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• Evolving role of regulatory authorities in benefit-risk communication: 

– Post-trust environment 

– New legislation 

– Higher demands from society and stakeholders 

– Today, a major outcome of regulatory process 

 
• Refocusing our target audiences: 

– From industry and regulators 

– To patients, consumers and healthcare professionals 

 
• Adapting and using different tools; 

 
• Built as an interactive, conversational process. 
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Good information and communication on benefit-risk 

• Allows to chose the right treatment and to make informed decisions on 

medicines; 

 

• Contributes to the safe and appropriate use of medicines; 

 

• Describes the risks, in the context of the benefits, and explains how to 

manage them; 

 

• Key, intrinsic element of the regulatory process, redounding to patient 

safety. 
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Elements of good benefit-risk communication  
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  Good quality  

    Science/evidence–based 

 Unbiased, independent 

 Timely 

 Up-to-date 

 

  Adapted to the target audience 
 



Elements of good benefit-risk communication  
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Good quality – evidence/ science based 

Accurate and clear. 

Done in parallel to the scientific assessment; 
Consistent with the scientific conclusions. 

Written by experts in communication,  

but reviewed by the assessors. 



Elements of good benefit-risk communication  
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Unbiased, independent 

Key feature of our communication. 

Rigorous control of any potential conflict of 
interest. 

Essential to build trust. 



Elements of good benefit-risk communication  
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Timely 

As soon as an issue arises; 

As an important outcome of the evaluation 
process. 

Consequently, needs to address uncertainties. 

Predictability – often follows cycle of scientific 
committees; 

Immediate if urgent, emerging issue. 



Elements of good benefit-risk communication  
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Up-to-date 

As new information becomes available. 

Any relevant change 
is timely incorporated and 

communicated. 



Elements of good benefit-risk communication  
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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. 

Multilingualism; 
Key EMA information available in all  

EU languages. 



Coordination of information within the EU regulatory Network 

9 

 
• Aim of coordinating information:  clear, consistent messages for EU 

patients and healthcare professionals 

 

• Prior to the publication of a key (safety) announcement, the Member States, 

the EMA or the European Commission inform each other (not less then 24 

hours in advance) 

 

• Criteria for coordination have been defined 

 

• The EMA is responsible for this coordination – ‘Early notification System’ 

 
 



Who provides information on benefit-risk within  EU 

Regulatory Network? 

Coordinated effort: 

• EMA holds comprehensive multilingual information on benefit-risk of medicines 

authorised centrally (via EMA); 

• EMA DOES NOT hold information on medicines authorised via decentralised/ national 

procedures – this is provided by NCAs at national level; 

• EMA also communicates on emerging safety issues (for all medicines authorised in EU) 

– 2012 PhV legislation; 

• EU medicines webportal – under development. 
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Means of benefit-risk communication 

Tools and channels (currently used by EU Regulatory Network): 

 
• Website and web-based communications 

• Direct healthcare professional communications (DHPC) 

• Press communications 

• Documents in lay language for patients and dedicated information for health 

professionals 

• Inter-authority communications (LTT) 

• Public enquiries 

• Bulletins and newsletters 

• Others (e.g. scientific journals, etc) 
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What and when information on medicines is provided? 
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Authorisation 
Post- 

authorisation 

Comprehensive information 
on the medicine’s: 
 

• Benefit-risk evaluation; 
 
• Conditions of use. 

 

 
 

 
 

 
• Any variation/change; 

 

• Other relevant (safety) 

info. 

 



Benefit-risk communication at the time of authorisation 
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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 - 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 



At time of authorisation 

Product information 

 

• Information on the benefit of the medicine is now included in the package 

leaflet; 

 
• Summary of the safety profile  is now included in the SmPC, and is the basis 

for the package leaflet’s safety information: 

- List the most serious side effects first 

- Followed by a list of all other side effects ordered by frequency 

- With advice on what to do 
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Product information 
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Product information 
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Product information 
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At time of authorisation 
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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; 

• Provides access (links) to other information (e.g. product information) 

• Summarises the evaluation of each medicine: 

- Explains the reasons why the medicine is approved (why its benefit/risk is positive). 

 



EPAR summary 
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At time of authorisation 
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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 

 



RMP summary – an example 
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RMP summary –  

an example 
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At time of authorisation 
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Assessment report 

 

• Updated structure of the section describing benefit-risk, including: 

 

– Description of the beneficial effects 

– Uncertainty in the knowledge about the beneficial effects 

– Unfavourable effects 

– Uncertainty in the knowledge about the unfavourable effects 

– Importance of favourable and unfavourable effects 

– Discussion on the benefit-risk balance 

– Conclusion 

 
 



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 

 



Post-authorisation 

Emerging (safety) communication 
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Start of safety 
referral by PRAC 

PRAC 
recommendation 

CHMP/CMD(h) 
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Collaboration with EU patients, consumers and healthcare 

professionals 
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• Collaboration with individuals nominated by ‘EU eligible organisations’: 

- Actively through and with PCWP and HCP WP (EMA working parties with patients, 

consumers and healthcare professionals) 

- No financial support available 

 
• Help us in: 

- Designing and adapting communication tools 

- Preparation of documents 

- Dissemination of key information timely among members 

 
• Very useful feedback and experience. 

 



Patient/healthcare professional involvement 
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Example: Combined Hormonal Contraceptives (CHCs) 

 

 European Society of 
Gynaecology 

European association of 
general practitioners 

European association of 
consumers (BEUC) 

European Institute of 
women’s health 

Positive feedback 
on pre-tested 

messages 



Benefit-risk communication: conclusions 
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• Is an integral part of the regulatory process, necessary to carrying out the 

EU regulatory network’s objective of protecting public health effectively; 

• Communication vs transparency (avoid ‘data dump’); 

• Patients, consumers and healthcare professionals – key audience for benefit-

risk communication; 

• Coordination, especially for new emerging information on benefit-risk is 

paramount in EU:  

– among regulatory authorities while involving patients and healthcare professionals 

• Must be evaluated to ensure optimal effectiveness. 



Thank you for your attention 


