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Attendees welcome  
 
Clinical trials in the strategic perspective of the HMA European 

network  

 

Introductory remarks / Overview of CTFG (Clinical Trials Facilitation Group) 

activity report and action plan 

 

Towards harmonisation of clinical trial applications and 
assessment 
Moderators : Chris Parkinson (GSK) / Chantal Bélorgey   

 

The VHP (Voluntary Harmonisation Procedure): experience and perspectives 

 

Questions and discussion 

 

Coffee break 

 

Can we use a risk based approach for clinical trial applications and 

assessment ? 

 

The new CTA (Clinical Trial Application) guidance 

 

Questions and discussion  

 
Lunch 

 

How to coordinate the assessment of clinical trials safety 
information? 
Moderators : Nathalie Dubois (EORTC) / Chantal Bélorgey   

 

Presentation of the DSUR (Development Safety Update Report) 

 

Questions and discussion 

 

The CTFG perspectives on clinical trials safety assessment 

 

How Eudravigilance (EV-CTM) can facilitate work sharing ? 

 

Questions and discussion  

 
Closing remarks 
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