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Structure and timeline of the project

Start date End date

30 September, 2027

1 October, 2023

Research and analysis Methodology development Methodology test
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WP9 Scientific supervision and project management

WP8 Web portal, dissemination, exploitation, and communication
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WP1 Research and analysis on
state of play of pre-market

programs and implementation
barriers to EFS




WP1 Objectives and activities

Objectives

HEU
EFSE

011

Analyze the state of play and impact of pre-
market programs for MDs.

01.2

Identify gaps, barriers and challenges in pre-
market research that might affect the
implementation of the EU EFS Program.

01.3

Measure the impact of EFS on lifecycle
evidence generation and MDs safety.

vities

Act

Analysis of pre-market clinical investigation approval
pathways (PMAP) in 56 relevant jurisdictions (27
European Union + 3 European Economic Area + 26
non-European countries)

Systematic literature review of characteristics and
performance of pre-market approval programs

Development of a comprehensive database including
EFS studies registered on public databases (e.g.,
ClinicalTrial.gov) + interviews with industry
consortium members to collect their opinion and
experience with EFS

Survey to sponsors of clinical

investigations to collect their opinion and
experience on challenges faced during pre-market
clinical research




Survey to sponsors of clinical
investigations




The survey
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Focus: Participation:

* Pilot pre-market clinical investigations (Cl) that * Voluntary.
assess a medical device (MD) early in its
development phase. These include first-in-human,
early feasibility, and traditional feasibility clinical

« No anticipated risks associated in participating in
the project.

investigations. « 7-10 minutes to complete.
Alm ' « Responses anonymized and analysed in
) aggregate.

* Investigate experiences, challenges, and
perspectives on planning and conducting pre-
market clinical investigations for medical devices
in the pilot stage of clinical development.

* Involve medtech industry in shaping the proposed
framework for EFS in Europe and addressing
current challenges in pre-market clinical
investigations.



The survey

Distribution of the link: Timeline:
MedtechEurope * Survey open until 21 October 2024.

HEU-EFS website (www.heuefs.eu) and social
media.



http://www.heuefs.eu/
https://qualtricsxm8twrzh72c.qualtrics.com/jfe/form/SV_41MzDQ9LPFCi6dU
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Q&A
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Thank you!

This project is supported by the Innovative Health Initiative Joint Undertaking (JU) under grant agreement No 101112185.
The JU receives support from the European Union’s Horizon Europe research and innovation programme and life science
industries represented by MedTech Europe, COCIR, EFPIA, Vaccines Europe and EuropaBio.
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