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The origins of the involvement 
Recommendations and Proposals for Action of the 
European Medicines Agency Committee for Medicinal 
Products for Human Use Working Group with Patients’ 
Organisations (2005) – the forefather of the current Patients’ and 
Consumers’ Working Party 

Need to have independent and validated 
information that is patient-focused and 
designed to meet the needs of different user 
groups 



Patients and consumers involved in reviewing: 
→Summary of European Public Assessment Report 

(EPAR) 
→Package leaflets for medicines 
→Since 2010, safety communications 
with the objective of ensuring readability and clear 
understanding of the public, improving the information 
aimed at patients for a safer use of the medicines & raising 
questions on unclear/missing information 

The origins of the involvement 



Summary of EPAR 
The European Public Assessment Report provides a comprehensive summary 
of available data on the quality, safety and efficacy of the product, justifying 
its authorisation and contains the product information and the summary 
 

The EPAR summary is a lay-
language document, which 
provides a summary of the 
grounds on which the 
Committee for Medicinal 
Products for Human Use 
based its recommendation 
for the medicine to receive 
a marketing authorisation 



General elements of the content: 
 
1. What is the medicine and what is it used for 
2. How to use it 
3. How the medicine works 
4. What benefits of the medicines have been shown in 

studies 
5. What are the risks associated with it? 
6. Why the medicine is approved 
7. What measures are being taken to ensure the safe 

and effective use of the medicine? 
8. Other information about it 
 
 

Summary of EPAR 



Package leaflets 

The package leaflet is given to the patient in the 
package in which the medicine is contained, and 
provides information related to the use of the medicine 

Contents: 
1. What is the medicine and what 

it is used for  
2. What you need to know before 

you use it 
3. How to use it 
4. Possible side effects  
5. How to store it 
6. Contents of the pack and other 

information  



Safety communications 

Safety communications refer to documents addressed 
to the public to present an important emerging 
message on a specific medicine that is already in the 
market 

Some examples: 
1. Withdrawal or 

suspension of a 
product for safety 
reasons  

2. New contraindications 
or warnings 

3. Defects in a product 



General principles of involvement 

→EMA consults experts specialised in the therapeutic 
area of the medicine & through nominated 
representatives of a patient group working with EMA 

→Only one round of consultation; but the final version 
will be circulated for information among the reviewers 

→EMA organises annual training for patients and 
patients representatives to empower them to take an 
active role  

→All documents subject for review are confidential until 
they are made public 



Special requirements for patients 

→English as the only official language for reviewing 
documents 

→Necessary access to information technology 
equipment and Internet 

→Strict deadlines in some cases (e.g.: 3-4 hours in 
cases of specially urgent safety concerns) 



Frequently 
asked 

questions 

How many 
documents to 

review?  
Expert may receive 
5-6 documents to 
review per year. 

What are the 
deadlines?  

For PLs and EPAR 
summaries, experts 

will have 10-15 
days; for safety 

communications, 
deadlines are 

stricter. 

How long to 
review the 
document?  

Not more than 30 
minutes-1 hour for 
EPAR summaries.  

PLs are longer, but 
not more than 1-2 

hours. 



Thank you for your attention! 
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