate IRB/EC/head of the medical institution of 

SADRs occurring at the site and other SADR reports received from Amgen, in 

accordance with local procedures and statutes.   

Determination of expectedness for Amgen products will be based on the contents of the 

approved regional prescribing information (eg, EU SmPC in Germany, Austria, Greece 

and Belgium).   

9.3 Pregnancy Reporting 
Any confirmed pregnancy of a female patient should be reported to Amgen within 

1 working day of discovery or notification of the pregnancy.  Initial information should be 

provided using the pregnancy notification worksheet (Appendix C).  Follow-up 

information on the pregnancy outcome should be communicated by the investigator to 

Amgen Global Safety as soon as available. 

With: 

In this observational study, only adverse drug reactions (ADRs) and serious adverse 

drug reactions (SADRs) will be collected and reported. 
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General information regarding reporting of ADRs: 

• Report only AEs/ADRs, other safety findings, or product complaints involving 
Amgen products 

• Do not report ADRs that occurred prior to a subject/patient taking an Amgen 
product 

9.1 Adverse Events 
9.1.1 Definition of Adverse Events 
An adverse event (AE) is any untoward medical occurrence in a patient 
administered a pharmaceutical product(s) and which does not necessarily have to 
have a causal relationship with this treatment. 

An AE can therefore be any unfavorable and unintended sign (including an 
abnormal laboratory finding, for example), symptom, or disease temporally 
associated with the use of a product(s), whether or not considered related to the 
product(s).  The definition of an AE includes: 

• Worsening of a pre-existing condition 
• Events occurring from a medication error or overdose of a product(s), whether 

accidental or intentional 
• Events occurring from abuse of a product(s) 
• Events associated with the discontinuation of the use of a product(s), (eg, 

appearance of new symptoms) 
• Any lack or loss of intended effect of the product(s) 

9.1.1.1             Adverse Drug Reactions (ADRs) 

AEs that are considered related to the Amgen product(s) are classified as adverse 
drug reactions (ADRs). 

• It is the Investigator’s responsibility to evaluate if an event is related to an 
Amgen product prior to reporting the event to Amgen. 

9.1.2             Definition of Serious Adverse Events 

A serious adverse event (SAE) is any AE as defined above that also:  

• is fatal 
• is life threatening (places the patient at immediate risk of death) 
• requires in-patient hospitalization or prolongation of existing hospitalization 
• results in persistent or significant disability/incapacity 
• is a congenital anomaly/birth defect 
• is an “other significant medical hazard” that does not meet any of the above 

criteria  
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A hospitalization meeting the regulatory definition for “serious” is any in-patient 
hospital admission that includes a minimum of an overnight stay in a healthcare 
facility.  

“Other significant medical hazards” refer to important medical events that may 
not be immediately life-threatening or result in death or hospitalization, but may 
jeopardize the patient or may require intervention to prevent one of the other 
outcomes listed in the definition above.  Examples of such events could include 
allergic bronchospasm, convulsions, and blood dyscrasias, drug-induced liver 
injury, events that necessitate an emergency room visit, outpatient surgery, or 
other events that require other urgent intervention. 

9.1.2.1             Serious Adverse Drug Reactions (SADRs) 

SAEs that are considered related to the Amgen product(s) are classified as 
serious adverse drug reactions (SADRs). 

It is the Investigator’s responsibility to evaluate if an event is related to an Amgen 
product prior to reporting the event to Amgen 
9.1.3             Definition of Other Safety Findings 

Other Safety Findings include:  

• Medication errors, overdose, misuse, or abuse, whether accidental or 
intentional, involving an Amgen product, regardless of whether associated 
with an ADR and/or SADR  

• Pregnancy and lactation exposure regardless of whether associated with an  
ADR and/or SADR   

• Transmission of infectious agents regardless of whether associated with an 
ADR and/or SADR  

• Reports of uses outside the terms for authorized use of the product including 
off label use when associated with an ADR and/or SADR 

9.1.4             Definition of Product Complaints 

Product Complaints include any written, electronic or oral communication that 
alleges deficiencies related to the identity, quality, durability, reliability, safety, 
effectiveness, or performance of a product or device after it is released for 
distribution.  This includes all components distributed with the product(s) such as 
packaging, product containers, delivery system, labeling, inserts, etc. 

Product Complaints may include but are not limited to issues related to: 

• Appearance (eg, broken, cracks, color, particles, odor) 
• Labeling (eg, missing, torn, smudged) 
• Durability (eg, stability issues) 
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• Open packaging 
• Device damage (eg, pre-filled syringe with bent needle) 
• Inability of customer to understand product labeling 
• Inability of customer to deliver the product successfully, including partial or 

incomplete delivery (eg, defective delivery system [syringe] 
9.2             Reportable Events and Reporting Timeframes  

The Investigator is responsible for ensuring that all ADRs, SADRs, product 
complaints and other safety findings for Amgen product(s) observed by the 
Investigator or reported by the patient that occur after the first dose of Prolia® 
through the final study visit are recorded in the patient’s medical record and are 
submitted to Amgen via the supplied Amgen Safety Reporting Forms.  See 
Appendix B for a sample Adverse Drug Reaction Report Form and Appendix C for 
sample Pregnancy and Lactation Notification Worksheets.  Refer to Table 1 for the 
reporting timeframes for reportable events.   

Table 1.  Reporting Timeframes for Reportable Events  
Report Type Description Reporting Timeframe  
SADR Initial or follow-up for SADRs Within 1 business day of 

awareness 
Product 
complaints 

Initial or follow-up of all 
product complaints 

Within 1 business day of 
awareness 

Pregnancy and/or 
Lactation 

Initial or follow-up for all 
pregnancies or lactation 
occurring in females while 
taking Amgen product(s) 
and/or 
Initial or follow-up for all 
pregnancies or lactation 
occurring in female partners 
of males taking Amgen 
product(s)  

Within 1 business day of 
awareness 

Other ADR Initial or follow-up for ADR 
not meeting serious criteria 

Within 60 calendar days of the 
Investigator’s knowledge  
 

The Investigator may be asked to provide additional information for any event 
submitted, which may include a discharge summary or extracts from the medical 
record.  Information provided about the event must be consistent with information 
recorded on study Case Report Forms (CRFs) where safety data may also be 
recorded (eg, Adverse Event Summary CRF). 
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The Investigator is responsible for medical management of patients who 
experience adverse events from the date of awareness to resolution or 
stabilization.  

Amgen will report ADRs and unlisted SADRs as required to regulatory authorities, 
Investigators/institutions, and IRBs/IECs or other relevant ethical review board in 
accordance with Pharmacovigilance guidelines and in compliance with local 
regulations.   

The Investigator is to notify the appropriate Institutional Review 
Board/Independent Ethics Committee IRB/IEC or other relevant ethical review 
board of SADRs occurring at the site and other AE reports received from Amgen, 
in accordance with local procedures and statutes. 

The AE severity grading scale used will be the Amgen adverse event standard grading 

score.  The severity grading scale used in this study is described in Appendix D. 

Section:  10.2, Sample Size Considerations 

Replace: 

Table 1 

With: 

Table 2  

Section:  Appendix B, Sample Adverse Drug Reaction Report 

Replace: 

Existing form 

With: 

Updated form 

Section:  Appendix C, Pregnancy Notification Worksheet 

Replace: 

Existing form 

With: 

Pregnancy and Lactation Notification Worksheets 
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1. INTRODUCTION 

The purpose of this statistical analysis plan (SAP) is to provide details of the statistical 

analyses that have been outlined within the protocol for denosumab Study 20110126 

dated 10 August 2011, entitled “Prospective Observational Study to Evaluate 

Medication-taking Behavior with denosumab (Prolia®) and Patient Characteristics in 

Postmenopausal Women with Osteoporosis in Routine Clinical Practice in Germany, 

Austria and Greece”.   

2. OBJECTIVES 

The objectives of this observational study are to: 

• describe medication-taking behavior of patients treated with denosumab (Prolia®) for 

postmenopausal osteoporosis (PMO) at 12 and 24 months, using different specific 

measures (including persistence, adherence and medication coverage ratio)  

• assess medication-taking behavior in pre-defined subgroups of interest   

• describe the profile of patients treated with Prolia® for PMO in Germany, Austria and 

Greece 

• monitor safety of subjects administered Prolia® in an observational setting.  

3. STUDY OVERVIEW 

3.1 Study Design 

This is a multi-center, single-arm, international, observational study in women with 

postmenopausal osteoporosis who receive denosumab 60 mg SC (Prolia®) every 6 

months (Q6M) according to the applicable approved Prescribing Information (eg, EU 

Summary of Product Characteristics (SmPC) or equivalent) for the treatment of PMO in 

routine clinical practice.  As per definition, apart from being asked to voluntarily complete 

two short questionnaires on enrollment day (baseline), this observational study will not 

alter the routine clinical management of patients.   

Approximately 1200 postmenopausal patients administered Prolia® 60 mg SC Q6M for 

osteoporosis (approximately 600 in Germany and 300 each in Austria and Greece) will 

participate across approximately 120 sites in Germany, Austria and Greece.  Enrollment 

is expected to last approximately 12 months and each patient will be followed for a 

period of approximately 2 years after study enrollment. An interim analysis is planned to 
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describe patient and site characteristics and ascertain the medication-taking behavior 

rates with Prolia® treatment after 12 months of follow-up, overall, by country and in the 

pre-defined subgroups of interest.  

3.2 Data Source 

3.2.1 Selection of Participants 

Postmenopausal women with osteoporosis (OP) who receive an injection of Prolia® 

according to the approved regional Prescribing Information (eg, EU SmPC) and who 

meet the inclusion/exclusion criteria will be eligible to participate in the study. 

Investigators will be expected to maintain a screening log with limited information on all 

potential study candidates (eg, date of screening).  Before any study-specific procedure, 

the appropriate written informed consent must be obtained where applicable per local 

governing law and/or regulations.  

The following inclusion and exclusion criteria will be used to select study participants: 

 

Inclusion Criteria 

• Indicated for treatment of OP in postmenopausal women at increased risk of 
fractures according to the approved regional Prescribing Information (eg, EU SmPC 
in Germany, Austria and Greece). 

• Enrolled into the study within 4 weeks of receiving their first, pre-enrolment injection 
of Prolia® according to the approved regional Prescribing Information (eg, EU SmPC 
in Germany, Austria and Greece).  

• Appropriate written informed consent has been obtained (as required per local 
country regulations). 

Exclusion Criteria 

• Patient is currently enrolled in or has been enrolled within the prior 6 months in a 
study involving any investigational procedure, device or drug.  

• Contraindicated for treatment with Prolia® according to the approved regional 
Prescribing Information (eg, EU SmPC in Germany, Austria and Greece). 

• Participation in ongoing or previous denosumab clinical trials. 

• Patient has any kind of disorder that, in the opinion of the investigator, may 
compromise the ability of the patient to give written informed consent. 
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3.2.2 Selection of sites 

The study will be conducted in approximately 120 representative (country specific) sites 

(approximately 60 in Germany and 30 each in Austria and Greece).  Additional sites may 

be added or removed as deemed necessary to ensure enrollment of the target number 

of patients.  After feasibility, sites selected will represent those providing overall PMO 

care in each country and region, with regards to type and location of site.  Sites that do 

not enroll patients within 2 months after site initiation may be closed.  Sites will be 

selected from the available list of potential sites in the country, following feasibility 

checks.  The selection will be stratified by the country and main site characteristics (size, 

public/private and/or specialty). 

3.2.3 Data Collection 

This study is designed to follow and observe patients who are being administered Prolia® 

in routine clinical practice.  No study-specific treatment will be provided, and apart from 

being asked to complete (optional) two short questionnaires on enrollment day 

(baseline), and provide information on health care provider (public or private), no 

additional clinical procedures or assessments will be required as part of this 

observational study.  

Patients will be observed for a period of up to 2 years after their entry in the study.  

Patients who switch to another therapy or discontinue treatment will not be followed up.   

Based on eligibility criteria, patients will be invited to participate in the study when they 

visit the site for a routine appointment as part of their standard care.  It is anticipated that 

patients will return to the clinic every 6 months to receive their Prolia® injection.  At the 

conclusion of each visit, the physician or designated study personnel will record 

individual patient data on the electronic case report form (eCRF).  Clinical information 

obtained for routine clinical practice will be recorded, if available, including Prolia® 

administration date, previous PMO therapy, concomitant therapies, medical history 

(including fracture), serious and non-serious adverse drug reactions and comorbidities. 

See Appendix 14.1 for the list of previous therapies and comorbidities collected in this 

study. 
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Patients will be observed for 2 years following their study enrollment and each site 

needs to be able to continually follow-up patients for this duration, with access to 

medical notes, to ensure all data, including date of injection, can be obtained. 

Patient-related information will also be collected from the prescribing physician or 

designated study personnel.  

3.3 Sample Size  

Approximately 1200 patients will be enrolled in this study, about 600 in Germany and 

300 each in Austria and Greece. 

Since this is an observational study with descriptive objectives, the sample size 

proposed was based on the level of precision (ie half-width) of the 95% confidence 

interval (CI) around the point estimates of the categorical measure of medication-taking 

behavior (persistence and adherence) with Prolia® at 12 and 24 months, overall, at the 

country level and within the country’s selected covariates of interest.  

The main covariates of interest within each country are: age group (75+), enrollment in 

PMO support tools or programs (if available), prescribing health care provider (HCP), 

patient exposure to prior osteoporosis therapy, patient prior history of discontinuing 

osteoporosis therapy, number of selected comorbidities and co-medications at baseline 

and baseline MMAS-8 (Morisky et al, 1990) and SF-12 (Ware et al, 1998) scores.  A 

complete list of the covariates and their categorization is provided in Section 6.6. 

Sample Size per Country: 

The half width of the 95% CI around the rate estimate varies from at most 9.8% to 5.7% 

when the sample size ranges from approximately 100 to 300, as shown below.  Because 

the gain in precision as the sample size doubles to 600 is relatively small (from 5.7% to 

4.0%), the minimum sample size per country is proposed to be 300 patients. 

The sample size is also determined to capture the country diversity in population and 

medical practices and to provide enough patients to describe the characteristics of 

patients administered Prolia® for postmenopausal osteoporosis in each country.  

Based on previous clinical trial experience in each country and given the diversity of 

sites and patients in Germany the following number of sites per country and a sample 

size of approximately 10 patients per site are proposed:  For Austria and Greece, about 
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30 sites at each country will be selected to provide the minimum sample size of 

approximately 300 patients per country.  For Germany, about 60 sites will be selected 

across the different regions to provide a sample of approximately 600 patients. 

An overall sample size of approximately 1200 patients will allow rate estimation to 

Prolia® at each time point with sufficient precision such that the half-width of the 95% CI 

for the persistence rate would be no larger than 2.8%. 

Please note that the definitions of medication-taking behavior apply to all patients, 

whether they withdraw, are lost to follow-up or complete the study.  Therefore all patients 

in the full analysis set will be included in the point estimates of the categorical measures 

of medication-taking behavior and no replacement of patients is proposed. 

 

Figure 1.  Half-width of the 95% Confidence Interval – Country Sample Size 

 

Sample Size per Country and Subgroups: 

The table below provides the half-width of the 95% CI for different subgroups of patients.  

When the subsets vary from 15 to 150 patients, the half-widths of the 95%CI change 

from 25.3% to 8.0% respectively, nearly halving the width when the sample size 

increases from 15 (25.3%) to 50 (13.9%).  Therefore any subgroup with at least 50 

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1182 of 1214



Product: Prolia® (denosumab) 
Protocol Number: 20110126  
Statistical Analysis Plan, Version 0.0 
Dated:  16 February 2012 Page 10 of 41 
_____________________________________________________________________________ 
 

_____________________________________________________________________________ 

Confidential A 
 
 

patients (ie at least 17% of the patients enrolled in Austria or Greece, or 8% of the 

patients enrolled in Germany) will have a half-width of the 95% CI of at most 13.9%.  

The number of patients in the subgroups determined by the covariates cannot be 

predicted in advance, but given that most covariates are dichotomous, it is expected that 

most subgroups will have at least the minimum number discussed above and that the 

95% CIs will show a half width of at most 13.9%, when 300 patients are enrolled in 

Austria and Greece respectively, and 600 in Germany. 

Table 1.  Half-width of the 95% Confidence Interval for Subgroups 

Number of Subjects in 
Subgroup 

Half-width of the 95% 
Confidence Interval (%) 

15 25.3 
20 21.9 
25 19.6 
30 17.9 
35 16.6 
40 15.5 
45 14.6 
50 13.9 

100 9.8 
150 8.0 
300 5.7 
600 4.0 
1200 2.8 

                           Half-widths were calculated assuming that the medication-taking behavior rate is 50%. 

 

4. STUDY ENDPOINTS/Outcomes 

For all the 12-month endpoints listed below, only the first Prolia® injection following the 

first, pre-enrollment Prolia® injection will be considered. For the 24-month endpoints only 

the first 3 Prolia® injections following the first, pre-enrollment Prolia® injection will be 

considered.  

The medication-taking behavior outcome measures are defined below based on the 

notions of persistence, adherence and medication coverage ratio (MCR).   

• Persistence (yes/no) with Prolia® at 12 months: 

A patient will be considered persistent with Prolia® at 12 months if patient receives at 

least 1 Prolia® injection following the pre-enrollment Prolia® injection no later than 6 

months + 8 weeks (ie no greater than 239 days apart) 
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• Persistence (yes/no) with Prolia® at 24 months: 

A patient will be considered persistent with Prolia® at 24 months if the patient 

received at least 3 Prolia® injections following the pre-enrollment Prolia® injection, 

and the length of time between any 2 consecutive Prolia® injections does not exceed 

6 months +8 weeks (ie no greater than 239 days apart). 

Additionally, persistence at 12 and 24 months will also be calculated based on the 

following windows between injections:  

o 6 months +4 weeks (ie, no greater than 211 days apart) 

o 6 months +6 weeks (ie, no greater than 225 days apart) 

o 6 months +12 weeks (ie, no greater than 267 days apart) 

• Adherence (yes/no) with Prolia® at 12 months: 

Patients receiving at least 1 Prolia ® injection over the 12-month period following the 

pre-enrollment Prolia® injection, with the time between any 2 consecutive injections 

at most 6 months +/- 4 weeks (between 155 and 211 days apart). 

• Adherence (yes/no) with Prolia® at 24 months: 

Patients receiving at least 3 Prolia® injections over 24-month period following the 

pre-enrollment Prolia® injection, with the time between any 2 consecutive injections 

at most 6 months +/- 4 weeks (between 155 and 211 days apart). 

Additionally, adherence will also be calculated based on the following windows between 

injections: 

o 6 months +/- 6 weeks (ie, between 141 and 225 days apart)  

o 6 months +/- 8 weeks (ie, between 127 and 239 days apart) 

o 6 months +/- 12 weeks (ie, between 99 and 267 days apart) 

• MCR at 12 months:  

MCR at 12 months is defined as the accumulative number of days covered with 

Prolia® treatment during the first 12 months divided by 365 days [(365 minus the 

number of days of missed coverage)/365*100].  It is assumed that each injection of 

Prolia® treatment provides 6 months of coverage (or 183 days) from the date of 

injection or until the date of the next injection, whichever comes first. So, a patient 

receiving only injection in the first year will have MCR at 12 months equal to 50%.  
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• MCR at 24 months:  

MCR at 24 months is defined as the accumulative number of days covered with 

Prolia® treatment during the first 24 months divided by 730 days [(730 minus the 

number of days of missed coverage)/730*100]. 

• Time to non-persistence over 24 months: 

For each of the 4 definitions of persistence at 24 months, time to non-persistence for 

non-persistent patients is calculated as the time in days between the date of the first 

Prolia® injection and the date of last Prolia® injection received during the period 

where the patient is still classified as persistent, according to the corresponding 

definition of persistence, plus 6 months (183 days). 

• Number of Prolia® injections within the specified window over 24 months: 

For each of the 4 definitions of persistence at 24 months, the number of Prolia® 

injections within the specified window (defined in the persistence definition) is the 

number of injections that a patient took during the 2-year period after the first pre-

enrollment injection, and that were given within the appropriate window from the 

previous injection, irrespective of when the previous injection was given.  Possible 

values are 0, 1, 2 or 3 injections. 

• Safety outcomes: 

Incidence of serious and non-serious Adverse Drug Reactions (ADRs) 

5. HYPOTHESES OR ESTIMATION 

The study is descriptive in nature, and a formal hypothesis will not be tested in this 

observational study.  However, different specific measures of medication-taking behavior 

(including persistence, adherence and MCR) with Prolia® at 12 and 24 months will be 

estimated. 

6. DEFINITIONS 

6.1 Subject Dispositions 

Enrolled 
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Subjects are considered enrolled once all eligibility criteria assessments have been 

successfully completed, the subject or their legally acceptable representative (as 

required per local country regulations) has signed the informed consent, and the subject 

has been enrolled in the Electronic Trial Operations (ETO) system. 

End of Treatment  

End of treatment occurs when subject receives the 3rd Prolia® injection following the pre-

enrollment one or when a decision is made by the investigator to stop treatment as 

recorded on eCRF.   

6.2 Study Dates 

Informed Consent Date  

The informed consent date is the date on which a subject or her legally acceptable 

representative signs the informed consent (or equivalent as required by the local 

regulations) for this study. 

Enrollment Date 

Enrollment is defined as the date the subject is enrolled in the study via an ETO system. 

Visits to the clinic 

It is anticipated that patients will return to the clinic every 6 months to receive their 

Prolia®
 injections. The injection visits will be recorded consecutively after the initial, pre-

enrollment injection, into the 6-, 12-, 18, and 24-month eCRFs. 

End of Treatment Date 

End of treatment  (EOT) date is the date the subject receives the 3rd Prolia® injection 

following the pre-enrollment one or the date in which a decision is made by the 

investigator to stop treatment as recorded on eCRF. 

End of Study Date 

End of study (EOS) date is the subject’s last study visit date as recorded on the Study 

Completion eCRF. For those subjects that completed study treatment, i.e. received 3 

injections following the 1st pre-enrollment injection, the end of study visit is expected to 

occur approximately 6 months from the 3rd Prolia® injection but no later than 27 months 

from the first injection. For subjects who discontinue treatment, EOT and EOS occur 
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when a decision is made to discontinue treatment.  For subjects lost to follow-up, the 

EOS date is defined according to the investigator discretion. 

6.3 Study Time Period 

Enrollment Period 

The enrollment period covers the period between the first subject enrolled in the study 

until the last subject is enrolled in the study. The enrollment period is expected to last 

approximately 12 months.   

Follow-up Period 

The follow-up period is from first subject’s enrollment date until the last eligible subject in 

the study has an end-of-study eCRF page completed.  

Study Period 

The study starts with the first patient enrolled in the study (the beginning of the 

enrollment period) and ends when the last patient in the study has an end-of-study 

eCRF page completed (end of follow-up period). 

6.4 Study Points of Reference 

Study Day 1 

The date the subject took the first Prolia® injection. 

Study Day 

The number of days from Study Day 1 to the date of interest, inclusive: 

If date of interest ≥ date of Study Day 1 then 

Study Day = (date of interest – date of Study Day 1) + 1 

If date of interest < date of Study Day 1 then 

Study Day = (date of interest – date of Study Day 1)  

 

6.5 Derived Variables 

Baseline assessment 
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All baseline assessments are to be performed at most 4 weeks following the 

administration of the first pre-enrollment Prolia® (denosumab 60 mg) injection, ie at most 

28 days from the date of the first Prolia® (denosumab 60 mg) injection. For baseline 

assessment performed prior to the first injection, the closest assessment to the injection 

date will be used. 

Subject Age at Study Entry 

Only the year of subjects’ birthday will be collected due to country restrictions. The full 

date will be imputed as per usual clinical data management rule to 15 June for all 

subjects, and the age will be calculated as the number of whole years from a subject’s 

imputed birth date to the enrollment date. 

Short Form-12 Health Survey  

Health status will be evaluated using the Short Form (SF-12v2) generic health-related 

quality of life instrument.  SF-12v2 is a 12-item survey, with each item assessing broad 

measures of health status, and all 12 items adding up to 2 summary scales: Physical 

Component Summary (PCS) and Mental Component summary (MCS) scores. For 

details see Appendix 14.3.1. 

Morisky Medication Adherence Scale 8-Item  

Morisky Medication Adherence Scale 8-Item (MMAS-8) is an 8-item questionnaire 

related to treatment adherence to medication. For details see Appendix 14.3.2. 

6.6 Covariates 

Collection of the covariates will not be mandatory.  They will be collected where 

information can be obtained during routine clinical practice and wherever local country 

regulations allow it and data are available.  As the analyses will be done by country, the 

impact of differential reasons for missing variables across countries should be minimal at 

a country level.   

The baseline covariates are classified according to the following 6 dimensions of 

persistence (World Health Organization [WHO], 2003).Summary statistics will be 

provided for each of the covariates per country and overall.   

The covariates of interest are identified as the factors that are perceived to be potentially 

related to the medication-taking behavior endpoints. The pre-specified covariates of 
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interest are highlighted below but any covariate that is statistically significant at the 20% 

level in the univariate analysis (see section 10.4.1.2.1) will be considered of interest as 

well. For each covariate, the category highlighted in bold will be used as the reference in 

the analyses described below: 

Therapy related:  

Patients PMO support tools and/or programs categories (Category 1, 2 and 3): 

1. Patients who will not use any patient support tools and are not registered to any 
active reminder system (Category 1) 

2. Patients who will be using at least 1 passive patient support tool (eg, next 
appointment card, bone passport, sticker from the packaging, etc.). These 
patients should not have registered to any active reminder tool/system 
(Category 2)   

3. Patients who will use one of the available active reminder systems and who will 
be receiving a reminder for the next Q6M injection by email, phone call, text 
message etc (Category 3)  

Condition related:  

– Body mass index (≤ 25 or > 25 kg/m2)  

– Age at menopause (years) 1 

– Cause of menopause (natural onset, clinically/surgically induced) 

– Height loss since maximal height (yes/no) 

– Height loss in centimeters (cm) 1 

– Time since the most recent previous fracture to first injection (< 12 months 
or ≥ 12 months) 

– Previous fracture (yes/no)  

– Previous hip fracture (yes/no) 

– Previous vertebral fracture (yes/no)   

– ≥ 2 Previous fractures (yes/no) 

– Previous hospitalization for osteoporotic fracture and/or surgical 
osteoporotic fracture treatment (yes/no) 

– ≥ 1 falls experienced during the past 12 months (yes/no) 

– One or more episodes of immobility experienced during the past 12 months 
(yes/no) 

– Parent fractured hip (yes/no/unknown)  

– Current smoker (yes/no) 

– Former smoker (yes/no) 
                                                 
1 The covariate will be dichotomized based on its median; reference is the group with values ≤ 
median  
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– Systemic glucocorticoids (yes/no)  

– Secondary osteoporosis (yes/no)  

– Alcohol 3 or more units per day (yes/no) 

– Femoral neck BMD T-score (≤ -2.5 or > -2.5) 

– Lumbar spine BMD T-score (≤ -2.5 or > -2.5) 

– Total hip BMD T-score (≤ -2.5 or > -2.5) 

Patient related:  

– Age group (< 65, ≥ 65 to <75, ≥ 75 years) 

– Time since PMO diagnosis 1  

– Number of prescription medications taken at baseline 1 

– Number of comorbidities (see Appendix 14.1.1 for the list of the comorbidities 
to be collected) 1 

– Mental illness (yes/no)   

– Any chronic medical condition (yes/no) 

– Type of chronic medical condition (diabetes/osteoporosis/hypertension/other) 

– Ever exposed to prior PMO therapy (yes/no) 

– Exposed to prior PMO therapy during the 12 months prior to enrollment (see 
Appendix 14.1.2 for the list of the prior therapies to be collected) (yes/no)  

– Calcium and/or Vitamin D supplementation at baseline (yes/no) 

– History of discontinuation of prescription osteoporosis therapy (yes/no) 

– Self-reported medication-taking behavior with prior osteoporosis therapy (yes/no) 

– Patient reported outcomes: 

o SF-12 physical component summary score at baseline 1  

o SF-12 mental component summary score at baseline 1  

o MMAS-8 summary score at baseline 1. 

Physician related:  
 

– Type of prescribing HCP (Physician specialty: Primary Care Provider vs. 
Specialist care - Orthopedist, Trauma Surgeon, Surgeon, Rheumatologist, 
Internist, Endocrinology, Rehabilitation Medicine, Geriatrician, 
Obstetrician/Gynecologist, Family Physician/General Practitioner, other) 

– Physician gender (female or male) 

– Physician years of practice (1 to 4, 5 to 9, ≥ 10) 

– Physician practice reminder (yes/no) 

– Type of reminder (telephone call, mailing, email/SMS, appointment card, sticker 
from drug package, magazine, other) 

– Centre hospital or non-hospital based (hospital/non-hospital) 
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– Centre academic or non-academic (academic/non-academic) 

– Site participating in Prolong patient support program (yes/no) 

– Reason for prescribing Prolia® (history of osteoporotic fracture, multiple risk 
factors for fracture, failed other available osteoporosis therapy, intolerant to 
other osteoporosis therapy, other) 

– Size of the clinic (small, medium or large) 

– Sole physician or group of them 

– Geographic region (rural/urban) 

Health care system related:  

– Type of health care insurance (public/private/other)  

Socio-demographic related:  

– Educational level (no formal education, elementary education, secondary 
education, university) 

– Patient living situation (at home with spouse/family, at home with care/support, at 
home alone, nursing home) 

– Patient employment status (unemployed, retired, employed, self employed) 

– Marital status (married, never married, divorced, separated, widowed) 

– Proximity to clinic/practice (minutes) 1 

– Method of transport regularly used to get to the clinic/practice (walk, cycle, public 
transport, own vehicle or other)  

– Country: Germany, Austria or Greece 

7. ANALYSIS SUBSETS 

7.1 Full Analysis Set 

The full analysis set (FAS) is defined as all enrolled subjects (provided informed 

consent, met all inclusion/exclusion criteria and enrolled in the ETO system). All 

analyses will be based on the FAS. 

7.2 Eligible but Not Participating Analysis Set 

This analysis set will include subjects that were eligible to participate but decline 

participation as collected in the Eligible but not Participating log form. 

8. INTERIM ANALYSIS 

An interim analysis is planned to describe patients’ characteristics and ascertain the 

persistent and adherence rates with Prolia® treatment at 12 months, overall and by 

                                                 
1 The covariate will be dichotomized based on its median. 
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country and selected covariates of interest.  Since the calculation of persistent and 

adherence rates at 12 months only involve the first Prolia® injection following the pre-

enrollment one, the interim analysis will be conducted when all patients have had the 

opportunity to receive the Prolia® injection, within the allowable window for persistence 

(6 months plus 12 weeks from the initial Prolia® injection).  Any data collected after this 

date will not be included in the interim analysis.  This interim analysis is planned to 

proactively inform reimbursement authorities if needed.  The design of the study will not 

change based on the interim analysis results.  No stopping rules will be applied due to 

the observational nature of this study.  

9. DATA SCREENING AND ACCEPTANCE 

9.1 General Principles 

The objective of the data screening is to assess the quantity, quality and statistical 

characteristics of the data relative to the requirements of the planned analyses. 

All edit checks for the study will be described in a separate Data Management Plan 

(DMP). 

9.2 Data Handling and Electronic Transfer of Data  

Amgen’s Clinical Data Management department will provide all data to be used in the 

planned analyses.  This study will use the Medidata RAVE EDC database.   

9.3 Handling of Missing and Incomplete Data  

Missing data, except for Prolia® injection dates, will be maintained as missing.  

Partial Prolia® injection dates will be imputed as follows: 

• If day is missing but not month and year, the last day of the month will be used. 

• If month and/or year are missing, there will be no imputation and the subject with 

missing month and/or year will be considered as non-persistent. 

9.4 Detection of Bias/Study Risks  

The prospective observational nature of the study may impact the investigator and 

subject’s subjective response to treatment. There are no mandated study procedures, so 

the study is as close to a subject’s routine clinical setting as possible. Moreover, subjects 
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will only be asked to enroll into the study after they have agreed to receive Prolia® and 

have already received Prolia®. 

The absence of a control group in the study will prevent formal comparisons of the 

persistence rates of denosumab to other (standard of care) osteoporosis treatments. 

Descriptive summaries of endpoints from this study may be informally compared to 

estimates for similar endpoints reported in the literature for similar patient populations.  

9.4.1 Selection Bias 

The study will not be able to verify the representativeness of the population due to the 

lack of information on the patients that refuse to participate in the study and the lack of 

informaiton on the characteristics of subjects receiving Prolia in Germany, Austria and 

Greece. The conclusion from this study should take this in account. 

9.4.2 Observation Bias 

It has been documented that subjects taking part in a study may alter their behavior as a 

result of knowing they are being observed (Hawthorne effect) (McCarney et al, 2007). 

We consider this to be unavoidable and the proposed type of study the best option to 

achieve the proposed objectives with acceptable levels of precision. 

9.5 Outliers 

Descriptive statistics will be examined to identify potential outliers in any of the 

continuous variables analyzed. Potential outliers identified after database lock may be 

excluded from the analyses as appropriate. Prior to any data exclusion, sensitivity 

analyses may be performed to evaluate the robustness of the results obtained once the 

confirmed outliers are excluded from the analyses. 

9.6 Distributional Characteristics 

Univariate binary logit model will be used to model the binary variable, persistence, and 

as such no underlying assumptions need to be checked. 

9.7 Validation of Statistical Analyses  

Programs will be developed and maintained, and output will be verified in accordance 

with current risk-based quality control procedures.     
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Tables, figures and listings will be produced with validated standard macro programs 

whenever available.   

The production environment for statistical analyses consists of Amgen-supported 

versions of statistical analysis software, for example the SAS System and S-plus.  

10. STATISTICAL METHODS OF ANALYSIS 

10.1 General Principles 

This is an observational study and the analyses are mostly descriptive. All analyses will 

be performed on the full analysis set defined in Section 7. Continuous variables will be 

summarized by number of non-missing values, mean, median, standard deviation (SD), 

lower and upper 25th quartiles and minimum and maximum. For categorical outcomes, 

the number and percentage of subjects in each category will be presented. 

10.2 Subject Accountability 

Subject accountability data will be summarized overall and by country. The number and 

percentage of enrolled subjects will be tabulated. The number and percentage of 

enrolled subjects completing and discontinuing from the study and the reasons for 

discontinuation (death, lost to follow-up, full consent withdrawn or other) will be 

tabulated. If available, the data collected for subjects eligible but not participant will be 

tabulated overall and by country.  

10.3 Demographic and Baseline Characteristics 

Demographic and baseline characteristics including patient reported outcomes (PRO) 

questionnaires will be summarized overall and by country to identify possible 

differences.   

10.3.1 Dimensions of Persistence 

A summary of the profile of subjects treated with Prolia® for PMO will include factors 

within the following 6 dimensions of persistence based on the World Health Organization 

(WHO) report on adherence to long-term therapies (2003). For details on each 

dimension see Section 6.6. 

– Therapy related 

– Condition related  
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– Patient related including baseline PROs 

– Physician related 

– Health care system related 

– Socio-demographic related  

Covariates will be investigated for empty cells or allocation imbalances across 

categories, and a re-categorization may be proposed to be used in the analysis below 

exploring the predictors of persistence (see Section 10.4.1.2).  

10.3.2 Baseline Patient Reported Outcomes  

Baseline patient reported outcomes (PRO) questionnaires will be included in the patient 

related dimension of adherence and analyzed as follow: 

10.3.2.1 Baseline SF-12v2 Health Survey 

All subjects in the full analysis set who responded to all SF-12v2 questions at the 

baseline appointment will be included in the analysis.  

SF-12v2 summary scales (Physical Component Summary [PCS] and Mental Component 

summary [MCS]) will be summarized overall and by country. 

10.3.2.2 Baseline MMAS-8 

All subjects in the full analysis set who responded to all MMAS-8 questions at the 

baseline appointment will be included in the analysis.  

MMAS-8 score will be summarized overall and by country. 

The MMAS-8 is a simple 8 items questionnaire. All but the last item is scored 1 if the 

answer to the question is yes and 0 otherwise. The last question is scored as indicated 

on the questionnaire. A subject total score is the sum of the patient 8 items scores 

10.4 Efficacy Analyses  

10.4.1 Analysis of Medication-taking Behavior Outcomes at 12 and 24 

months 

10.4.1.1 Estimation of Medication-taking Behavior Outcomes 

For the categorical measures of medication-taking behavior (persistence and 

adherence) and each of the proposed windows, the number and percentage of patients 
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satisfying each of the medication-taking behavior outcomes at 12 and 24 months will be 

summarized overall and by country, and the associated 95% confidence intervals (CI) 

will be presented.  The overall results will be calculated as weighted average of 

countries specific measures with weight being inversely proportional to the country 

sample size.  

Similarly for the MCR outcome at 12 and 24 months, mean estimates and the associated 

95% confidence intervals, based on normality assumption will be presented overall and 

by country. To account for the unbalance on the number of patients across countries, the 

overall mean estimates will be calculated from an analysis of variance with country as a 

factor.  

For each medication-taking behavior outcomes, summary statistics will be provided also 

by country and covariates of interest.   

The analyses above will be repeated for each of the alternative definitions of persistence 

and adherence as a sensitivity analysis. 

10.4.1.2 Predictors of Medication-taking Behavior Outcomes 

10.4.1.2.1 Univariate Analysis 

Logistic regression will be used to explore the univariate association of each covariate 

with selected medication-taking behavior at 24 months (persistence and adherence).  

For each covariate entered individually in the model, point estimates of the odds ratio, 

and 95% confidence intervals will be provided for each pairwise comparison relative to 

the reference group. For example, for patient support tools, the odds ratio (95%CI) will 

be given for each category using Category 3 as the reference group. Reference groups 

are provided in bold in Section 6.6 and in general they should represent the group more 

likely to be persistent.  

Factors that are statistically significant at the 20% level on the univariate analysis will be 

added to the list of covariates of interest. 

While “number of comorbidities” will be analyzed as one of the covariates of interest, 

mental illness will also be evaluated individually as separate covariates.  

Because the collection of covariates is not mandatory and country regulations allowing 

for their collection may vary, the analysis above will be performed by country to minimize 

the impact of missing covariate at the country level. However, logistic regression 
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exploring the association of country and medication-taking behavior will be performed 

and if country is not significant at the 20% level and the incidence of missing covariates 

is not unbalanced across country, an overall (pooling all countries data) univariate 

logistic regression analysis may be performed as well. 

10.4.1.2.2 Multivariable Analysis 

Moreover, a multivariate logistic regression including selected covariates that showed 

possible association with selected medication-taking behavior from the univariate 

analyses at 24 months will also be performed to identify predictors of selected 

medication-taking behavior to Prolia® at 24 months.   

Factors that are statistically significant at the 25% level (as suggested in Bendel and 

Afifi, 1977) on the univariate analysis will be of interest. Given the relatively large sample 

size per country (approximately 600, 300 and 300 for Germany, Austria and Greece, 

respectively) the proposed significance level of 25% should be able to identify the 

important variables without over fitting or including those that are of questionable 

importance.  

The next step will be to build the model based on the stepwise selection which will be 

implemented using the SAS® LOGISTIC procedure. A Wald chi-square test significance 

level of 0.25 is required to allow a variable to enter the model (slentry=0.25), and a 

significance level of 0.30 is required for a variable to stay in the model (slstay=0.30). The 

Hosmer and Lemeshow goodness-of-fit test for the final selected model will be inspected 

(lackfit option). Once the model with main effects has been refined, interactions among 

the variables in the model will be explored using the stepwise selection as above. 

Again the analysis above will be performed by country and overall if results from the 

overall univariate analyses were obtained. 

10.4.2 Time to Non-persistence 

10.4.2.1 Median Time to Non-persistence 

For each of the 4 definitions of persistence at 24 months, summary statistics of the time 

to non-persistence will be provided including only non-persistent patients at 24 months, 

overall and by country.   
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Furthermore, time to non-persistence will be summarized by Kaplan-Meier methodology 

including all patients for each of the 4 definitions of persistence at 24 months.  The 

median, Q1 and Q3 time (months) to non-persistence will be presented as well as the 

number of patients who were non-persistent with Prolia® at 12, 18 and 24 months.   

Time to non-persistence for those patients who persisted with Prolia® treatment during 

the 24 months or up to the analysis cutoff date, will be censored at the study day 

associated with the date of the last Prolia® injection plus 6 months (183 days).  

Otherwise, patients will be considered non-persistent at the study day defined by the 

date of last injection received while the patient is still classified as persistent plus 6 

months (183 days). 

10.4.2.2 Sensitivity Analysis 

A sensitivity analysis is proposed to consider a less conservative approach to the lost to 

follow subjects.To account for those subjects who changed practice and may have 

continued treatment elsewhere, the analysis above will be repeated censoring those 

subjects that persisted while on study but were lost to follow-up afterwards, ie did not 

return to the clinic after their last Prolia® injection and were identified as being lost to 

follow-up on the appropriate eCRF by the investigator prior to the analysis cut-off date.  

Similarly, subjects who died but were persistent while on study will also be censored in 

this sensitivity analysis. These lost to follow-up subjects and those who died will be 

censored at the date of last injection received during the period where the subject is still 

classified as persistent plus 6 months (183 days).  

10.4.3 Number of Injections Received Within the Allowable Window Over 24 

Months  

10.4.3.1 Mean Number of Injections 

For each of the 4 definitions of persistence at 24 months, summary statistics of the total 

number of Prolia® injections among the first 3 received in the study (after the first 

injection) and within the specified window from the previous injection (whether or not that 

previous injection was taken within the allowable window) will be calculated.   

Categorical summaries will be produced of the number and percent of subjects with a 

total of 0, 1, 2, or 3 on study Prolia® injections within the required timeframe.  
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10.5 Safety Analysis 

Safety data will be summarized overall and by country. 

All serious and non-serious ADRs to Prolia® will be coded using the Medical Dictionary 

for Regulatory Activities (MedDRA).  Patient incidence of ADRs, serious ADRs, serious 

ADRs leading to discontinuation of Prolia® and serious ADRs associated with fatal 

outcomes will be tabulated by system organ class (SOC) and preferred term (PT).   

The number of Prolia® injections administered will be summarized.   

All serious and non-serious clinical fractures will be coded using the Medical Dictionary 

for Regulatory Activities (MedDRA).  Patient incidence of clinical fractures and serious 

clinical fractures will be tabulated by system organ class (SOC) and preferred term (PT). 

11. CHANGES FROM PROTOCOL-SPECIFIED ANALYSES  

The following are the changes to the data collected that was specified in the protocol: 

New data points: 

On Prolia® administration: 

• Was the Prolia® injection given in the investigator’s site? (yes/no)  

• If no: Please confirm the Individual performing the subcutaneous Injection 

(Physician, Pharmacist or Other health care professional) 

• At which appointment was Prolia administered to the patient? (Same 

appointment [in which the prescription/order for Prolia was written] or Separate 

appointment) 

New covariates added:  

• Cause of menopause (natural onset, clinically/surgically induced) 

• Height loss since maximal height (yes/no) 

• Height loss (cm) 

• One or more falls experienced during the past 12 months (yes/no) 

• One or more episodes of immobility experienced during the past 12 months 

(yes/no) 
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• Total hip BMD T-score (≤ -2.5 or > -2.5) 

• Any chronic medical condition (yes/no) 

• Type of chronic medical condition (diabetes, osteoporosis, hypertension, other) 

• Type of reminder (telephone call, mailing, email/SMS, appointment card, sticker 

from drug package, magazine, other) 

• Centre hospital or non-hospital based  

• Centre academic or non-academic  

• Site participating in Prolong patient support program (yes/no) 

• Sole physician or group of them 

• Method of transport regularly used to get to the clinic/practice (walk, cycle, public 
transport, own vehicle or other)  

The following details were added to the covariates: 

• Additional details were added to the Parent fractured hip (mother, father, both 

mother and father, neither mother nor father, unknown) 

• Reasons for prescribing Prolia® were modified (history of osteoporotic fracture, 

multiple risk factors for fracture, failed other available osteoporosis therapy, 

intolerant to other osteoporosis therapy, other) 

• Educational levels were modified (no formal education, elementary education, 

secondary education, university) 

 

12. LIST OF PLANNED TABLES, FIGURES, AND LISTINGS 

12.1 Planned Tables 

Category Draft Title Description 

1. Disposition and 
Analyzed Datasets 

Subject Disposition Overall and 
by Country - Full Analysis Set 

The number and percentage of 
enrolled subjects will be 
tabulated Overall and by 
Country. 
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Category Draft Title Description 

Completion Overall and by 
Country - Full Analysis Set 

The number and percentage of 
enrolled subjects completing 
and discontinuing from the 
study and the reasons for 
discontinuation will be tabulated 
Overall and by Country. 

Reasons for not participating 
(Eligible but Not Participant 
Analysis Set) 

Summary of the reasons for not 
participating in the study among 
those Eligible but Not 
Participant subjects will be 
tabulated Overall and by 
Country. 

2. Demographic and 
Baseline Characteristics 

Therapy Related Factors Overall 
and by Country - Full Analysis 
Set 

Summarize the therapy related 
data for all subjects in the FAS 
Overall and by Country. 

Condition Related Factors 
Overall and by Country - Full 
Analysis Set 

Summarize the condition 
related data for all subjects in 
the FAS Overall and by 
Country. 

Patient Related Factors Overall 
and by Country - Full Analysis 
Set 

Summarize the patient related 
data including baseline PROs 
for all subjects in the FAS 
Overall and by Country. 

Physician Related Factors 
Overall and by Country - Full 
Analysis Set 

Summarize the physician 
related data for all subjects in 
the FAS Overall and by 
Country. 

Healthcare System Related 
Factors Overall and by Country - 
Full Analysis Set 

Summarize the healthcare 
system related data for all 
subjects in the FAS Overall and 
by Country. 

Social-Demographic Related 
Factors Overall and by Country - 
Full Analysis Set 

Summarize the social economic 
related data for all subjects in 
the FAS Overall and by 
Country. 

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1201 of 1214



Product: Prolia® (denosumab) 
Protocol Number: 20110126  
Statistical Analysis Plan, Version 0.0 
Dated:  16 February 2012 Page 29 of 41 
_____________________________________________________________________________ 
 

_____________________________________________________________________________ 

Confidential A 
 
 

Category Draft Title Description 

3.1.1 Medication-taking 
Behavior: Estimation of 
Persistence Rates  

Summary of Persistence Rates 
at 12 and 24 Months (based on 
the 6 months plus 8 weeks 
window) Overall and by Country 
– Full Analysis Set 

Summarize the persistence 
rates at 12 and 24 months 
(based on the 6 months plus 8 
weeks window) for subjects in 
the FAS Overall and by 
Country; rate estimate and 95% 
CI will be included.  Overall 
results based on the weighted 
average. 

Summary of Persistence Rates 
at 12 and 24 Months (based on 
the 6 months plus 8 weeks 
window) by Country and Each 
Covariate of Interest– Full 
Analysis Set 

Summarize the persistence 
rates at 12 and 24 months 
(based on the 6 months plus 8 
weeks window) for subjects in 
the FAS by country and each 
covariate of interest. 

Summary of Persistence Rates 
at 12 and 24 Months (based on 
the 6 months plus 4, 6 and 12 
weeks window) Overall and by 
Country – Full Analysis Set 

Summarize the persistence 
rates at 12 and 24 months 
(based on the 6 months plus 4, 
6 and 12 weeks window) for 
subjects in the FAS overall and 
by country; rate estimate and 
95% CI will be included.  
Overall results based on the 
weighted average. 

3.1.2s: Predictors of 
Persistence – Univariate 
Analysis   

Summary of the Association of 
Each Covariate with Persistence 
at 24 Months (based on the 6 
months plus 8 weeks window) 
Within Each Country – Full 
Analysis Set 

Summarize the logistic 
regression model to identify 
association of each covariate 
with persistence at 24 months 
(based on the 6 months plus 8 
weeks window) for subjects in 
the FAS within each country 
(and overall if possible). 

3.1.3 Medication-taking 
Behavior: Predictors of 
Persistence – 
Multivariable Analysis   

Summary of the Modeling of the 
Persistence at 24 Months (based 
on the 6 months plus 8 weeks 
window) Within Each Country – 
Full Analysis Set 

Summarize the Multivariable 
logistic regression model to 
identify covariates associated 
with persistence at 24 months 
(based on the 6 months plus 8 
weeks window) for subjects in 
the FAS within each country 
(and overall if possible).  

3.2.1 Medication-taking 
Behavior: Estimation of 
Adherence Rates  

Summary of Adherence Rates at 
12 and 24 Months (based on the 
6 months ± 4 weeks window) 
Overall and by Country – Full 
Analysis Set 

Summarize the adherence 
rates at 12 and 24 months 
(based on the 6 months ± 4 
weeks window) for subjects in 
the FAS overall and by country; 
rate estimate and 95% CI will 
be included.  Overall results 
based on the weighted 
average. 
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Category Draft Title Description 

Summary of Adherence Rates at 
12 and 24 Months (based on the 
6 months ±8 weeks window) by 
Country and Each Covariate of 
Interest– Full Analysis Set 

Summarize the adherence 
rates at 12 and 24 months 
(based on the 6 months ±8 
weeks window) for subjects in 
the FAS by country and each 
covariate of interest. 

Summary of Adherence Rates at 
12 and 24 Months (based on the 
6 months ± 6, 8 and 12 weeks 
window) Overall and by Country 
– Full Analysis Set 
  

Summarize the adherence 
rates at 12 and 24 months 
(based on the 6 months ±4, 6 
and 12 weeks window) for 
subjects in the FAS overall and 
by country; rate estimate and 
95% CI will be included.  
Overall results based on the 
weighted average. 

3.2.2 Medication-taking 
Behavior: Predictors of 
Adherence – Univariate 
Analysis   

Summary of the Association of 
Each Covariate with Adherence 
at 24 Months (based on the 6 
months ± 4 weeks window) 
Within Each Country – Full 
Analysis Set 

Summarize the logistic 
regression model to identify 
association of each covariate 
with adherence at 24 months 
(based on the 6 months ± 4 
weeks window) for subjects in 
the FAS within each country 
(and overall if possible). 

3.2.3 Medication-taking 
Behavior: Predictors of 
Adherence – 
Multivariable Analysis   

Summary of the Modeling of the 
Adherence at 24 Months (based 
on the 6 months ± 4 weeks 
window) Within Each Country – 
Full Analysis Set 

Summarize the Multivariable 
logistic regression model to 
identify covariates associated 
with adherence at 24 months 
(based on the 6 months ± 4 
weeks window) for subjects in 
the FAS within each country 
(and overall if possible). 

3.3.1 Medication-taking 
Behavior: Estimation of 
MCR  

Summary of MCR at 12 and 24 
Months Overall and by Country – 
Full Analysis Set 

Summarize the MCR at 12 and 
24 months for subjects in the 
FAS overall and by country. 
LSMeans and 95% CI will be 
provided.   

Summary of MCR at 12 and 24 
Months by Country and Each 
Covariate of Interest – Full 
Analysis Set 

Summarize the MCR at 12 and 
24 months for subjects in the 
FAS by country and each 
covariate of interest. LSMeans 
and 95% CI will be provided.   

3.4.1 Time to Non-
Persistence on Non-
persistent Subjects  

Summary of Time to Non-
Persistence (based on the 6 
months plus 8 weeks window) 
Overall and by Country – Full 
Analysis Set Including Only Non-
Persistent Subjects 

Summarize the time to non-
persistence (based on the 6 
months plus 8 weeks window) 
for non-persistent subjects in 
the FAS overall and by Country 
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Category Draft Title Description 

Summary of Time to Non-
Persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) Overall and by Country 
– Full Analysis Set Including 
Only Non-Persistent Subjects 

Summarize the time to non-
persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) for non-persistent 
subjects in the FAS overall and 
by Country 

3.4.2 Time to Non-
Persistence using 
Kaplan-Meier 
Methodology  

Summary of Time to Non-
Persistence (based on the 6 
months plus 8 weeks window) by 
Kaplan-Meier Methodology 
Overall and by Country – Full 
Analysis Set  

Summarize the time to non-
persistence (based on the 6 
months plus 8 weeks window) 
by Kaplan-Meier methodology 
for subjects in the FAS overall 
and by country. Include 
estimates of the number of non-
persistent at 12, 18 and 24 
months. 

Summary of Time to Non-
Persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) by Kaplan-Meier 
Methodology Overall and by 
Country – Full Analysis Set  

Summarize the time to non-
persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) by Kaplan-Meier 
methodology for subjects in the 
FAS overall and by country. 
Include estimates of the 
number of non-persistent at 12, 
18 and 24 months. 

3.4.3 Time to Non-
Persistence – Sensitivity 
Analysis  

Summary of Time to Non-
Persistence (based on the 6 
months plus 8 weeks window) 
using Kaplan-Meier Methodology  
- Sensitivity analysis censoring 
deaths and lost to follow-up 
Subjects overall and by Country 
– Full Analysis Set  

Summarize the time to non-
persistence (based on the 6 
months plus 8 weeks window) 
using Kaplan-Meier 
methodology censoring deaths 
and lost-to-follow-up subjects 
for subjects in the FAS overall 
and by country. Include 
estimates of the number of non-
persistent at 12, 18 and 24 
months. 

Summary of Time to Non-
Persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) using Kaplan-Meier 
Methodology - Sensitivity 
analysis censoring deaths and 
lost to follow-up Subjects Overall 
and by Country – Full Analysis 
Set  

Summarize the time to non-
persistence (based on the 6 
months plus 4, 6 and 12 weeks 
window) using Kaplan-Meier 
methodology censoring deaths 
and lost-to-follow-up subjects 
for subjects in the FAS overall 
and by Country. Include 
estimates of the number of non-
persistent at 12, 18 and 24 
months. 
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Category Draft Title Description 

3.5.1 Continuous 
Number of Injections   

Summary of Mean Number of 
Injections Received Within 6 
Months plus 8 Weeks from 
Previous Injection (whether or 
not that previous injection was 
taken within its own window)  
over 24 Months Overall  and by 
Country – Full Analysis Set  

Summarize the number of 
injections received within 6 
months plus 8 weeks from 
previous injection (whether or 
not that previous injection was 
taken within its own window)  
over 24 months for subjects in 
the FAS overall and by Country 

Summary of Mean Number of 
Injections Received Within 6 
Months plus 4, 6 and 12 Weeks 
from Previous Injection (whether 
or not that previous injection was 
taken within its own window)  
over 24 Months Overall  and by 
Country – Full Analysis Set  

Summarize the number of 
injections received within 6 
months plus 4, 6 and 12 weeks 
from previous injection 
(whether or not that previous 
injection was taken within its 
own window)  over 24 months 
for subjects in the FAS overall 
and by Country 

3.5.2 Categorical 
Number of Injections   

Categorical Summary of Number 
of Injections Received Within 6 
Months plus 8 Weeks from 
Previous Injection (whether or 
not that previous injection was 
taken within its own window)  
over 24 Months Overall  and by 
Country – Full Analysis Set  

Summarize categorically  the 
number of injections (0, 1, 2 or 
3 injections) received within 6 
months plus 8 weeks from 
previous injection (whether or 
not that previous injection was 
taken within its own window)  
over 24 months for subjects in 
the FAS overall and by Country 

Categorical Summary of Number 
of Injections Received Within 6 
Months plus 4, 6 and 12 Weeks 
from Previous Injection (whether 
or not that previous injection was 
taken within its own window)  
over 24 Months Overall  and by 
Country – Full Analysis Set  

Summarize categorically  the 
number of injections (0, 1, 2 or 
3 injections) received within 6 
months plus 4, 6 and 12  weeks 
from previous injection 
(whether or not that previous 
injection was taken within its 
own window)  over 24 months 
for subjects in the FAS overall 
and by Country 

3.6.1 Safety Analysis: 
Adverse Drug Reactions  

Summary of Patient Incidence of  
Adverse Drug Reactions by 
System Organ Class and 
Preferred Term Overall and by 
Country – Full Analysis Set 

Summarize of Patient Incidence 
of Adverse Drug Reactions by 
system organ class and 
preferred term for subjects in 
the FAS Overall and by 
Country. 

Summary of Patient Incidence of 
Serious Adverse Drug Reactions 
Leading to Discontinuation of 
Prolia® by System Organ Class 
and Preferred Term Overall and 
by Country – Full Analysis Set 

Summarize of patient incidence 
of serious Adverse Drug 
Reactions leading to 
discontinuation of Prolia® by 
system organ class and 
preferred term for subjects in 
the FAS overall and by country. 
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Summary of Patient Incidence of 
Serious Adverse Drug Reactions 
Associated with Fatal Outcome 
by System Organ Class and 
Preferred Term Overall and by 
Country – Full Analysis Set 

Summarize of patient incidence 
of Serious Adverse Drug 
Reactions associated with fatal 
outcome by system organ class 
and preferred term for subjects 
in the FAS overall and by 
country. 

3.7.1 Safety Analysis: 
Prolia® Administration 

Summary of Number of Prolia® 
Injections Administered Overall 
and by Country – Full Analysis 
Set 

Summarize the number of 
Prolia® injections administered 
for subjects in the FAS Overall 
and by Country. 

3.8.1 Safety Analysis: 
Clinical fractures 

Summary of Patient Incidence of 
Clinical Fractures by System 
Organ Class, Preferred Term 
and Verbatim Term Overall and 
by Country – Full Analysis Set 

Summarize of patient incidence 
of clinical fractures by SOC, 
Preferred Term and Verbatim 
for subjects in the FAS overall 
and by country. 

Summary of Patient Incidence of 
Serious Clinical Fractures by 
System Organ Class, Preferred 
Term and Verbatim Overall and 
by Country – Full Analysis Set 

Summarize of patient incidence 
of serious clinical fractures by 
SOC, preferred term and 
verbatim for subjects in the 
FAS overall and by country. 

Additional tables may be added 

12.2 Planned Listings 

Title  

Subject Listing of Adverse Drug Reactions  

Subject Listing of Clinical Fractures  

Additional listings may be added  

 

12.3 Planned Figures 

Title Description 

Subject Disposition by country Histogram summarizing the disposition of 
subjects in the study by country for subjects in 
the FAS 

Time to Non-Persistence using Kaplan-Meier 
Methodology Overall and by Country  

Kaplan-Meier plots summarizing Time to Non-
Persistence (based on the 6 months plus 8 
weeks window) Overall and by Country – Full 
Analysis Set 

Kaplan-Meier plots summarizing Time to Non-
Persistence (based on the 6 months plus 4, 6 
or 12 weeks window) Overall and by Country 
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Title Description 

– Full Analysis Set 

Time to Non-Persistence using Kaplan-Meier 
Methodology Sensitivity Analysis Censoring 
deaths and lost to follow-up Subjects Overall 
and by Country   

Kaplan-Meier plots summarizing Time to Non-
Persistence (based on the 6 months plus 8 
weeks window) Censoring deaths and lost to 
follow-up Subjects Overall and by Country – 
Full Analysis Set  

Kaplan-Meier plots summarizing Time to Non-
Persistence (based on the 6 months plus 4, 6 
or 12  weeks window) Censoring deaths and 
lost to follow-up Subjects Overall and by 
Country – Full Analysis Set  

Additional figures may be added  
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14. APPENDICES  

14.1 Comorbidities and prior prescription osteoporosis therapies 

14.1.1 List of Comorbidities 

Comorbidities collected include: 

o Anemia or other blood disease 

o Back pain  

o Cancer (not considered cured) 

o Depression 

o Mental illness  

o Diabetes (Type 1 or 2) 

o Endocrine disease (such as thyroid, adrenal, or pituitary) 

o Hearing Impairment (very hard of hearing, even with hearing aids) 

o Hypertension 

o Myocardial infarction (MI)  

o Stroke 

o Peripheral vascular disease 

o Heart disease (excluding hypertension, myocardial infarction, stroke, and 
peripheral vascular disease)  

o Historical spine/hip/leg fracture 

o Kidney disease 

o Liver disease including gall bladder conditions 

o Lung disease 

o Neurological disease (such as multiple sclerosis or Parkinson’s) 

o Obesity (body mass index > 30 kg/m2)  

o Osteoarthritis, degenerative arthritis 

o Rheumatoid arthritis 

o Other rheumatologic diseases (excluding osteoarthritis, degenerative arthritis, 
and rheumatoid arthritis)  

o Gastrointestinal disorders (such as ulcers or gastritis) 

o Visual impairment (such as cataracts, glaucoma or macular degeneration) 

o Genito-urinary disease (such as problems with uterus or ovaries)  

o Alcohol or drug problems 
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14.1.2 List of prior prescription osteoporosis therapies 

Prior prescription osteoporosis therapies collected include: 

o Alendronate  

o Risedronate 

o Ibandronate 

o Zoledronate 

o Etidronate 

o Other Bisphosphonate 

o PTH/Teriparatide 

o Strontium ranelate 

o SERMs 

o Calcitonin 

o Calcium supplements  

o Vitamin D supplements  

o Hormone Replacement Therapy 

o Other (non-bisphosphonate) 

 

14.2 Code Fragments  

14.2.1 Estimation of Persistence Rates 

The following is an example of the SAS® PROC FREQ code to be used in the estimation 
of persistence rates and associated confidence intervals: 
 
Estimate by country: 
proc freq data=data_set; 
by country; 
tables Persistence / binomial; 
run; 
 
Overall  estimate based on weighted average: 
proc freq data=data_set; 
tables Persistence / binomial; 
weight  country_SS; 
run; 
 

14.2.2 Multivariable Logistic Regression Model 

The following is an example of the SAS® PROC LOGISTIC code to be used in the 
multivariable analysis: 
 
proc logistic data=data_set; 
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by Country; 
class cov1 cov2 cov3; 
model Persistence = cov1 cov2 cov3 / selection=stepwise slentry=0.25  slstay=0.30  
details lackfit; 
run; 
 

14.2.3 Kaplan-Meier Plots 

PROC LIFETEST data= data_set_name plots = (s); 

time  time*censor (0); 

strata country; 

run; 
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14.3 Patient Reported Outcome 

14.3.1 SF-12v2 
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14.3.2 MMAS-8 

 

 

Product or Therapeutic Area:

Date:

Denosumab
Observational Research Study Report:  20110126

17 April 2016 Page 1214 of 1214



Zentrenliste Prolia 20000126 Seite 1

Study NumSite # Site Name Site Department City
20110126 26002 Praxis Hattingen
20110126 26003 Rheumatologische Praxis Saarbrücken
20110126 26004 Praxis Bammental
20110126 26005 Praxis Berlin
20110126 26006 Praxis für Klinische Studien Hamburg
20110126 26007 Gemeinschaftspraxis Dresden
20110126 26008 Gemeinschaftspraxis Hildesheim
20110126 26011 Osteoporosezentrum Hamburg Hamburg
20110126 26012 Endokrinologische Praxis Düsseldorf
20110126 26013 Praxis Bautzen
20110126 26014 Praxis Münster
20110126 26016 Praxis Hannover

20110126 26017
Universitätsklinikum Gießen und Marburg 
GmbH

Medizinisches Zentrum für 
Frauenheilkunde und 
Geburtshilfe

Marburg

20110126 26019
St. Josefs-Krankenhaus Rheumazentrum 
Ruhrgebiet

Herne

20110126 26021 Praxis Neustadt

20110126 26023 Universität Würzburg
Orthopädische Klinik König 
Ludwig Haus

Würzburg

20110126 26025 Universitätsklinikum Heidelberg
Innere Medizin I, Endokrinologie 
und Klinische Chemie

Heidelberg

20110126 26026 Praxis München
20110126 26027 Praxis Stockach
20110126 26028 Praxis Friedrichroda
20110126 26029 Orthopaedie-im-Medicentrum (MVZ) Mönchengladbach-Rheydt
20110126 26030 Praxis Aachen
20110126 26031 Schwerpunktpraxis Osteoporose Völklingen
20110126 26032 Endokrinologikum Ulm Ulm
20110126 26033 Gemeinschaftspraxis Heinsberg
20110126 26034 Dr. Becker Rhein-Sieg-Klinik Orthopädie Nürnbrecht
20110126 26036 Klinikum Leverkusen Allgemein Innere Leverkusen
20110126 26037 Praxis Bad Reichenhall
20110126 26038 Gemeinschaftspraxis Freudenstadt

20110126 26039 Universitätsklinikum Freiburg Endokrinologie und Diabetologie Freiburg

20110126 26040 OZS-Orthopädisches Zentrum Spreebogen Berlin
20110126 26041 Praxis Leipzig
20110126 26043 Praxis Berlin
20110126 26045 Sana Rheumazentrum Rheinland Pfalz AG Bad Kreuznach

20110126 26046
Klinikum rechts der Isar der Technischen 
Universität München

Frauenklinik und Poliklinik der 
Technischen Universität 
München

München

20110126 26047 Praxis Hettstedt
20110126 26048 Praxis Zerbst
20110126 26049 Praxis Immenstadt
20110126 26050 Universitätsklinikum Erlangen Medizinische Klinik 1 Erlangen
20110126 26051 MedClin MVZ Leipzig Leipzig
20110126 26052 MVZ Ambulantes Rheumazentrum Erfurt
20110126 26053 Praxis Wittstock
20110126 26054 Gemeinschaftspraxis Osnabrück

20110126 26058
Osteoporose Diagnostik- und 
Therapiezentrum München

München

20110126 26059 Rheumahaus Potsdam
20110126 26060 Praxis Cottbus
20110126 26062 Orthopädiepraxis Hamburg
20110126 26063 Praxis Nienburg
20110126 26064 Gemeinschaftspraxis Augsburg
20110126 26065 Praxis Berlin
20110126 26066 Orthopädische Praxis Wadgassen
20110126 26067 Klinik Lahnhöhe Orthopädie Lahnstein
20110126 26074 Praxis Müllheim
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