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The Commission has not received communications or reports indicating that such products
have been refused market access, withdrawn, or had a change in classification in the EU
because of the regulatory framework. Furthermore, Member States have not reported safety
concerns, market-surveillance actions or national restrictions relating to such products to the
Commission, as actions related to market-surveillance fall under the competence of the
Member States.

On 16 December 2025, the Commission proposed a targeted simplification of the rules for
medical devices, based on its evaluation of the current framework!. This proposal aims to
make the current rules for medical devices easier, faster and more effective to further promote
competitiveness, innovation and a high-level of patient safety in this key sector.

! https://health.ec.europa.eu/medical-devices-sector/new-regulations_en.
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