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 To seek public opinion, suggestions and 

recommendations on the acceptability of the 

risks associated with the medicine/class of 

medicines concerned, particularly in relation to its 

therapeutic effects and therapeutic 

alternatives available, as well as on the feasibility 

and acceptability of risk management and 

minimisation activities. 

 

 

Purpose of a public hearing 
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Aims of a public hearing  

Trust 

Increase 
transparency 
by opening up 
the scientific 
evaluation 
process 

Empower EU 
citizens by 

giving them a 
voice in the 

evaluation of the 
safety of 
medicines 

Improve the 
public’s 

understanding 
of the scientific 
and regulatory 

process 
throughout the 

product’s 
lifecycle 

Add value to 
the evaluation 
process beyond 

existing 
channels of 
stakeholder 
engagement 
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When to hold them?  
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Regulatory 
decision 
making 

Assessment 
Gathering 
evidence 

Public 

hearing 

Public 

hearing 

Alternative means of gathering civil society input 



Key principles 

PRAC decides. 

Case-by-case basis, in the context of certain referral procedures under 
Art. 31 or Art. 107i of Directive 2001/83/EU. 

In English only.  

Held as part of the monthly meetings of the PRAC. 

The duration of a public hearing should not exceed three hours. 

No reimbursement for speakers. 

Public can both actively participate and also listen to the proceedings. 

Rules will be regularly revised. 
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Nature and extent 
of the safety 

concern 

Risk management 
alternatives 

Therapeutic effect  

Impact of possible 
regulatory actions 

Impact on 
scientific decision-

making 

Expressed public 
interest 

Trust Educational value  
Costs/availability 

of alternatives 

Evaluating the need for a public hearing 
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Organisation of a public hearing 
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• On the website 

• Summary of the issue 

• Specific questions 

• Date and time 

• Location 

• Registration 
information & 
instruction 

 

Announcement 

• Who can attend? 

• Requesting to speak 

• Review of speaking 
requests 

• List of speakers 

Participation 
• Full transparency 

through live-broadcast 

• Active engagement 
with the public 

Conduct of 
Public hearing 



• Adoption of the Draft Rules of Procedure on the 

organisation and conduct of public hearings by PRAC 

• Public consultation 

• Adoption of Rules of Procedure by EMA Management 

Board 

• Entry into effect 

 

 

 

Rules of procedure – journey ahead 
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Your involvement 

• Discussion of the proposed draft rules prior to 
adoption by PRAC 

• Expression of interest invited to participate in a 
small working group 

• Working group to be convened via teleconference 
(est. 2 meetings over the next 6 weeks) 

Interested? Please send an email with your contact 
details to monika.benstetter@ema.europa.eu by 
Friday, 27 September.  

Any comments on the draft Rules can be sent to the 
same email address by 7 October 2013. 
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