Info session : Clinical Trial Regulation

Future Strategy : points of interest
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1: First priorities :

» Smooth transition form Directive towards Regulation

» Forecast CTR mono — and multinational ?

» Role of Belgium as Reference Member State ?

» Preparing for the implementing act on safety : go live 31 Jan 2022

» Preparing for the Union controls at MS level

g Deelname FAGG aan verschillende werkgroepen




2. Additional projects

» Innovative complex clinical trial designs
- Joint CTFG-EMA-COM WG on Q&A
- EFPIA Workshop 5 — 6 October

» Decentralised trials

- Joint CTFG-EMA-COM recommendation paper

» EU 4 Health projects

- Expedited assessment for COVID 19 therapeutics
- Coordinated Safety assesment
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3: Future CTR info session(s) : topics

» 25 th November 2021 : CTIS ( sandbox availability )

Your ideas ??
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Contact

Agence fédérale des médicaments et
des produits de sante - 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 I'AFMPS sur Facebook, Twitter, LinkedIn
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Vos médicaments et produits de santég,
notre préoccupation

Uw geneesmiddelen en
gezondheidsproducten, onze zorg




