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Evolving clinical trials: increasing complexity 

and role of innovation in clinical trial designs and beyond
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• CTFG recommendations for initiation and conduct of complex clinical trials (2019)

https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html

https://health.ec.europa.eu/latest-updates/questions-and-answers-complex-clinical-trials-2022-06-02_en

• ACT EU priority action 8:

Develop and publish key methodologies guidance e.g. on AI/ML impacted CTs, complex trials, 

decentralised CTs and IVDR/CTR interface (to strengthen links between innovation and scientific advice fora) 

Reflection paper on platform trials (concept paper EMA/CHMP/840036/2022)

Breakout session: Complex Clinical Trials, focus on platform trials

Evolving collaborative regulatory guidance for CCTs
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Complex Clinical Trials (CCTs) – Questions and answers



Classified as public by the European Medicines Agency 
5

ACT EU workshop 

on methodology guidance 

23 November 2023

FAMHP/DG PRE/Assessors

Clinical 

operations

Participants/Interventions

Research 

question(s)

• Added value

• Novelty

• Change 

• Robustness

• Simple or complex

Impact on 

decision-making 

(regulatory, HTA, 

clinical, public 

health) and for 

Patients 

Enabling innovative designs and multi-stakeholder collaboration

Design/

analysis

Innovation 

Innovative 

designs



Classified as public by the European Medicines Agency 
6

ACT EU workshop 

on methodology guidance 

23 November 2023

FAMHP/DG PRE/Assessors

Contact
Federal Agency for Medicines and Health Products – FAMHP

Avenue Galilée - Galileelaan 5/03
1210 BRUSSELS

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

e-mail welcome@fagg-afmps.be

www.famhp.be

Follow the FAMHP on Facebook, Twitter and LinkedIn

Disclaimer 

The views and opinions expressed in this presentation are those 
of the individual presenter and should not be attributed to any organisation 

or working group with which the presenter is employed or affiliated

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