[image: ]

Medical Devices Regulations: Routes to market and in vitro diagnostic devices







The Medicines and Healthcare products Regulatory Agency (MHRA) is the UK government agency responsible for ensuring that medical devices are safe and effective for use by patients.
Medical devices are products or equipment that are used for medical purposes, such as diagnosis, prevention, monitoring or treatment of diseases or injuries. They include a wide range of products, such as pacemakers, artificial hips, blood glucose meters, pregnancy tests, medical decision support software, syringes, surgical instruments and wheelchairs.
At the MHRA, we put patients first in everything we do, right across the lifecycle of the products we regulate, and we ensure that medicines and healthcare products available in the UK are safe and effective. We want to develop a future regime for medical devices that enables:
improved patient and public safety; innovation;
close alignment with international best practice; and
risk proportionate regulation of medical devices.

Medical devices and in vitro diagnostic (IVD) devices in Great Britain (England, Wales, and Scotland) are regulated under the Medical Devices Regulations 2002.
We are seeking views on proposals to update four areas of the future regulatory framework for medical devices:
1. International reliance
2. UKCA marking
3. In vitro diagnostic devices
4. Assimilated EU law

The MHRA is inviting members of the public – including patients, medical device researchers,
developers, manufacturers and suppliers, clinicians and other healthcare professionals – to provide their views on proposed changes to the regulatory framework for medical devices that will help us meet our objectives.
This consultation applies to medical devices in Great Britain. For guidance on the regulation of devices in Northern Ireland, see Regulation of devices in Northern Ireland.
Please read the consultation document prior to completing the consultation survey. You may benefit from having this available when answering the questions.
You do not need to complete the questions in one go, click the same link and you will be able to come back to it at another time to finish it off. Please note that only fully submitted responses will be analysed.

The deadline to complete this consultation is Sunday 5 January 2025.

If you have any questions please contact futuredevicesregulations@mhra.gov.uk.



◯
International Reliance



1. Do you agree with all elements of the MHRA’s proposed international reliance routes?
Yes
No
No opinion

Yes - These routes streamline access to approved devices, reduce redundancy, and prioritise patient safety through rigorous surveillance. The proposed routes will strengthen MHRA power to act to keep patients safe, will potentially make the UK a focus for innovation, will help addressing health inequalities and mitigating biases throughout medical device product lifecycles, will provide proportionate regulation which supports businesses through access routes that build on synergies with both EU and wider global standards, will help setting world leading standards e.g. by building the UKCA mark as a global exemplar (based on MHRA consultation in 2022).  However, if it’s only unilateral process i.e. if we are just acknowledging their marking process (it isn’t currently reciprocal), that might have the opposite effect?
We are in favour of close alignment with the General Safety and Performance Requirements (GSPRs) set out in the EU MDR and IVDR, to avoid confusion and potentially duplicative or divergent requirements and to facilitate the ongoing supply of devices to the UK market. There is a desire to have QMS requirements that are proportionate to the risk class of the medical device.

2. Would you like to see the proposed Route 1 introduced?
Yes
No
No Opinion


Yes - Route 1 offers a balanced approach to regulating low-risk devices by reducing unnecessary regulatory burdens while maintaining patient safety through QMS, self-declaration, and post-market surveillance. Devices regulated via Route 1 pose minimal risk to patients and users, making extensive pre-market assessments unnecessary. The use of self-declaration and QMS certification ensures devices meet safety and performance standards proportionate to their risk level. Eliminating the need for pre-market review enables quicker access to the market.
Please provide any further comments you may have on Route 1 (optional)








3. Would you like to see the proposed Route 2 introduced?
Yes
No
No opinion


Yes - Supporting the introduction of Route 2 ensures a balance between timely market access and maintaining stringent safety and quality standards for medium- and high-risk devices. These devices have greater potential to impact patient health and thus require more rigorous oversight compared to Route 1. By requiring manufacturers to submit detailed post-market surveillance (PMS) plans and data, Route 2 ensures that potential safety issues can be addressed quickly and effectively. 



Please provide any further comments you may have on Route 2 (optional)







4. Would you like to see the proposed Route 3 introduced?
Yes
No
No opinion




Yes - Route 3 allows for devices approved in Australia, Canada, and the USA under specific certification pathways (e.g., De Novo, PMA, Class III or IV licences) to be reviewed for market entry into Great Britain (GB). Although reliant on international approvals, devices under Route 3 must comply with GB’s updated classification system, ensuring local safety and regulatory standards are met.


Please provide any further comments you may have on Route 3 (optional)


5. Would you like to see the proposed Route 4 introduced?
Yes
No
No opinion


Yes - Route 4 allows for devices approved in Australia, Canada, and the USA under specific certification pathways (e.g., De Novo, PMA, Class III or IV licenses) to be reviewed for market entry into GB. Although reliant on international approvals, devices under Route 4 must comply with GB’s updated classification system, ensuring local safety and regulatory standards are met. It is suggested that manufacturers must submit comprehensive post-market surveillance (PMS) data, including plans and historical performance reviews, ensuring robust ongoing monitoring of device safety and performance

Please provide any further comments you may have on Route 4 (optional)







6. Certain medical devices approved via 510(k) are excluded in the framework above: software as a medical device, implantable Class IIb devices (other than non-resorbable sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips or connectors), and Class III medical devices. Would you like to see these devices added into the scope of Route 4 if their rationale for equivalence to a “reference device” meets the (new) UK MDR requirements for entire equivalence on a biological, technical and clinical basis? Please note that these requirements are summarised in Annex C to support this decision.
Yes
No
No opinion


Yes – We are in favour of removing the current distinction between active implantable medical devices and general devices, noting that the intended use should be defined based on the same sources of information for each. Including these devices could enhance the range of available technologies, provided their equivalence is rigorously assessed to meet clinical, biological, and technical safety standards. This is based on the 2022 consultation and given that manufacturers of high-risk devices, including Class III medical devices, publish data on device safety and performance following UK Conformity Assessed (UKCA) marking, for intended users of the medical device in the form of a ‘summary of safety and clinical performance’ (SSCP). This will include information on the medical device’s safety, clinical data, and clinical performance. As part of the SSCP, manufacturers should define and set out the suggested profile and training for users, which would then be checked by their Approved Body.
For implantable medical devices, it is important for UK Responsible Person (UKRPs) to retain or have access to technical documentation relating to such devices for the expected lifetime of a device after the product has last been manufactured for 15 years (whichever is longer). These timings ensure that sufficient support is available in the event of adverse incidents occurring in these long-lived devices.
It is important to note that the proposed changes related to Class III devices e.g. devices involved in IVF/ART procedures Class III medical devices do not lead to increased costs and reduced access to those procedures.
Requirements on entire equivalence on a biological, technical and clinical basis would take us beyond the equivalence requirements in the EU MDR. This approach will lead to improvements in patient and public safety. This approach will ensure alignment with EU requirements. The proposed approach will help mitigate the risks of ‘product creep’ where new devices on the market in practice become very different from their ‘equivalent’ devices. 

As previously proposed, it is important that the ‘intended purpose’ for all medical devices (including active implantable medical devices) and IVDs is construed objectively, from the standpoint of an objective observer, with reference to both the data supplied by the manufacturer on the labelling, the instructions for use and/or the promotional materials and also other key materials such as a manufacturer’s technical documentation (including clinical evaluation for a medical device including software). 


Please provide any further comments you may have for your answer (optional)


◯
UKCA Marking



7. Do you support the proposal to remove the UKCA marking requirement for devices which undergo the UK conformity assessment process?
Yes
No
No opinion






Yes - Removing UKCA marking, supplemented by UDIs, modernises the traceability system without compromising safety. This proposal might reduce the regulatory burden while maintaining patient confidence through robust surveillance/ We propose the surveillance process also includes key stakeholders such as healthcare professionals, patients and service users. However, this might increase the burden as it will be a UK only system unless this is added post-manufacture reducing the need for an additional assembly line.
We recognise the importance of maintaining a robust regulatory framework for medical devices while ensuring accessibility and ease of compliance for manufacturers and healthcare providers. We support the removal of the UKCA marking requirement for devices that have successfully completed the UK conformity assessment process. This is conditioned by an appropriate method through which people will know this is approved in GB. There must be robust measures in place to ensure the process doesn’t open the route for counterfeit devices or an increase in hesitation in using devices out of uncertainty about whether they approved.
Our position is informed by the current requirement for UKCA marking on medical devices which imposes additional burdens on manufacturers, particularly those targeting the relatively small GB market. By requiring a separate production line for UKCA-marked devices, manufacturers face increased costs and logistical challenges, which could delay the availability of innovative devices in GB. Removing the UKCA marking requirement would reduce these barriers, encouraging manufacturers to bring devices to market in GB without compromising the rigorous safety and quality standards established under the UK Medical Devices Regulations 2002. The proposal to replace the UKCA marking with UDI requirements provides an effective alternative for ensuring traceability and accountability. The prerequisite od a globally recognised UDI system (in comparable countries) supports seamless identification and tracking of medical devices, improved patient safety, streamlined logistics and support for NHS initiatives. As previously suggested, UKCA-certified devices placed on the market before 1 July 2023 could remain until their certificate expires or a specified date, with a possible additional supply period (e.g., one year). CE-certified devices placed on the market before 1 July 2023 could remain under similar conditions, subject to a risk-based regulatory assessment. Allowing devices to remain on the market ensures supply stability and manufacturer adaptation to new regulations.
Please provide any further comments you may have for your answer (optional)



8. Do you support the proposal to remove the UKCA marking requirement for medical device labelling (e.g. packaging and instructions for use) for devices which undergo the UK conformity assessment process?
Yes
No
No opinion

Yes - we support the proposal to remove the UKCA marking requirement for medical device labelling for devices that undergo the UK conformity assessment process. Removing labelling requirements further simplifies regulatory compliance while UDI ensures device traceability and prevents counterfeit products from reaching the market. This approach reflects a balanced compromise between reducing market barriers for manufacturers and maintaining the necessary safety, quality, and traceability standards for medical devices. 

Please provide any further comments you may have for your answer (optional)


◯
In Vitro Diagnostic Devices



9. Do you support the proposed conformity assessment processes for IVD devices (including Software IVDs) in Great Britain?
Yes
No
No opinion


The tiered approach to conformity assessment based on risk class ensures higher regulatory scrutiny for high-risk devices (Classes C and D) while streamlining processes for lower-risk devices (Classes A and B). This promotes patient safety without overburdening manufacturers of low-risk devices. The proposed classification aligns with EU IVDR and IMDRF principles. This harmonisation supports global trade, reduces complexity for manufacturers, and enhances market access by allowing for easier compliance with international markets. Requiring QMS certification (e.g., ISO 13485) for Class B devices provides robust assurance of quality manufacturing processes without adding excessive regulatory steps. The stringent requirements for Classes C and D, including batch release testing and design dossier reviews, prioritise patient safety where risks are highest. Extending the definition of IVDs to include software ensures oversight of this growing and critical area, addressing digital health needs comprehensively. However, we have some potential concerns. While Northern Ireland’s application of EU IVDR ensures dual market access for some devices, divergence in requirements for Class B devices could complicate trade for manufacturers who need to meet both UKCA and EU CE marking standards. The introduction of new conformity assessment processes may require additional guidance and resources to ensure smooth implementation, particularly for small and medium enterprises (SMEs). 
Please provide any further comments you may have for your answer (optional)







10. Do you think that UKCA declaration of conformity and QMS certification are adequate pre- market controls for Class B IVD devices?
Yes
No
No opinion


Yes - the UKCA declaration of conformity and QMS certification appear to be adequate pre-market controls for Class B IVD devices, given the moderate individual risk and/or low public health risk associated with this class. This is because Class B IVD devices are moderate-risk and do not warrant the same level of regulatory oversight as Class C or D devices. Requiring manufacturers to implement and maintain a QMS certified to ISO 13485 ensures they have robust processes in place for consistent manufacturing and compliance with regulatory standards. Allowing manufacturers to self-declare conformity against the essential requirements reduces the regulatory burden for lower-risk devices.

Please provide any further comments you may have for your answer (optional)

11. Do you support the requirement for ISO13485:2016 standard to be met for Class B IVD
devices?
Yes
No
No opinion



No opinion - Class B IVD devices represent moderate individual and public health risks. Requiring compliance with ISO 13485 ensures manufacturers have comprehensive processes to identify and mitigate risks. ISO 13485:2016 emphasises process validation, quality assurance, and traceability throughout the lifecycle of a device. ISO 13485:2016 is the globally recognised standard for medical device QMS, harmonising with regulatory frameworks like the EU's IVDR and similar systems worldwide. ISO 13485:2016 includes requirements for feedback mechanisms and post-market surveillance, which are vital for detecting and addressing issues once devices are in use. While certification costs may be a concern for smaller manufacturers, the benefits in terms of regulatory confidence and global market access typically outweigh the initial investment. However, we also recognise the compliance burden on SMEs.
Please provide any further comments you may have for your answer (optional)




12. If the proposed approach is implemented, do you think that Class A and B IVD devices
should be removed from the scope of international reliance?
Yes
No
No opinion



No - Class A and B IVD devices should remain within the scope of international reliance. Class A and B IVD devices pose relatively lower risks compared to higher-risk classes (Class C and D). Leveraging international reliance for these lower-risk devices reduces unnecessary regulatory burdens while maintaining safety and performance through robust pre-market and post-market controls, such as QMS certification under ISO 13485:2016. Removing Class A and B devices from the scope of international reliance could require duplicative conformity assessments, increasing costs for manufacturers, particularly SMEs. 



Please provide any further comments you may have for your answer (optional)


◯
Assimilated EU Law



13. Do you agree with the MHRA’s proposal to remove the revocation date of the four specified pieces of assimilated EU law?
Yes
No
No opinion



Yes - Removing the revocation date ensures that there are no gaps in the regulatory framework for medical devices and in vitro diagnostic (IVD) devices.




Please provide any further comments you may have for your answer (optional)



◯
About you



1. In which capacity are you primarily responding to this survey?


An individual sharing my personal views and experiences

An individual sharing my professional views

On behalf of an organisation


2. Are you currently working as a clinical professional? Which of the below describes you
best?
No, I'm not a clinical
professional
Yes, I'm a clinical
professional
Other







What is your clinical profession?







3. Which of the below describes your organisation best?
Trade Association
Business
Patient group
Professional representative group
Professional regulator
Research organisation
Other







4. Which parts of the UK and other global markets do you currently supply?


5. Where do you live in the UK?
England
Northern Ireland
Scotland
Wales
I live outside the UK







6. Where does your organisation operate? (Please tick all that apply)
England
Wales
Scotland
Northern Ireland
Outside the UK


7. What is your ethnic group?

Any other Asian background
Any other mixed ethnic background
Asian/Asian British – Indian
Black/African/Caribbean
/Black British – Caribbean



Any other Black/African/ Caribbean background
Asian/Asian British – Bangladeshi
Asian/Asian British – Pakistani
Mixed ethnic group – White and Asian



Any other ethnic group

Asian/Asian British – Chinese
Black/African/Caribbean
/Black British – African

Mixed ethnic group -
White and Black African



Mixed ethnic group – White and Black
Caribbean

Not Known	Other ethnic group – Arab



White – Any other White background

White –
English/Welsh/Scottish/ Northern Irish/British

White – Gypsy or Irish Traveller

[image: ][image: ][image: ][image: ]8. How many employees does your business employ? An employee is anyone aged 16 years or over that an organisation directly pays from its payroll(s), in return for carrying out a full- time or part-time job or being on a training scheme. It excludes voluntary workers, self- employed and working owners who are not paid via PAYE.

White - Irish	Prefer not to say

















	0-9
	10-49
	50-249

	250-499
	500+
	Don't know



9. Does your business produce or supply any of the following products? (Please tick all that
apply)
Medicines
Medical Devices
In Vitro Diagnostic
Medical Devices
Borderline Substances
(e.g. medical nutrition)
None of the above
[exclusive]
Don't know [exclusive]







10. Does your business produce or supply any of the devices affected by common
specification measures? (Please tick all that apply)
COVID-19 tests
Other
Don't know









◯
Satisfaction Survey



Strongly disagree
Disagree
Neither agree or disagree
Agree
Strongly agree
1. It was easy to participate in this opportunity (optional)


Strongly disagree
Disagree
Neither agree or disagree
Agree
Strongly agree
2. The supporting information was understandable (optional)


3. What could we do better? (optional)



Thank you for your time in completing this consultation.

If you have any questions please contact futuredevicesregulations@mhra.gov.uk.


This survey is now closed.
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