EU4MEDTECH

European Framework for Advanced Medical
Technology Evaluation and Follow-up

EU4AMEDTECH is a transformative Horizon Europe project dedicated to enhancing
regulatory pathways for high-risk and innovative medical devices (MDs) and in-vitro
diagnhostic medical devices (IVDs) across Europe. Focused on improving evaluation
and lifecycle management, the project aims to ensure safer and more efficient
patient care. Bringing together 14 partners from 10 European countries,
EU4MEDTECH is shaping the future of medical technology.

S EU4AMEDTECH will develop a comprehensive framework and a digital
platform to support the integration of innovative solutions into
healthcare systems.
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‘_l | By bringing together academia, industry, healthcare providers, and
® regulatory bodies, the project bridges the gap between innovation and

practical implementation.
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Regulatory Efficiency Patient Safety Faster Market Access
Streamline compliance with Strengthen clinical and performance Accelerate the introduction of
MD/IVD regulations. evaluation methodologies to ensure cutting-edge medical devices.

safety and efficacy.
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PROJECT PHASES
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MAIN RESULTS

EU4MEDTECH Framework

X0 A comprehensive framework designed to standardize the generation and evaluation of
clinical and performance evidence for high-risk and innovative MDs and IVDs across pre-
market and post-market stages.

qﬁ?lb EU4MEDTECH Digital Platform

A cloud-based platform operationalizing the EU4AMEDTECH Framework. It features a
regulatory communication channel, global regulatory search functionality, a user
training module, and a data repository to streamline medical device evaluation
processes.

Validated Use Cases
Application and testing of the framework in three distinct use cases: Class Il and
implantable devices, Class C/D in vitro diagnostics, Software-based medical devices.
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" Recommendations for Common Specifications

Development of new guidelines and specifications to enhance the regulatory
environment, fostering innovation while maintaining safety and compliance.

o
m®

PROJECT PARTNERS
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“Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect
those of the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting
authority can be held responsible for them.”
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EU4MEDTECH

The Stakeholders Forum

The EU4AMEDTECH Stakeholders Forum is a dynamic platform for engagement, collaboration,
and knowledge exchange among regulators, notified bodies, industry leaders, healthcare
professionals, researchers, and patient organizations. By actively involving diverse
stakeholders, the Forum ensures that project outcomes align with real-world needs, regulatory
expectations, and industry challenges. It facilitates direct dialogue, enabling stakeholders to
contribute insights, share expertise, and co-develop solutions that enhance the regulatory
landscape for medical devices across Europe.

EU4MEDTECH FRAMEWORK

EU4MEDTECH DIGITAL PLATFORM

NCAs, NBs, EMA MDCs, SMEs AND

- MANUFACTURERS

HEALTHCARE PROVIDERS

' e q 8 g

N\ - l%'ﬂﬁi“
o ] L1

“ .i a2 ) I L 8

PATIENTS AND CITIZENS

HTA BODIES

Don’t miss your chance to help drive innovation in the MedTech sector!

Join the EU4MEDTECH Stakeholders Forum!

Become part of a vibrant community shaping the future of medical technology evaluation and
regulation in Europe. As a Forum member, you'll have the opportunity to participate in
discussions, workshops, and collaborate with key players from across the MedTech ecosystem.
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Stay informed and involved through the EU4MEDTECH newsletter and be the first to know
about project updates, upcoming events, and opportunities to engage.
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