
Info session : Clinical Trial Regulation

Count down has started : Go live 31 Jan 2022 

Are we ready ?  

23 th September 2021 Greet Musch 
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Deelname FAGG aan verschillende werkgroepen

1: General State of play at EU level : NCA (CTFG 09/2021) 
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Deelname FAGG aan verschillende werkgroepen

1: General State of play at EU level : Ethics committees
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Deelname FAGG aan verschillende werkgroepen

2 : Main concerns at MS level 

➢ Training :

- Optimising the workprocesses : preparing the use of CTIS in an

efficient way once the CTR goes live 

- CTIS : Master trainers plan to have access to the sandbox end of 

October

➢ Resources 

➢ Safety assessment and surveillance  and sufficient IT support for

implementing act on safety coöperation
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3: Best Practice guidance

➢ Assessment report : template and principles of coördination Reference 
Member State and Member State Concerned

➢ Harmonisation principles on 

- Validation
- Conditions
- Request for Information 
- Appeal procedures 
- ……   
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4 : CTIS 
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Agence fédérale des médicaments et 
des produits de santé – AFMPS

Federaal Agentschap voor Geneesmiddelen en 
Gezondheidsproducten - FAGG

Place Victor Hortaplein 40/40 
1060 BRUXELLES/BRUSSEL

tél.- tel. + 32 2 528 40 00
fax + 32 2 528 40 01

e-mail welcome@afmps.be/ welcome@fagg.be

www.afmps.be/www.fagg.be

Volg het FAGG op/Suivez l’AFMPS sur Facebook, Twitter, LinkedIn

Contact

mailto:welcome@afmps.be
mailto:welcome@afmps.be
http://www.afmps.be/www.fagg.be


Vos médicaments et produits de santé, 
notre préoccupation

Uw geneesmiddelen en 
gezondheidsproducten, onze zorg


