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NOTIFICATION
Addendum
The following communication, dated 21 February 2025, is being circulated at the request of the delegation of the United Kingdom.

_______________


Title: The Medical Devices (Post-market Surveillance Requirements) (Amendment) (Great Britain) Regulations 2024
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Description: The Medical Devices (Post-market Surveillance Requirements) (Amendment) (Great Britain) Regulations 2024
These regulations will clarify and strengthen the post-market surveillance (PMS) requirements for medical devices in use in Great Britain. These regulations will introduce new PMS requirements for medical devices that prioritise patient safety, while still giving patients access to the safe medical devices they need and ensuring the UK remains an attractive market for medical technology innovators. These requirements will facilitate greater traceability of incidents and trends enabling the MHRA to act swiftly when needed to address safety issues and support the entire health system in better protecting patients.
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