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Innovation at scale for patients, the NHS and the economy

“The NHS is the best placed

: By 2030 “the UK will be one
Sl I e sioie o haf”e?s of the top 3 fastest places in Regulation at the pace of
the advances we are seeing in

Europe for patient access to : :
Artificial Intelligence and medpicinespand MedTech.” innovation

genomic science.”

THE UK'S MODERN

INDUSTRIAL

FIT FOR STRATEGY
THE FUTURE A
10 Year Health Plan
for England
= MHRA 2030
SHAPING OUR FUTURE

// ~ LIFE SCIENCES

Sector Plan
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2025: A year of progress for innovative MedTech regulation

Home © Health and socisleare » Medicines, medical devices » Medical devices regulation and safety

Guidance
Medical devices: post-market
surveillance requirements

How to interpret post-market surveillance (PMS)
requirements for medical devices in Great Britain.

June 25

Standard
Statement of Policy Intent: Early Access
to Innovative Medical Devices

Pubished

Introduction
The UK medical devices market is & cynamic and innovatiandriven sector. To ensure

that innovative technologies reach patients quickly and safely. the MHRAs taking key

earc!
ystem for investment. and highlight the

UK Updates: International Reliance, IVDs, UDI,
and Possible Indefinite Recognition of CE

Marking

September 25

MHRA's Al Airlock Pilot Paves the Way

for Rapid Integration of Al in Healthcare

Chief Officer - Digital and
Technologies,

Medicines and Healthcare
products Regulatory
Agency

United Kingdom

October ‘25

4V
Y HSA & IMDRF i

National Commission into
the Regulation of Al in
Healthcare

The National Commission into the Regulation of Al in
Healthcare is an expert, non-statutory advisory body
established by the MHRA to review current regulations and
provide recommendations for a new regulatory framework for
Alin healthcare.

February ‘26

Open consultation
Medical devices regulations: targeted
consultation on the indefinite
recognition of CE marked devices

From: Medicines and Healthcare products ory Agency

Published 16 February 2026
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Pre-market regulatory updates

 Finalising drafting with government legal
 Intending to lay in Parliament Q3 2026

» Debates potentially Q4 2026 — depending
on parliamentary timetables

» Expected to come into force in 2027

» Questionnaire live for 90 days alongside
WTO
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Draft Regulations laid before Parliament under paragraphs 8F(1) and (2c) and (f).and 12(1) of
Schedule 7 1o the Ewropean Union (Withdrawal) Act 2018 (c.16), and section 47(3) and (6)fa)
aof the Medicines and Medical Devices Act 2021 fe. 3), for approval by resolution of each House
of Parliament.

DRAFT STATUTORY INSTRUMENTS

2026 No. *=**

MEDICAL DEVICES

Medical Devices (Amendment) Regulations 2026

Made - - - -

Coming into force in accordance with regulation [

The Secretary of State makes the following Regulations in exercise of the powers conferred by
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Routes to market

C
30 June
2030

30 June
2028 Long term approach subject to
€ EU MDD, AIMDD consultation

C€ EUIVDD, IVDR, MDR
Subject to
parliamentary
processes

Int tional Medical Devi
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Live consultation: Indefinite recognition of CE

 Medical devices must be CE marked to be

| : 10 April 202
placed on the EU market Closes: 10 April 2026

» Certain regulations in MDR 2002 (including the | written responses can

essential requirements) can be treated as be posted to:
being satisfied if a device has a CE mark
« CE marked medical devices are therefore Medical Devices Consultation

recognised in GB until June 2028 or June 2030 MHRA
10 South Colonnade

« Approximately 90% of medical devices Canary Wharf
currently registered for the GB market are CE London
marked E14 4PU
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Early Access Pathway

* Accelerate safe access to innovative technologies

Standard

Statement of Policy Intent: Early
Access to Innovative Medical Devices

» Support research and development and strengthening
investment in the MedTech sector

The Early Access Service will provide: - . :
. . . . . The MHRA's initial plans on an Early Access service, which
. C_or_1d|t|onal access for innovative devices addressing unmet B devalopedifliitharthisushout 2005,
clinical needs
* Maintain patient access to devices where clinical investigation -
has ended and the manufacturer is awaiting approval e i e e

Next steps:

« Working groups with relevant stakeholders to develop policy
and design the pathway

* Invest in internal capability, systems and processes
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National Commission for the regulation of Al in Healthcare

« Brings together global Al leaders, clinicians and regulators to advise the
MHRA on the development of a new regulatory framework for Al in
healthcare, to be published in 2026

« Chaired by Prof. Alastair Denniston and Deputy Chaired by Prof.
Henrietta Hughes, the National Commission is also supported by four
working groups with specialist expertise

NationaCommission into

. the Regulation of Al in
» Informed by a Research and Engagement programme to ensure patients, Healthcare
clinicians, and industry can contribute in-depth insight through workshops
and del | beratlve foru ms The National Commission into the Regulation of Al in
Healthcare is an expert, non-statutory advisory body
estal.alished by the IVIH‘RA to review current regulations and
« Responses to a Call for Evidence now being analysed and will help to A heatthoare, | o anewreguiStary Tamewerkor

shape the Commission’s recommendations

\
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Five strategic questions we aim to address

How do we...

Play our role in shaping growth opportunities?

Balance demand with finite supply for our services?
Adapt to and shape the changing regulatory paradlgm’? y
Support UK prosperity?

Best serve the patients and people of our country? ‘r .
“\




Thank You!
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Copyright information

© Crown copyright 2026
Produced by the Medicines and Healthcare products Regulatory Agency

You may re-use this information (excluding logos) with the permission from the Medicines and Healthcare

products Regulatory Agency, under a Delegation of Authority. To view the guideline, visit

https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-information/reproduce-or-re-use-mhra-information
or email: copyright@mbhra.gov.uk.

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

The names, images and logos identifying the Medicines and Healthcare products Regulatory Agency are proprietary
marks. All the Agency’s logos are registered Trademarks and cannot be used without the Agency’s explicit permission.
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