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Scope

Consistent guidance on clinical trials from the perspective of clinical trial approval, marketing 
authorisation and reimbursement facilitates the conduct of impactful clinical trials in Europe.

Therefore, experts from the Clinical Trial Coordination Group (CTCG), MedEthics EU, the EMA 
Methodology Working Party (MWP) and Health Technology Assessment Coordination Group’s (HTACG) 
Methodological and Procedural Guidance Subgroup (MPG SG) regularly exchange information on their 
activities under the umbrella of ACT EU and collaborate in the preparation of clinical trial methodology 
guidance on high-impact topics. 

Collaboration ranges from early review and consultation to co-drafting, depending on the topic and its 
relevance for the mandate of the respective expert group. 

This roadmap summarises the topics from the expert groups’ workplans identified for collaboration, 
highlighting the leading and collaborating groups. 

For reference, the workplans of the CTCG and MWP can be assessed here:
CTCG workplan
MWP workplan

https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/CTCG_workplan_2026-2027_Adopted.pdf
https://www.ema.europa.eu/en/documents/other/consolidated-3-year-rolling-work-plan-methodology-working-party-2026-2028_en.pdf


Classified as internal/staff & contractors by the European Medicines Agency 

Collaboration on clinical trial methodology guidance

ACT EU PRIORITY ACTION on CLINICAL TRIALS METHODOLOGIES

Note: the first icon indicates the lead of the respective activity

MWPCTCG MedEthics EU *Adoption by CTAG

Best practices for paediatric trials

HTA

• Reflection paper on the use of external controls for evidence generation in regulatory decision-making 

Reflection paper on platform trials

Revision of the recommendation on risk proportionate approach in clinical trials*

Position paper on patient involvement in clinical trials

Additional relevant expert groups will be involved as needed based on the topic.

Guidance on AI in clinical development
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