
12/06/2026, 11:40 Introduction and scope - GOV.UK

si; GOV-UK

Medicines & Healthcare products
Regulatory Agency

Guidance

Introduction and scope
Updated 5 September 2025

Contents

Scope (Regulation 44ZD)
Clarification of important terms (Regulation 44ZC)
Important changes introduced with implementation of the new legislation

OGL

© Crown copyright 2025

This publication is licensed underthe terms of the Open Government Licence v3.0 except where
otherwise stated. To view this licence, visit nationalarchives.gov.uk/doc/open-government-
licence/version/3 orwrite to the Information Policy Team, The NationalArchives, Kew, London
TW9 4DU, or email: psi@nationalarchives.gov.uk.

Where we have identified any third party copyright information you will need to obtain
permission from the copyright holders concerned.

This publication is available at https://www.gov.uk/government/publications/medical-devices-
post-market-surveillance-requirements/introduction-and-scope

The new set of regulations The Medical Devices (Post-market Surveillance
Requirements) (Amendment) (Great Britain) Regulations 2024
https://www.legislation.gov.uk/uksi/2024/1368/contents/made) amends the UK
Medical Devices Regulations 2002 (MDR 2002) by inserting a new Part 4A
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on post-market surveillance (PMS) requirements for medical devices,
including in vitro diagnostic (IVD) devices and active implantable medical
devices which apply within Great Britain (GB). It includes notification
requirements for incidents, and preventive and corrective actions taking
place after the device is first approved for the GB market.

Scope (Regulation 44ZD)
These requirements apply to medical devices placed on the market or put
into service in GB from 16 June 2025 onwards, regardless of certification. It
therefore is applicable to both CE marked and UKCA marked medical
devices.

This document provides guidance for manufacturers on the interpretation of
certain requirements in this Statutory Instrument (SI) 2024 No. 1368
https://www.legislation.gov.uk/uksi/2024/1368/contents/made). It is not intended
to address every requirement. This document is meant for guidance only,
you should refer to the legislation for the authoritative position, seeking
professional advice where required.

This table sets out the important changes introduced after the legislation
comes into force. https://www.gov.uk/government/publications/medical-devices-
post-market-surveillance-requirements/post-market-surveillance-requirements-for-
medical-devices-summary-of-main-changes)

Medical devices may currently be placed on the market or put into service
subject to Part Il (general medical devices), Ill (active implantable medical
devices) or IV (in vitro diagnostic (IVD) devices) of the UK MDR 2002. The
MHRA has published guidance for manufacturers on the different options for
conformity assessment https://www.gov.uk/guidance/medical-devices-conformity-
assessment-and-the-ukca-mark).

The PMS requirements differ dependent upon the basis for the chosen
conformity assessment. Only certain requirements apply to custom-made
devices in GB. The table of PMS obligations by medical device type
provides an illustration of which requirements apply.

For further information see MHRA guidance on Custom-made medical
devices in Great Britain https://www.gov.uk/government/publications/custom-
made-medical-devices).

This guidance includes links to a number of editable templates. These are
to assist manufacturers in supplying the necessary information. However,
the use of the templates is not mandatory unless otherwise stated.
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Devices to which the PMS regulations do not apply
Devices subject to clinical investigation or performance study
These requirements do not apply to devices subject to clinical investigation
or performance evaluation. This includes where the device already has a
UKCA or CE mark but is being used outside of the exact conditions of that
approval. it doesn't cover the use under investigation.

For further information on reporting serious adverse events (SAE), please
see our guidance on Clinical investigations for medical devices
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-
medical-device).

Devices that have a valid exceptional use authorisation in GB
These requirements do not apply to devices placed on the market or put
into service in accordance with an authorisation issued by the Secretary of
State under regulation 12(5), 26(3) or 39(2). However, such devices are
required to meet certain conditions which includes monitoring the safety and
performance of the device once it is in use in line with the requirements
within Part 4A.

For more information see our guidance on Exceptional Use Authorisation
https://www.gov.uk/guidance/exceptional-use-authorisation).

Discontinued devices
These requirements do not apply if Cca manufacturer no longer places any
further individual devices of a device model on the GB market or puts them
into service after 16 June 2025, the date on which this SI comes into force
(that is, they are discontinued prior to the SI coming into force.

Discontinued devices remain subject to the prior PMS requirements set out
in the relevant legislation, and detailed in these MEDDEV Vigilance
Guidance documents https://health.ec.europa.eu/document/download/c1a6aa0b-
d8c8-498b-8ed4-9f3c6211896d en), under 2.12 Post-Market Surveillance.

Different requirements apply to the European Union (EU) defined 'legacydevices' placed on the market or put into service in Northern Ireland.

Devices manufactured in house
This guidance does not apply to medical devices manufactured in house by
healthcare establishments (regardless whether custom-made). These
should follow the existing guidance for healthcare establishments that
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manufacture medical devices in-house
https://www.gov.uk/government/publications/in-house-manufacture-of-medical-
devices) on the MHRA website.

This guidance only applies to manufacturers and UK responsible persons,
or those reporting on their behalf. Patients, healthcare professionals and
other device users should refer to our guidance on Yellow Card reporting for
medical devices. https://yellowcard.mhra.gov.uk/medicaldevices)

Devices placed on the market or put into service up to
and including 16 June 2025

These requirements do not apply to individual devices placed on the
market, or put into service by the manufacturer before the SI comes into
force. These devices remain subject to the prior PMS requirements set out
in the relevant legislation, and detailed in these MEDDEV Vigilance
Guidance documents https://health.ec.europa.eu/document/download/c1a6aa0b-
d8c8-498b-8ed4-9f3c6211896d en), under 2.12 Post-Market Surveillance.

However, if any individual devices are placed on the GB market or into
service after 16 June 2025, all applicable requirements of the PMS
regulations must be complied with.

Where a manufacturer has a model on the market prior to and following 16
June 2025, two sets of PMS requirements will apply depending on when the
device involved was placed on the market. Manufacturers may find it more
straightforward to operate a single PMS system for all their devices. As the
new PMS requirements are generally more stringent than before, meeting
these is expected to fulfil prior requirements, although each manufacturer
should check this is the case for their medical devices.

Different requirements apply to the European Union (EU) defined 'legacydevices' placed on the market or put into service in Northern Ireland.

Northern Ireland

The Regulations apply to Great Britain (England, Wales and Scotland).
Medical devices placed on the market or put into service in Northern Ireland
(NI) must follow the post-market surveillance rules set out in EU MDR
2017/745 https://eur-lex.europa.eu/eli/reg/2017/745/oj/eng) and EU IVDR
2017/746 https://eur-lex.europa.eu/eli/reg/2017/746/oj/eng 09 explained by
guidance documents issues by the Medical Device Coordination Group
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(MDCG) https://health.ec.europa.eu/medical-devices-sector/new-
regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en).

Clarification of important terms
(Regulation 44ZC)
Regulation 44ZC defines a number of important terms, some of which are
further defined in this document. In particular, the terms lifetime and PMS
period have been defined to ensure post-market surveillance (PMS)
feedback continues to be gathered by the manufacturer until the end of the
period during which the manufacturer has validated that the device will
continue to perform as intended.

a) Lifetime of a device
The lifetime of a device runs from the time of manufacture/production date
to the end of the period the manufacturer has validated the device will
perform as intended, sometimes referred to as the expected service life
(see Figure 1). This includes the device shelf life, if it has one.

Figure 1 - Lifetime of a device
Date device is
placed on the End of shelf life /

Date of market / put into Date device is Date device reaches end End of
production service* first used of lifetime Iife

Reasonably foreseeable
additional use

(reasonable and realistic to
expect it may remain in use)

Validated use duration

LIFETIME of the device
(safe to use and performs as intended)

Potential lifespan of the device

b) Post-market surveillance period
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The regulation defines the PMS period as:

e beginning with the day on which the first device of a device model is put
into service by the manufacturer or placed on the market, whichever is
sooner, and

e ending with the end of the lifetime of the last device of that device model
that is put into service by the manufacturer or placed on the market,
whichever is later.

It is important to recognise that many medical devices continue to be used
beyond the device lifetime. The MHRA encourages manufacturers to
continue to gather PMS data beyond the device lifetime, throughout the
device's potential lifespan when it is reasonable and realistic to expect it
may remain in use (see Figure 2). Manufacturers should use their real-world
experience of the types of devices they manufacture to determine the
longest reasonably foreseeable period of use. This may alter over time
based on the PMS data collected on how the devices are being used and
performing once in use.

Examples include:

1. An implant may reasonably be tested and validated to continue to
perform as intended for 10 years, whereas management of clinical risks
supports leaving the implant in place until it begins to show signs of
failure. Gathering PMS information throughout the time the implant
remains in use helps develop understanding of the implant's long-term
Clinical functionality and ensures any unexpected late risks are picked up
as quickly as possible.

2. Large imaging systems installed in healthcare settings may in practice
continue to be used for economic and practical reasons beyond the
period of use for which they have been validated. Furthermore,
maintenance and replacement of components can extend the life of the
device. If safety or performance issues come to light from extended
usage of such a system, information would need to be shared with other
users to help avoid serious impact on patient care.

3. A wheelchair or mobility scooter is typically used until it can no longer
function or be repaired, especially in home setting. They may also be sold
on second hand a number of times.

4. Laboratory analytical instrumentation (for use as IVD) is often used
beyond its lifetime provided it is properly maintained and regularly
calibrated in compliance with quality requirements, for example Cca PCR
system.

5. Self-testing IVDs are often used beyond their lifetime by members of the
public, for example lateral flow tests for SARS-CoV-2".
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