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Outline 

• PRAC’s current approach to benefit risk 
communication 

 

• PRAC’s activities  to strengthen its benefit 
risk communication 

 

• A perspective on the challenges still to be 
tackled 
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Reminder - Mandate of Pharmacovigilance 
Risk Assessment Committee 

All aspects of the risk management of the use 
of medicinal products including the detection, 
assessment, minimisation and communication 
relating to the risk of adverse reactions, having 

due regard to the therapeutic effect of the 
medicinal product, the design and evaluation of 

post-authorisation safety studies and 
pharmacovigilance audit 
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How safety communications evolve 

Start of safety 
review by PRAC 

PRAC 
recommendation 

CHMP/CMD(h) 
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PRAC’s role in safety communication 

“Under the coordination 
of the Agency, the 
Member States shall 
make all reasonable 
efforts to agree on a 
common message 

 

The PRAC shall at the 
request of the Agency 
provide advice on 
those safety 
announcements” 
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Information in member states 
National Web-Portals 

 

National web-portal to contain: 
 

–Public assessment Reports and Summaries  

–SPCs and PILs 

–Summary Risk Management Plans    

–List of substances under additional monitoring 

–Information on how to report and electronic 
reporting forms 

–Important information for the public 
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But there are questions… 

• Does this wealth of information support 
benefit risk judgments? 

 

• How can we know that risk has been 
minimised in practice and measure the 
impact of action? 
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PRAC’s approach to BR communication 

• Clarity on scientific evidence – absolute 
risk, exposure to medicine, background 
rates, age stratified etc 

• Clarity on uncertainties where possible, 
and  efforts to address these 

• Taking account of the therapeutic context 
– place of medicine, alternatives 

• Incorporating views of medicines users 
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PRAC ‘s links with the real world  
- HCP and patient representatives 
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PRAC’s activities to strengthen benefit 
risk communication 

• Learning from experience, exploring 
new approaches and updating GVP 
guidance accordingly 

• Participating in and linking with 
research –evaluating new methodologies  

• Fostering public understanding of 
regulatory decision-making 

• Monitoring effectiveness of risk 
minimisation 
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Graphical representation of incidence rate estimates for 

VTE associated with combined hormonal contraceptives 
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Effectiveness of Risk Minimisation  
Use of Gadolinium contrast agents after nephrogenic systemic fibrosis 

 Gadolinium-containing agents 

UK Usage 2006 - 2010
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Challenges still to be tackled? 

• Are we getting the balance right or 
is there too much on risk and not 
enough on benefit? 

• Are we reaching the right 
audiences and tailoring the 
messages to audience needs? 

• Do PRAC’s communications have 
an impact on benefit risk 
judgements? 
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Statins - a UK learning experience… 
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