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European Health Union:
Helping the transition to the new rules on medical
devices and in vitro diagnostics

In 2017, the EU introduced new rules for medical devices and in vitro diagnostics to ensure a
better protection of public health and patient safety.

Despite considerable progress in transitioning to these rules and the additional time given
to the sector to implement them, the transition remains slow. In 2023, the Commission
took measures to ensure the availability of medical devices and is now proposing taking
additional steps to ensure the availability of high risk in vitro diagnostics by May 2025.

The priority is to ensure that patients have access to safe and qualitative medical
devices and in vitro diagnostics.
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ONGOING NON-LEGISLATIVE ACTIONS TO SUPPORT THE TRANSITION

ACTIONS TO INCREASE THE CAPACITY OF NOTIFIED
BODIES AND HELPING PREPARE MANUFACTURERS

Position paper by Medical Device Coordination Group

identifying actions to increase notified body capacity, the STOCK TAKING OF REGULATORY FRAMEWORK
access to notified bodies and manufacturer preparedness AND TRANSITION (EU4HEALTH)
(MDCG 2022-14 position paper)
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