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Classified as public by the European Medicines Agency 

Documents reviewed by patients
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Document Review time

Medicine overviews* 8-10 days

Safety communications* 12-24 hours

Package leaflets 10 days

Herbal summaries 10 days



Classified as public by the European Medicines Agency 

What is EMA looking for in the review? 

We want reviewers to tell us if:

• The document is clear

• There is complicated/oversimplified language

• There is important information missing

• The numbers and scientific data (such as study findings) make sense
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Medicine Overview
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• European Public Assessment Report (EPAR): details of the  scientific 

assessment of an authorised medicine

• Medicine Overview: a public-friendly version, based on the EPAR, 

explains in Q&A format what the medicine is and how it came to be 

authorised.

Medicine 
overview: 

Drafted by EMA 
medical writers

Reviewed by 
EMA 

staff/CHMP 
member

Reviewed by 
patients

Shared with the 
pharmaceutical 

company

Translated into 
all official EU 
languages
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Safety communication
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Safety communications convey important, emerging messages 

on the use of authorised medicines:

• at the start of a safety review to alert to a potential 
concern;

• at the end with specific recommendations for patients 
and healthcare professionals.

Safety 
communications: 
Drafted by EMA 
medical writers

Reviewed by EMA 
staff and experts

Reviewed by 
patients and 
healthcare 

professionals

Shared with the 
pharmaceutical 

company

First published in 
English and 

translated into all 
official EU 
languages
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Example
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To take in review comments, we consider:

• how the change affects other parts of the document

• if others have commented on the same wording

• if the suggestion demands a high level of technical knowledge on the reader’s part 

• if the suggestion affects standard (and pre-translated) wording

A suggestion might not lead to immediate change but may be considered for our 

periodic review of the template.

Overview of patient involvement in EMA public communications 6



Classified as public by the European Medicines Agency 

Patient review, impact and feedback 

Impact of review
50% of changes proposed 
incorporated into final documents

Feedback
Provided on documents such 
medicine overviews, safety 
communications and herbal 
summaries 
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22.44%

10.26%

23.72%

19.23%

7.05%

10.90%

0.64%
2.56%

2.56%

1 - What is …
2 - How is it used
3 - How does it work
4 - Benefits
5 - Risks
6 - Why is it introduced
7 - Awaited info
8 - Safety measures
9 - Other info
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Information materials on COVID-19 vaccines: 
Key facts

• Questions and answers format

• General public

• Addresses commonly received questions

Published √

HOW ARE WE COMMUNICATING?
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PCWP involved in 
user testing and in 

EMAs pandemic task 
force 
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• More detailed information on how COVID-
19 vaccines are developed, evaluated, 
approved and monitored post-marketing

• Professional audiences and general public

• Addresses commonly received questions

• Graphics to illustrate concepts

Published √

Information materials on COVID-19 vaccines: 
Development, evaluation, approval and monitoring

HOW ARE WE COMMUNICATING?
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Any questions?

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Send us a question Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News
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