From your stakeholder group perspective, what is the key feature that the
multi-stakeholder platform should have?

Goal of the MSP

Supporting a thriving clinical trial ecosystem in Europe by providing open and transparent communication and collaboration between its key
players: sponsors, investigators, ethic committees, regulators, patients. Clear KPls defined to monitor this goal.

Focus of discussions

Common priorities across the evidence generation continuum: finding common solutions to pain points and driving implementation.
Address current challenges and design the fuure together: priorities for a future thriving ecosystem.

1) Use of innovative methodologies and technologies.

2) Risk based approach to regulatory assessments based on proportionality, risk to patient safety and risk to data integrity.

3) Legislation and guidance impacting CTs: address challenges linked to their implementation and monitor needs for changes in legislation

Features and principles: 1) Key role for Ad hoc groups and pilots. 2) Shared leadership among stakeholders

ACT-EU MSP SG

Representatives from all key stakeholders with an equal voice
Decides on priorities for ad-hoc groups and activating pilots and ensures actions are taken beyond pilots
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Ad hoc groups Pilots
Discuss individual topics decided by MSP SG Test solutions discussed in Ad-hoc group.
Participation based on expertise and experience L Clear goals, objectives to be tested and success criteria.
Supported by case studies and learnings Defined start and end - clear steps after if successful
Concrete goals and objectives Transparent call for interest, and transparent decision /

\ Connected to relevant EMA and HMA working groups j \ making j'

Classified as public by the European Medicines Agency
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