
 
11 December 2013 
EMA/644851/2013 
Stakeholders and Communication 

EMA Human Scientific Committees' Working Party with 
Patients' and Consumers' Organisations (PCWP) meeting 
with all eligible organisations 
Agenda 

Co-chairpersons: Isabelle Moulon (EMA) - David Haerry (EATG) 

Wednesday, 11 December 2013 – 09:00hrs – 16:30hrs – Conference room 4B  

European Medicines Agency (EMA) - 7 Westferry Circus, Canary Wharf, London E14 4HB 

Time Agenda item Action Speaker 

09:00 Welcome and introduction / health and safety info 
Adoption of the agenda 
 

 I. Moulon (EMA)/ 
D. Haerry (EATG) 
 

1. Involvement of patient/consumer organisations in EMA activities 

09:05 1.1 Overview of activities 2013 
 

For information  N. Bere (EMA) 

09:15 1.2 Revision of the framework of interaction between 
EMA and patients/consumers 
 

For discussion  I. Moulon (EMA) 

09:45 1.3 Funding of patient/consumer organisations 
 

For discussion  J. Garcia (EMA) 

10:30 Coffee break 

10:45 1.4 Update on conflicts of interest policy 
 

For information  
 

N. Wathion (EMA)  

11:15 1.5 Update on preparation for Public hearings 
 

For information  
 

M. Benstetter 
(EMA)  

12:00 Lunch 
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13:00 1.6 Medicine shortages; feedback from workshop and 

common position paper 
 

For information  
 

F. Houÿez 
(Eurordis) 

2. Involvement of patient representatives in EMA committees  

13:20 2.1 Committees’ representatives’ role in the PCWP 
 

For discussion  
 

D. Haerry (EATG) 

13:30 2.2 One year’s experience of PRAC 
(Experience, impact on patients, communication) 
 

For information  
 

P. Arlett (EMA)  
Albert van der 
Zeijden (IAPO) 
 

3. Pharmacovigilance 

14:00 3.1 Guideline on ADR reporting; outcome of PCWP 
drafting group 
 

For discussion  
 

N. Bere (EMA) 

14:25 3.2 Survey on communication on additional 
monitoring of medicines 
 

For information  D. Glanville (EMA)  

14:50 Coffee break 

4. Projects 

15:00 4.1 EMA’s collaboration with HTAs  
 
4.2 Feedback from HTA SA workshop 
Postponed until next meeting 
 

For information  
& discussion 

H-G. Eichler (EMA)       
 
J. Moseley (EMA) 

15:45 4.3 Update on EUPATI 
 
4.4. Collaboration at national level 
 

For information  
 

M. Mavris 
(Eurordis)  
D. Haerry (EATG) 
 

16:15 4.5 ADVANCE project – studies on vaccines safety & 
effectiveness 
 

For information  
 

P. Arlett (EMA)  

16:30 Close of meeting   
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