	[bookmark: bmkRestricted]
	

	[image: ]
	

	
	[bookmark: bmkSymbols]G/TBT/N/GBR/120

	
	[bookmark: spsDateDistribution][bookmark: bmkDate]8 May 2026

	[bookmark: bmkSerial](26-3429)
	[bookmark: bmkTotPages]Page: 1/3

	[bookmark: bmkCommittee]Committee on Technical Barriers to Trade
	[bookmark: bmkLanguage][bookmark: spsOriginalLanguage]Original: English



tbtSymbol

- 1 -

[bookmark: spsSymbolHeader]G/TBT/N/GBR/120

- 3 -

NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: UNITED KINGDOM
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Department of Health and Social Care (DHSC): Medicines and Healthcare Regulatory Agency (MHRA)

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): General Medical Devices, Active Implantable Medical Devices and in vitro Diagnostic Medical Devices, which are defined under regulation 2 of The Medical Devices Regulations 2002. 
OPTICAL, PHOTOGRAPHIC, CINEMATOGRAPHIC, MEASURING, CHECKING, PRECISION, MEDICAL OR SURGICAL INSTRUMENTS AND APPARATUS; PARTS AND ACCESSORIES THEREOF (HS code(s): 90); Medical equipment (ICS code(s): 11.040); Dentistry (ICS code(s): 11.060); Hospital equipment (ICS code(s): 11.140); First aid (ICS code(s): 11.160); Birth control. Mechanical contraceptives (ICS code(s): 11.200)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): The Medical Devices (Amendment) Regulations 2026; (102 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2026/TBT/GBR/26_02425_00_e.pdf
UK TBT Enquiry Point
Trade Policy Group
Department for Business and Trade
Old Admiralty Building
London
SW1A 2DY
TBTEnquiriesUK@trade.gov.uk

	6.
	Description of content: The measures will amend the Medical Devices Regulations 2002 (SI 2002 No 618, as amended) as applicable in Great Britain (GB). The amendments seek to update the pre-market requirements that manufacturers must meet before placing their devices on the GB market. This will help improve patient safety, enable swifter access to medical devices through streamlined, risk-based regulatory pathways and international reliance routes, and support innovation by modernising the Regulations, aligning them more closely with international best practice. 
Key changes include:
1. Introduction of an international reliance scheme providing swifter routes to market for certain medical devices and in vitro diagnostic (IVD) devices.
2. Classification changes to general medical devices and IVD devices for more risk-proportionate regulation.
3. Enhanced safety and performance requirements for medical devices and IVD devices, supporting closer alignment with international regulatory approaches.
4. More comprehensive technical documentation requirements, including enhanced retention periods.
5. Strengthened requirements for medical devices to claim equivalence to an existing device.
6. Requirement for mandatory use of Unique Device Identifiers for medical devices and IVD devices along with implant cards for implantable medical devices, improving traceability, ability to manage adverse events, and transparency for patients.
7. Regulation of misleading or unsubstantiated claims about medical devices and IVD devices.
8. Broadening the circumstances in which electronic instructions for use can be adopted in place of physical instructions.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The Medical Devices Regulations 2002 have provided the regulatory framework for medical devices in Great Britain for over 20 years. Since their introduction, there have been significant developments in technology, clinical practice, and healthcare delivery, necessitating the modernisation of the framework to ensure continued suitability for current and future needs.
These reforms focus on improving patient safety and respond to recommendations in the Independent Medicines and Medical Devices Safety Review, which highlighted the need for improved safety measures for medical devices.
Alongside this, the planned reforms seek to increase alignment with international regulatory practices, supporting greater global harmonisation. This includes facilitating access to medical devices by minimising unnecessary duplication through the introduction of international reliance routes.
The proposed legislation is intended to stimulate innovation while upholding robust safety standards, ultimately serving the best interests of both patients and the UK healthcare sector. ; Protection of human health or safety

	8.
	Relevant documents: 
· The Medical Devices Regulations 2002 (legislation.gov.uk)
· A consultation on the future regulation of Medical Devices in the United Kingdom was held between September and November 2021. The Government Response to that consultation on the future regulation of medical devices in the United Kingdom is found here: Consultation on the future regulation of medical devices in the United Kingdom - GOV.UK
· Consultation on Medical Devices Regulations: Routes to market and in vitro diagnostic devices - GOV.UK
· Common specification requirements for in vitro diagnostic devices - GOV.UK
· Independent Medicines and Medical Devices Safety Review

	9.
	Proposed date of adoption: December 2026
Proposed date of entry into force: June 2027

	10.
	Provision of comments
Final date for comments: 7 July 2026
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
UK TBT Enquiry Point
Trade Policy Group
Department for Business and Trade
Old Admiralty Building
London
SW1A 2DY
TBTEnquiriesUK@trade.gov.uk
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