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From innovation to implementation: the FAMHP's role in the vaccine pathway 
 
 

9.00 AM 

Welcome (and agenda presentation) 

Hugues Malonne, General Administrator (FAMHP) 

Laurence Vigneron, Coordinator Centre of Excellence (FAMHP) 

9.10 AM The FAMHP strategic plan for vaccines and the Vaccines Centre of Excellence 

Laurence Vigneron, Coordinator Centre of Excellence (FAMHP) 

Session 1 

How FAMHP supports vaccine development pre-licensure and clinical trials 

Chair: Pierre Van Damme (Vaccinopolis, EPIV, U.Antwerpen) and Sylvie Ponchaut (BioWin) 

9.30 AM The vaccine clinical trials in Belgium and in EU  

Nele Steens, DG PRE, Research and Development (FAMHP) 

10.00 AM Sponsor’s and site’s perspective: Belgium as a vaccine clinical trial hub 

Nathalie Lambot (Pharma.be) and Isabel Leroux-Roels (UZGent, CEVAC) 

10.30 AM Coffee break 

11.00 AM 
Ensuring Safety: Best Practices in Vaccine Clinical Trial Monitoring  

Elena Prokofyeva, DG POST, pharmacovigilance, safety in clinical trials unit (FAMHP) 

11.30 AM 

Vaccine-related National Scientific-Technical Advice (STA) and Simultaneous 
National Scientific Advice (SNSA) requests 

Christophe Lahorte, DG PRE, National Innovation Office and Scientific-Technical Advice 
(FAMHP) 

 

12.00 PM Conclusion by the chairs 
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12.15 PM Lunch break 

Session 2 

Shared experience on new vaccine licensure and perspectives to use real-world data 

Chair: Jean-Michel Dogné (U. Namur) and Jamila Hamdani (FAMHP) 

13.45 PM 

Clinical principles for vaccine licensure and monitoring: experience sharing  

- Marketing Authorisation for vaccines against infectious diseases (Inne Crèvecoeur, 
FAMHP) 

- Pharmacovigilance activities for vaccines (Martine Sabbe, FAMHP) 

14.30 PM 
Real-world evidence generation and use for regulatory and public health decisions on 
vaccines: EMA perspective 

Catherine Cohet, RWE workstream, Data Analytics and Methods Task Force (EMA) 

15.00 PM Conclusion by the chairs 

15.15 PM Coffee break 

Session 3 

Vaccine implementation: recommendations and data from the field 

Chair: Steven Van Gucht (Sciensano) and Arnaud Marchant (EPIV, ULB) 

15.45 PM Superior Health Council: ways of working and latest recommendations  

Steven Callens (UZ Gent and co-chair Belgium NITAG) 

16.15 PM 
New recommendations for pneumococcal vaccination in children. An example of the 
key role played by epidemiological surveillance 

Stefanie Desmet (UZ Leuven) and Sophie Blumental (CHIREC, ULB and Belgium NITAG) 

16.45 PM Conclusions and closure 

All chairs  

17.15 PM Meeting end 

 


