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@ EMA

EUROPEAN MEDICINES AGENCY Heads of Medicines Agencies
Commission

Proposal for ACT EU MSP Advisory Group

Presented by
Ana Zanoletty (Head of Clinical Trials Transformation, Data Analytics and Methods Task Force) and
Maria Filancia (Liaison specialist, Public and Stakeholders Engagement Department)

PCWP/HCPWP joint meeting, 20 September 2023

An agency of the European Union



The MSP will make use of diiferent instruments and tools such as:

MOPEAN MEDICINES AGENCY

Multi-Stakeholder Platform (MSP) and MSP Advisory Group (AG)

Multi Stakeholder Platform

a vehicle for regulators and stakeholders to ensure that stakeholders views are incorporated in ACT EU,

come together, voice their views and collaborate on improving clinical trials for European patients and citizens.

all ACT EU multi-stakeholder events; .
Other engagement tools (including consultations,
groups, etc).

the MSP Advisory Group (MSP AG)
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Multi-stakeholder Platform (MSP) and MSP Advisory Group (AG)
@ MSP Advisory Group

.;. Group represented by key stakeholders’ groups (patients/consumers, healthcare

o professionals, academia, industry EU trades, funders) enabling dialogue with regulators.
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The MSP AG supports the running of the MSP through:

« Strategic advice to the ACT EU programme on stakeholder -

priorities and suitable engagement tools.

of topic specific initiatives/communication.




MSP Advisory Group composition
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tzo stakeholder permanent representatives selected via public call for expression of

. interest: 4 representatives for each stakeholder group: industry EU trade organisations,
patients/consumers organisations (inc. PCWP), healthcare professionals organisations

(inc. HCPWP), academia, research funders.
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« 2 Co-chairs to be selected.

. » Regular participation of ACT EU Priority Actions representatives.
> Ad hoc participation of other regulators (including ethics committees and international
authorities) and stakeholders based on agenda topics.
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MSP AG organisational aspects
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« Secretariat: initially supported by EMA until 2025. Reports to ACT EU
Steering Group.

« Meeting frequency: at least 2 times a year V|rtual/hybr|d + wrltten
consultations as required. ‘

« Mandate/rules of procedures agreed by MSP AG and adherence to it
monitored as needed.




Tentative Next steps

1. September Endorsement of the proposal by the ACT EU Steering group.
2. October-November public call for expression of interest.
3. December-2024 establishment of the MSP AG with:

« Call for stakeholders’ Co-Chair nomination

« Adoption of mandate & rules of procedure

« Agreement on 2024 meeting schedule



MEDICINES AGENCY Heads

Any questions?

Further information

ACTEU@ema.Europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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