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European Medicines Agency’s (EMA) main 
responsibilities 
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evaluation of marketing authorisation applications 
of medicines; 

coordination of pharmacovigilance in the EU; 

provision of scientific advice during drug 
development; 

evaluation for orphan designation and paediatric 
investigation plans.  



But also… 

Provides information to patients, consumers and healthcare 
professionals (HCPs) on the medicines that the Agency evaluates. 

 

• Good quality; 
• Science/ evidence – based; 
• Unbiased, independent; 
• Timely; 
• Up-to-date; 
• Adapted to the target audience. 
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EMA information on medicines 

Good quality – evidence/ 
science based 

Done in parallel to the scientific 
assessment; 

Written by experts in communication,  
but reviewed by the assessors; 

Consistent with the scientific conclusions. 

3 



EMA information on medicines 

Timely 

An important outcome of the 
evaluation process; 

Predictability – often follows cycle  
of scientific committees; 

Immediate if urgent, emerging issue. 
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EMA information on medicines 

Up-to-date 

As new information becomes 
available; 

Any variation to the marketing 
authorisation/conditions of use  

is timely incorporated. 
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EMA information on medicines 

Adapted to the target audience 

Specific tools/communications  for 
patients and healthcare professionals; 

Information is prepared by specialists in 
writing for lay public and user- tested by 
patients and healthcare professionals; 

(Key information) available in all  
EU languages. 
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What information on medicines does EMA 
provide? 
•EMA holds a database with comprehensive information on 
all medicines authorised centrally (via EMA); 

 

•DOES NOT include full information on medicines authorised 
via decentralised/ national procedures; 

 
•Also communicates on emerging safety issues (for all 
medicines authorised in EU) – 2012 PhV legislation. 
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EMA website – main channel of communication 
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What information on medicines does EMA 
provide? 

Pre-
authorisation Authorisation Post- 

authorisation 
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Information on: 
 
• Clinical Trials 
• Orphan designation 
• Paediatric 

investigation plans 
 

Comprehensive info 
on the medicine: 
 
• benefit-risk 

evaluation 
 
• conditions of use 
 

 
 

• Any variation 
 

• Other relevant 
(safety) info 

 



Pre-authorisation 
Orphans and paediatrics 

Information on: 
 
•medicines under development which have been designated as 
orphan; 

•review of orphan designation at the time of the medicine’s 
authorisation; 

•opinions and decisions on paediatric investigation plans. 

 

Information available only in English. 
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Public summary of opinion on orphan 
designation 
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Pre-authorisation 
Clinical Trials 

•Information on CT – the EU Clinical Trials Register website: 
https://www.clinicaltrialsregister.eu/ 

•The Register allows to search for information on CT in the EU 
Member States. 

• Information on: 

• trial design 

• sponsor 

• investigated product and therapeutic area 

• the status of the trial 

• trial summary results 
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https://www.clinicaltrialsregister.eu/


Pre-authorisation 
Clinical Trials 
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At the time of authorisation: EPAR 
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• Information in lay language on the 
benefits and risks of medicine and how 
it was assessed 

EPAR  
summary 

• SmPC - for health professionals 
• Package leaflet (info on the use of 

medicine) - for patients 

Product 
Information 

• Summary of the medicine’s safety 
profile and the measures taken to 
prevent or minimise its risks. 

Summary of risk 
management 

plan 

• The full scientific evaluation Assessment 
report 



EPAR summary 
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EPAR summary 

•EMA ‘landing’ page for each medicine (centrally) authorised; 

•Written in lay language for lay audience; 

•Available in all EU languages; 

•Constantly kept updated; 

•Summarises the evaluation of each medicine: 

• Explains the reasons why the medicine is approved (why its benefit/risk 
is positive); 

• Briefly describes what it is used for. 
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EPAR summary 
• Provides access (links) to the ‘product information’ (SmPC and 

Package Leaflet) and, if the reader wants to know more, to: 

• Summary of RMP; 

• Scientific assessment report. 
 

• Undergone a recent update (format and content): 

• More user-friendly and better explain the reasons leading to the 
medicine’s approval. 

 
• Prepared by specialists, in close collaboration with assessors 

and always user-tested by patients, consumers and HCPs 
during preparation. 

Example: Sirturo 
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002614/human_med_001730.jsp&mid=WC0b01ac058001d124


RMP summary 
•First published in March 2014 - 1 year pilot phase; 

•Increased transparency and access to relevant (safety) 
information; 

•Complements and links to the EPAR summary and Product 
Information; 

•Target audience: 

• Primarily – stakeholders with professional interest in medicines; 

• Secondary – useful resource for any member of the public who wants to 
know more about his/her medicine. 

 

Example: Sirturo 
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002614/human_med_001730.jsp&mid=WC0b01ac058001d124


RMP summary – an example 
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RMP summary – an example 
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Post-authorisation 
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• New therapeutic 
indications; 
 
 

• New 
contraindications; 

 
 
• Other variations. 

• Update of EPAR 
summary; 

 
• Update of Product 

Information; 
 
• Update of RMP 

summary; 
 
• Publication of relevant 

assessment report. 
 



Emerging (safety) communication 
Example of safety referrals 
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Start of safety 
referral by 

PRAC 
PRAC 

recommendation CHMP/CMD(h) 



Human medicines Highlights Newsletter 
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Information on adverse drug reactions 
http://www.adrreports.eu 

•EU database with information on ‘suspected adverse drug 
reactions’ for medicines authorised in the EU. 
 

•A phased development:  

• so far, only for medicines approved via centralised procedure. 
 

•The reports are constantly updated. 
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EU database of suspected adverse drug 
reactions reports - http://www.adrreports.eu/ 
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Conclusions 

•Patients, consumers and healthcare professionals – key 
stakeholders for EMA; 
 

•Important steps in recent years in adapting and focusing our 
communication to them 

• Producing specific information and tools for them 
 

•In order to succeed: 

• Strong collaboration with Patients and healthcare professionals’ 
organisations; 

• Working in the context of EU Regulatory Network (EU Member States, 
European Commission and EMA). 
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Conclusions 

•Progressively more regulatory authorities in the EU target their 
communications to medicine users; 
 

•Website is the main tool for EMA communication; 
 

•Predictability and coordination of emerging (safety) information 
is paramount: 

• Among regulatory authorities while involving patients and healthcare 
professionals. 
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Thank you for your attention. 
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