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Health/Risk Assessment Scorecard 
 
PQC Number:  CC 20-09  Date: 2020-09-14  
  (YYYY-MM-DD) 
 
Product name and Catalog No.  ADVIA Centaur HBsAg Confirmatory (Conf) SMN 10309058 (Catalog 
Number 03393818); ADVIA Centaur HBsAgII SMN 10492138  
 
 
Statement of potentially hazardous event resulting from product problem (e.g. “falsely elevated [test 
name] result reported to physician”): 
 

ADVIA Centaur Hepatitis B Surface Antigen (HBsAg) Confirmatory (Conf) assay cannot be calibrated with 
ADVIA Centaur Hepatitis B Surface Antigen II (HBsAgII) or (HBsII) Kit Lots ending in  220 and 223 on the 
ADVIA Centaur XPT.  After scanning the Master Curve Card (MCC) and Assigned Value Card (AVC) from the 
ADVIA Centaur HBsII Kit and putting the ADVIA Centaur XPT HBsII reagents on the analyzer, the HBsAg Conf 
calibration will not perform. 
Binary Large Object (Blob) files are made from the Test Definition (TDef) of an assay and are used to make the 
2D barcodes present on the MCCs for the ADVIA Centaur XPT. Beginning with HBsAgII kit lots ending in 220, 
the Reagent B (RgtB) TDef was changed to add mitigations for victim assays CMVIgG, RbGII, and TSTII and 
this change was made effective on 4-16-2020. This resulted in the Blob file for RgtB changing in byte size. The 
released MCCs contained two, 2D barcodes for Reagent B (RgtB).  Commercial Product Engineering (CPE) 
generated a MCC with the new TDef. The CPE generated MCCs contained three, 2D barcodes. The addition of 
mitigations to the Reagent B Test Definition increased the number of bytes of information in the 2D barcodes 
for RgtB on the ADVIA Centaur XPT Master Curve Card for lots 220 and 223 increasing the required number of 
2D barcodes to three. Due to the physical size of the MCC’s, three 2D barcodes will not fit for RgtB. Since there 
is missing information, the cards cannot be scanned. This issue is specfic to the ADVIA Centaur XPT. Master 
Curve Cards for ADVIA Centaur XP lot 220 and 223, ADVIA Centaur CP lot 221 and 224, and Atellica IM lot 
222 are not impacted.  
 
Overall Risk to Health: 
The HBsAgII assay and associated HBsAg Confirmatory assay are used as an aid in the diagnosis of Hepatitis 
B infection and determination of chronic Hepatitis B infection status, in conjunction with other serological and 
clinical information. The confirmatory assay is used in cases when the result is repeatedly reactive (1.0-50 
Index). When this issue occurs, a customer attempting to calibrate the Confirmatory assay using HBsAg 
reagent Lots 220 or 223 would experience a calibration failure. When calibration of these lots fails upon initial 
use, patient results would not be generated. A delay in testing to confirm an initially positive result due to 
calibration failure may be mitigated by the availability of other lots (215 and 218) that pass. The apparent 
nature of a delay caused by calibration failure would allow the laboratory staff to mitigate the delay by instituting 
back-up procedures for downtime, including but not limited to use of other Hepatitis B virus biomarkers or use 
of another approved confirmatory method. This is similar to when back-up testing is needed for unexpected or 
planned downtimes such as during maintenance. The potential severity of injury due to the apparent delay 
caused by this issue is negligible, with an overall risk to health of negligible (NHR).  
 

 
Classification:   NHR   LHR   MHR   HHR 
 
Derived from Field Correction Classification Table 1. 
 
Approval:
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Name Function Signature / Date 

Louise 
McLaughlin 

Commercial Product 
Quality or Quality & 
Compliance                  

 

Kalen Olson Medical Affairs    

 
 
 

Section 1 - Severity of Injury 

 
 
 Negligible (Negligible adverse health consequence) 
 Minor (adverse health consequence; transient, self-limiting illness or injury)  
 Moderate (adverse health consequence; significant impairment, but 

temporary/reversible)  
 Major (serious adverse health consequence; serious injury, permanent impairment, 

irreversible) 
 

Calibration would occur with use of a new reagent lot, per good laboratory practice and the assay IFU. 
When calibration of the affected lot fails, patient results would not be generated. A delay in testing to 
confirm an initially positive result due to calibration failure may be mitigated by the availability of other lots 
(215 and 218) that pass. The apparent nature of a delay caused by calibration failure would allow the 
laboratory staff to mitigate the delay by instituting back-up procedures for downtime, including but not 
limited to use of other Hepatitis B virus biomarkers or use of another approved confirmatory method. The 
severity of injury is negligible. 
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Section 2 - Injury Event Frequency 
Injury Event Frequency = Probability of Occurrence (PO) x Likelihood of Injury (LI) 

Probability of Occurrence (PO) of the Product problem 
 
Probability of occurrence is not applicable, as the severity is negligible. 

 
Likelihood of Injury (LI) 
 
Likelihood of injury is not applicable, as the severity is negligible. 

 
Injury Event Frequency (IEF) 

 
 

  
 PO X LI = 
 Not Applicable (negligible injury)   ---- 
 Extremely Unlikely <10-6 
 Unlikely but Possible 10-6 - <10-5 
 Likely 10-5 - <10-4 
 Very Likely 10-4 - <10-3 
 Extremely Likely ≥10-3 
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Field Correction Classification Table 1: 
 

Overall Risk to Health 
Severity 

    
Negligible Minor Moderate Major 

In
ju

ry
 E

ve
nt

 F
re

qu
en

cy
 

 

 ≥10-3 Extremely 
Likely 

NHR LHR MHR HHR 

 10-4 to <10-3 
Very Likely  

NHR LHR MHR HHR 

 10-5 to <10-4 
Likely 

NHR LHR MHR HHR 

 10-6 to <10-5 Unlikely but 
Possible 

NHR NHR LHR MHR 

 <10-6 Extremely 
Unlikely 

NHR NHR NHR LHR 

 
 
 
 
 
Field Correction Classification Guide 
 

Field Correction  
Classification *  

Discussion  

NHR,  
Negligible Health 
Risk  

Field correction undertaken where there is considered to be negligible risk to health. Consistent 
with ‘REGULATORY BODIES (E.G. FDA)’’s definition of a market withdrawal, i.e. removal or 
correction of a distributed product which involves a minor violation that would not be subject to legal 
action by the Food and Drug Administration or which involves stock rotation practices, routine 
equipment adjustments and repairs, etc.  

LHR,  
Low Health Risk  

Field correction undertaken to reduce a health risk that is considered to be low. Consistent with 
‘REGULATORY BODIES (E.G. FDA)’’s definition of a class II recall, i.e. removal or correction of a 
marketed product that the Food and Drug Administration considers to be in violation of the laws it 
administers and against which the agency would initiate legal action, e.g., seizure, in a situation in 
which use of, or exposure to, a violative product is not likely to cause adverse health 
consequences.  

MHR,  
Medium Health Risk  

Field correction undertaken to reduce a risk to health that is considered to be medium. Consistent 
with ‘REGULATORY BODIES (E.G. FDA)’’s definition of a class II recall, i.e. removal or correction 
of a marketed product that the Food and Drug Administration considers to be in violation of the laws 
it administers and against which the agency would initiate legal action, e.g., seizure, in a situation in 
which use of, or exposure to, a violative product may cause temporary or medically reversible 
adverse health consequences or where the probability of serious adverse health consequences is 
remote.  

HHR,  
High Health Risk  

Field correction undertaken to reduce a risk to health that is considered to be high. Consistent with 
‘REGULATORY BODIES (E.G. FDA)’’s definition of a class I recall, i.e. removal or correction of a 
marketed product that the Food and Drug Administration considers to be in violation of the laws it 
administers and against which the agency would initiate legal action, e.g., seizure, in a situation in 
which there is a reasonable probability that the use of, or exposure to, a violative product will cause 
serious adverse health consequences or death.  

 
*Final classification is made based upon individual assessment of the circumstances. 
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