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1 October 2021 
EMA/526063/2021  

Agenda – 16th Industry Stakeholder Platform – Operation 
of EU Pharmacovigilance  
17 November 2021, 09:00-13:15, Virtual meeting 

Co-Chairs: Sabine Straus and Evdokia Korakianiti  

 

Item Agenda Time 

1. Welcome and matters arising 

- Sabine Straus and Evdokia Korakianiti 

09:00-09:10 

10 min 

2. Monitoring of COVID-19 products:  toolkit  

- Agnieszka Szmigiel / Emil Cochino, both EMA 

Q&A (All) 

09:10-09:50 

40 min 

3. PSUR: Adherence to PRAC recommendations for NAPs 

Viola Macolic-Sarinic, EMA 

09:50-10:05 

15 mins 

 

 Coffee break 10:05-10:15 

10 min 

4. GVPs update 

Industry comments on GVP M XVI  

- David Lewis, Novartis / Klaudija Marijanovic Barac, Pliva 

GVPs updates incl. GVP XVI and PPP addendum III 

- Priya Bahri, EMA 

Q&A (All) 

10:15-11:10 

25 min 

 

30 min 
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5. Guideline on Registry-based studies – update  

- Kelly Plueschke, EMA 

Q&A (All) 

11:10-11:40 

30 min 

6. Industry Perspective on PASS Impact and Pharmacovigilance 

obligations  

- Guy Demol, MSD 

Q&A (All) 

11:40-12:10 

30 min 

7. Access of the off-patent sector to aRMMs/follow up questionnaires of 

the reference products  

- Klaudija Marijanovic Barac, Pliva 

Q&A (All) 

12:10-12:40 

30 min 

8. EMA Medical Literature Monitoring (MLM) service update 

- Tom Paternoster-Howe, EMA 

Q&A (All) 

12:40-12:55 

15 min 

9. Summary and follow-up items 

Close of meeting 

- Sabine Straus and Evdokia Korakianiti 

END 

12:55-13:15 

20 min 
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