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Evolving clinical trials: increasing complexity
and role of innovation in clinical trial designs and beyond
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Evolving clinical trials ecosystem and innovation
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Evolving collaborative regulatory guidance for CCTs

« CTFG recommendations for initiation and conduct of complex clinical trials (2019)
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html
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« Q&A on Complex clinical trials (May 2022)_ e

Heads of Medicines Agencies

This document has been developed in close collaboration between the European Medicines

Agency, the Clinical Trials Coordination Group and the Clinical Trial Expert Group. It was

endorsed by those groups and by the ACT EU Steering Group.
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
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Complex Clinical Trials (CCTs) — Questions and answers

Important considerations for the planning and conduct of complex
clinical trials

Which additional considerations are needed for the design and
conduct of master protocol studies?

How to describe and explain Bayesian approaches in complex clinical
trials?

What are the considerations for planning, collection and use of control
data from within a complex clinical trial for regulatory purposes?

Which principles apply, and which regulatory pathways should be
considered when using biomarkers and biomarker assays in complex
clinical trials and consequently applying for marketing authorisations?

Safety, rights and well-being of participants

Transparency (balance with integrity) and communication between
regulators, sponsors and investigators
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Enabling innovative designs and multi-stakeholder collaboration
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Contact
Federal Agency for Medicines and Health Products - FAMHP

Avenue Galilée - Galileelaan 5/03
1210 BRUSSELS

tel. + 32 2528 40 00
fax + 32 2528 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
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