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I. Background information 

This section should enable the PEI to understand the product and its 

state of development. This shall be achieved via a comprehensive 

scientific overview including relevant systematic information in 

sufficient detail, together with a critical discussion. More in-depth 

information regarding the applicants position to the questions shall be 

provided in the respective section of the question. However, it should 

be kept in mind that any information essential for the justification of 

a given question should also be sufficiently discussed in the 

corresponding Applicant’s position. The applicant is encouraged to 

include any additional information deemed necessary e.g. study 

protocols, study reports, as annexes(tabulated overviews and graphs is 

encouraged). 

 

Background information on the disease to be treated 

Main features of the disease and current standard therapy, based on 

relevant publications. 

 

Background information on the product 

Include the anticipated mode of action, structure and, if available, 

pharmacological classification. 

 

Quality development 

Describe the planning/status of the Quality development program. 

Inclusion of a brief description of the manufacturing process incl. a 

manufacturing flow diagram, details on product characterisation, 

proposed in-process and release controls/specifications is recommended. 

If applicable, a focus in the explanation shall be given on any novel 

special pharmaceutical aspects, e.g. novel delivery system, etc.  

 

Non-clinical development 

Describe the planning/status of the Non-clinical development program. 

Here, addition of a tabulated summary of completed, ongoing and planned 

non-clinical studies could be informative.  

 

Clinical development 

Describe the planning/status of the clinical development program 

(intended indication, line of treatment, posology, and any special 

precautions or recommendations for use of the product, including a 

possible risk management strategy). Addition of a tabulated summary of 

completed, ongoing and planned clinical studies could be informative.  

 

Regulatory status (optional) 

 

Rationale for seeking advice (optional) 
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II. Questions and Applicant’s positions 

<A. Questions on Quality development 

Question 1 

{}? 

 

Applicant’s position/rationale 

{} 

 

Question 2 

{}? 

 

Applicant’s position/rationale 

{} 

…. 

<B. Questions on Non-clinical development 

Question {X} 

{}? 

 

Applicant’s position/rationale 

{} 

 

… 

<C. Questions on Clinical development 

 

<D. Procedural Questions 
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Meeting Minutes 
 

Paul-Ehrlich-Institute Scientific Advice Meeting 
 

<DATE> 
 

This template shall serve as an example for how to structure a minutes 

document. 

<Applicant Name> 
 

<Product Name> 
 
<Therapeutic indication> 

 

 
Applicant participants: 
 
 

 

 
 

 

 

PEI participants:  
 

 

 
 

 

 

 
Disclaimer: 

Scientific Advice given by the Paul-Ehrlich-Institut (PEI) is not legally binding for any future 

authorisation procedure. The answers are based on the submitted questions and the 

information provided in the briefing document and cannot account for future changes and 
developments in scientific knowledge or regulatory requirements. The fee related to 

Scientific Advice can be found in the Ministry of Health Fee Ordinance (BMGBGebV) : Section 

3 Drug Law (AMG), Table 3, No. 20.1 
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A. Questions on Quality development 

 

Question 1: 
 

<Repeat the question as presented in the briefing document.> 

 

Discussion with PEI 
PEI (dis-)agreed…/PEI stimmte (nicht) zu… 

PEI suggested that…/PEI schlug vor… 

PEI recommended…./PEI empfahl…. 

The Applicant explained/clarified…/Der Antragsteller erklärte/erläuterte 
The Applicant responded…/Der Antragsteller antwortete… 

… 

 

Question 2: 

 
<Repeat the question as presented in the briefing document.> 

 

Discussion with PEI 

 
PEI (dis-)agreed…/PEI stimmte (nicht) zu… 

PEI suggested that…/PEI schlug vor… 

PEI recommended…./PEI empfahl…. 

The Applicant explained/clarified…/Der Antragsteller erklärte/erläuterte 
The Applicant responded…/Der Antragsteller antwortete… 

… 

 

 

 


