Info session : Clinical Trial Regulation

Count down has started : Go live 31 Jan 2022

Are we ready ?
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1. General State of play at EU level : NCA (CTFG 09/2021)
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1: General State of play at EU level : Ethics committees

Will additional

Ethics . Ethics commitiee Do ei‘hics resources be
NCA - EC National IT committees
_— committees Mational law in safety - training for EC | available at the
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restructure assessment : . moment of go-
pilots (if any) ? .
live ?
EMA master trainer| dependent on fee
epending on AP no program regaulation
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(October/November
} using the tools
depending on API no provided by EMA
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AP| dependent yes
api dependent no
Mot at the moment,
not possible until
national law is
A'Pelxdp:[:::;m- implemented. Plans
March 2022 to conduct either
national or VHP+ whatever is
pilotin Q3-Q4 of | available through
no 2021 EMA/CTFG
CTIS master
planned pilot in training+CTR
not foreseen VHP+ training

probably no

green/yellow-EC
vellow for safety
review




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 coGperation
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3: Best Practice guidance

» Assessment report : template and principles of co6rdination Reference
Member State and Member State Concerned

» Harmonisation principles on

Validation

Conditions

Request for Information
Appeal procedures
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4 : CTIS

Next steps - CTIS

*  Focus:

*  Ensure quality and stability of CTIS for successful go-live

*  Deliver essential technical support for safety monitoring

*  Change management and communication — we all need to get ready
* Get ready:

*  Define functions and processes embedding CTIS

*  Nominate the Member State Administrators

*  Define the form of MS organisations (NCA/IECs)

*  Choose the people to work with CTIS, train the people who

implement the processes

*  (Countdown has started:
* GolLive 31 January 2022
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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




