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Medicines and Medical Devices Act 2021 - Survey


About the survey

The Medicines and Healthcare products Regulatory Agency (MHRA), in collaboration with the Department of Health and Social Care (DHSC), is conducting a review of the UK’s medicines and medical device regulatory framework, and we are seeking input from stakeholders across the sector, including patients and the public.

The review is a statutory obligation under the Medicines and Medical Devices Act 2021 and is being conducted in accordance with Part 6, Regulation 48 of the Act, which requires the government to assess the operation and impact of the legislation at least once every five years.
We would value your views and experiences on the regulations which are relevant to you or your organisation. Please provide us with unbiased responses and where possible, specific examples. The findings from the completed survey will inform the Review and a report to be published by the Secretary of State for Health and Social Care. All feedback will be anonymised in the final report.
The deadline for completing the questionnaire is 19 September 2025. If you have any questions relating to this review and the completion of the survey, please email: Partnerships@mhra.gov.uk, with “MMD Act Review” in the subject line.

About the Review

The focus of the review is the legislation that govern the development, authorisation, supply, and oversight of medicines and medical devices in the UK.
These include:
Human Medicines Regulations 2012 (HMRs): which set out the regime for the manufacture, authorisation, supply, and pharmacovigilance of medicines.
Medical Devices Regulations 2002 (MDRs): which provide the regulatory framework for medical devices, including requirements for safety, performance, and conformity assessment.
The Medicines for Human Use (Clinical Trials) Regulations 2004: which govern the conduct of clinical trials of medicinal products.
Medicines and Medical Devices (Fees) Regulations: which outline the fees payable to
the MHRA in relation to regulatory services.

The objectives of the legislation is to provide a clear framework and expectations for medicines and devices manufacturers and distributors, give the regulator oversight to ensure the requirements are met and action can be taken when they are not, to support supply to patients, and ensure the safety of those products. The UK medicines and medical devices regulations were originally derived from EU legislation which was transposed into UK law.
Over time the regulations have been amended multiple times to reflect changes in scientific practice, public health priorities, and regulatory standards. The Medicines and Medical Devices Act, passed in 2021, provides the primary powers that enable the UK to update and amend the legislation.

The purpose of this review is to evaluate whether the legislation is operating as intended now, if it continues to effectively protect public health, and avoids imposing unnecessary or excessive regulatory burdens. The review is also looking at the structure of the legislation and whether restructure or consolidation would make the regulations clearer or easier to implement.

Data Privacy

This Review complies with data protection legislation including the Data Protection Act 2018 (DPA) and the UK General Data Protection Regulation (UK GDPR). Personal data will be kept for no longer than necessary to fulfil our purpose in processing it. Any personal information will be anonymised. Information from this review, including personal information, may be disclosed in accordance with the access to information regimes. These are primarily the Freedom of Information Act 2000 (FOIA), the DPA, the UK GDPR and the Environmental Information Regulations 2004. MHRA and DHSC will process your personal data in accordance with the DPA and UK GDPR and in most circumstances, this will mean that your personal data will not be disclosed to third parties. The lawful basis for processing personal data is article 6(1)(e) UK GDPR. Further information personal data is handled, including data 
BHTA Response to MHRA Survey

1 - About you

This section gathers background information about you or your organisation, including your role, sector, and geographical reach. It helps us understand the context of your feedback.1. Which best applies to you:
☐ I am responding as an individual
☒ I am responding on behalf of an
organisation


2. Are you?

☐ a member of the public/patient
☒ a trade/professional association/organisation

☐ a patient representative organisation
☐ Other 
☐ a healthcare professional

3. Name of organisation (if applicable)

British Healthcare Trades Association (BHTA)

2 - Regulations Reviewed

Here, we ask which specific medicines and/or medical devices regulations you or your organisation have engaged with, to tailor your responses to relevant legislative area.

4. Please tick the specific regulation(/s) you or your organisation have reviewed, worked with,or are relevant to you.

☐Human Medicines Regulations 2012 (HMRs)
☐Medicines (Fees) Regulations
☒Medical Devices Regulations 2002
☒Medical Devices (Fees) Regulations
☐The Medicines for Human Use (Clinical Trials) Regulations 2004
☐Sections 10, 15 and 131, and Part 4 of the Medicines Act 1968 (relating to Pharmacies)
☐N/A

3 - Operation of the Regulations

This section seeks your views on how effectively the regulations are operating in practice, including their impact on public health, the areas that work well, and any challenges, burdens, or ambiguities you have experienced.

5. How well do you think the current legislation protects public health? (Please select the option that best reflects your view.)

☐Very effectively – the legislation provides strong and appropriate public health protections

☐Ineffectively – the legislation does not adequately protect public health

☒Effectively – the legislation generally works well to protect public health, with minor gaps

☐Not sure / No opinion

☐Somewhat effectively – there are noticeable gaps or areas for improvement

6. Please briefly explain your answer and, where possible provide examples to support your view. (optional)

MHRA has gone through a difficult and prolonged period of uncertainty after Brexit, and BHTA (along with other trade associations (TAs)) has highlighted the difficulties this has presented for both companies and patients.  These difficulties have included:

Uncertain and changing timelines for continued acceptance of CE-marked products on the UK market:  We strongly recommend extension of CE-marked products in perpetuity, beyond the current 2028/2030 transition periods.  The economic reality of the UK’s global market position means that patients, clinicians, and large commissioners (the NHS) will benefit most from continued acceptance of CE-marked products (which provides the most effective route to market for global/multi-national companies) AND a clear, robust, well-resourced domestic assurance route for UKCA-marked products (which provides the most effective route to market for UK-based SMEs who supply primarily (or only) the UK market).

Uncertainty around MHRA’s fee structure going forward:  We welcome the considered analysis that MHRA has carried out in spring/summer 2025, and the move to an algorithm-based post-market surveillance cost-recovery model as outlined in MHRA’s published 02-Sep-25 consultation response based on GMDN Level 2 categories rather than the more granular GMDN Level 5 categories.  Timely production of indicative fees – well before the entry into force of the new cost-recovery fee structure on 01-Apr-26 – will be essential to the success of this new fee structure, and we strongly recommend MHRA pull the production of indicative fees as far forward as possible prior to 01-Apr-26.  As well, we agree with other TAs that quarterly or monthly payment plans for UKRPs – whose exposure to very significantly increased fees on behalf of the multiple companies that many of them represent is considerable – will be essential to the smooth functioning of the new fee structure.

Lack of clarity about division of labour between MHRA and UK Approved Bodies (UKABs):  We are aware that this is a major area of focus for MHRA going forward, and we encourage MHRA to maintain high levels of effort in this area, and continued clarity with TAs and medical device manufacturers and distributors as to how this will work in practice.  For example, there are references to various “additional information checklists” that will form part of MHRA’s planned International Recognition (IR) routes.  We applaud these IR efforts, but more – and more timely – clarity on how such additional information will be collected, analysed, and used by MHRA and UKABs is needed. 


7. In your experience on, a scale of 1 to 10, how effectively do the regulations work in practice? This refers to the clarity, enforceability, consistency, and practical impact of the regulations in achieving their intended outcomes (1 = Not at all effective, 10 = Extremely effective)

7

8. Please briefly explain your answer and, where possible provide examples to support your view. (optional)

In general, the regulations are fit for purpose, however most problems our members have experienced are as a result of the MHRA overseeing those regulations.  Again, after a difficult period in the last 3 years, we welcome MHRA’s increased clarity of late.  Our members remain concerned, however, that MHRA is resourced appropriately enough to carry out its responsibilities as a regulator under the new UK medical device regulations.  It is essential that MHRA staff have the right familiarity with the medical device landscape, UK regulations, and timelines considered reasonable by business for appropriate operation.  Businesses need predictability, appropriate advance notice, and clear regulatory pathways in order to invest confidently.  This is especially important for innovation – although no less crucial for business-as-usual operation.  Finally, MHRA’s increased fees should be justified by an improvement in the delivery of MHRA services and assessment.

9. Have you encountered any issues, blockers, or areas of ambiguity when using the
regulations?

Yes.


10. Please provide examples of the issues, blockers, or areas of ambiguity you have encountered (optional)

MHRA’s performance has affected both routine operations and progress in innovation. While there has been some improvement, focusing on resolving specific issues and allocating resources accordingly has led to delays in other areas, which have taken considerable time to recover. The service delivered should demonstrate both quality and cost-effectiveness, and MHRA staff should be supported through enhanced training and additional resources to strengthen their skills and expertise.

We strongly support MHRA’s recent renewed openness to engagement with industry, and to proactive collaboration; this is essential to creating regulation and – perhaps even more importantly – guidance on the regulation that will work in the real world.  Close collaboration with industry, as well as interaction with patients, are vital if MHRA is to remain an effective regulator, while safeguarding innovation and access, which are crucial to the UK remaining a leader in medical devices.

Current regulations have yet to fully adopt modern digital communication methods. Tools like digital labelling, QR codes linking to verified content, and interactive guidance are still underutilized, despite their potential to enhance understanding and compliance. Existing rules also hinder the transition to digital formats for instructions for use (IFUs) and patient information leaflets (PILs) for medical devices. To keep pace globally and improve patient access, these regulatory barriers need to be addressed. MHRA has acknowledged this challenge and included improving access to healthcare information in its 2025–2026 Business Plan. This effort is also closely aligned with the government’s 10-Year Health Plan and the Life Sciences Sector Strategy. Trade associations are keen to continue collaborating with MHRA, which we believe should take the lead in driving this forward. Timely action is essential to prevent the UK from falling behind, especially as similar digital approaches are being adopted internationally.

Establishing a consistent and globally harmonized regulatory framework for medical devices is essential to rebuilding trust in the UK as a preferred launch destination. By aligning regulatory procedures and decision-making with international standards, the UK can offer businesses greater predictability, minimize duplication of evidence requirements, and accelerate product entry into the market. We firmly support the continued acceptance of CE-marked medical devices in the UK without a time limit. Uncertainty around regulatory pathways and frequent changes discourage companies from investing resources. Making CE mark recognition permanent would help stabilize supply chains, avoid unnecessary duplication, and ensure ongoing access to safe and effective medical technologies.

11. Are there any particular areas of the regulation which you consider impose unnecessary or excessive regulatory burdens?

Yes. 

12. Please provide examples of the areas which you consider impose unnecessary or excessive regulatory burdens (optional)

We welcome joint DHSC/MHRA action on company efforts to make single-use Class 1 medical devices reusable, where safe and appropriate.  There are many benefits to these efforts – environmental, procedural, cost-containment, etc – and we strongly encourage MHRA and DHSC not to lose focus on these efforts.

The existence of separate legislation for medical devices in Great Britain and Northern Ireland creates an unnecessary burden. Differing requirements and duplicated regulatory submissions add complexity, raise compliance costs, and discourage innovation. This regulatory split can delay the availability of new devices in one or both regions, without delivering any clear improvements in safety or quality.

Finally, better and more timely access to “actual-human” advice vis-à-vis MHRA’s main digital resources – the DORS and MORE platforms – would be hugely helpful for industry.  We are aware that extensive guidance and video-explainers exist, but these do not cover all eventualities.  Appropriately staffed and accessible email and telephone channels should be available as standard to all registrants.  The current system, which often relies on TAs escalating companies’ queries on one-off bases, is not fit for purpose.


13. How do UK regulations compare with those of other regulators or international comparators (e.g., EU, FDA)? (optional) 

Post-Brexit, the UK is viewed as a region of additional complexity and another “box to tick” alongside EU/CE-mark regulation if a company wants to operate across both the EU and UK.  The current approach to international recognition is inadequate – although we acknowledge that MHRA’s forward-looking IR plans mean help is on the way.  To re-establish the UK’s position as a competitive and leading market, MHRA must enhance its strategy for global collaboration and data sharing in the medical device sector.  Closer alignment with trusted international regulators would help eliminate duplication, speed up access to innovative products, and make the UK a more appealing destination for global manufacturers.  This is especially critical in light of the growing regulatory divergence following Brexit.

4 - Structure of the Legislation


This section seeks your views on the clarity, structure, and navigability of the legislation, including any overlapping or outdated provisions, and the current balance between flexibility and oversight, the division between legislation and guidance.


14. On a scale of 1 to 10, how clear, well-structured, and easy to navigate do you find the legislation? (1 = Not at all clear or easy to navigate, 10 = Extremely clear, well-structured, and easy to navigate)

7

15. Are there any overlapping, duplicative, or outdated provisions?

☒Yes
☐No
☐Unsure

16. Please briefly explain your answer and, where possible provide examples to support your view. (optional)


Environmental regulations can affect the medical device industry through requirements related to waste disposal, packaging, chemical management, and sustainability. However, when coordination and communication between MHRA, Defra, and other relevant bodies are lacking, it can lead to significant challenges. Companies may encounter overlapping or conflicting demands from different regulators, making compliance more complex and costly. For instance, rules around environmental disposal may not align with packaging regulations. Poorly integrated or inconsistent regulations can slow down product development and market entry, and fragmented oversight may result in suboptimal outcomes for both public health and environmental protection. Strong collaboration and effective information sharing between MHRA, Defra, and other agencies are vital to developing coherent, practical regulatory frameworks that safeguard health and the environment without imposing unnecessary burdens.

17. Do the regulations provide the appropriate balance of flexibility to respond to new
technologies or emerging public health issues, and robust regulatory oversight?

Neither agree nor disagree

18. Do you think the current balance between what is set out in legislation versus what is provided in supporting guidance is appropriate?

No – too much is in legislation that should be in guidance

Options: a. Yes – the current balance is appropriate, b. No – too much is in legislation that should be in guidance, c. No – too much is in guidance that should be in legislation, d. Unsure. 

19. Please briefly explain your answer and, where possible provide examples to support your view. (optional)

Guidance provides the benefit of being more flexible and quicker to update.  For example, changes to fees can be implemented more efficiently through guidance rather than formal regulation.  Keeping regulatory detail to a minimum while expanding on it within guidance allows MHRA to respond more rapidly and effectively to emerging technologies and public health needs.  Ongoing feedback from industry to regulators supports a more agile and adaptable approach.  Although the temporary flexibilities introduced during COVID-19 are now being phased out, their implementation did not result in major issues.  We therefore encourage MHRA to build on these experiences to support a shift toward greater self-regulation.  Additionally, early and continuous engagement with stakeholders and industry throughout the development of guidance is essential.  This collaboration improves understanding of regulatory expectations, helps industry prepare for upcoming changes, and ensures key concerns are addressed. Involving those directly impacted fosters trust, transparency, and ensures that guidance is both technically sound and practically applicable.

5 - Streamlining

This section explores views on whether the legislation should be streamlined to reduce complexity, duplication, and administrative burden. Streamlining may involve simplifying language, removing outdated or redundant provisions, and making changes to the structure of the legislative framework. It also considers whether the potential benefits of such changes would outweigh the possible disruption and adjustment required during the transition period.

20. What is your view on the extent to which the legislation should be streamlined? (Please select the option that best reflects your view.)

Moderate changes needed – there are several areas that could be improved through streamlining 

Options: a. No changes are needed – the legislation is already clear and appropriately structured, b. Minor changes some small areas could benefit from clarification or simplification, c. Moderate changes there are several areas that could be improved through streamlining, d. Significant changes the legislation would benefit from a major simplification and restructuring, e. Unsure / No opinion

21. What impact, if any, would streamlining the legislation have on you or your organisation?

Very positive impact 

Options: a. very positive impact, b. Somewhat positive impact, c. No impact, d. Somewhat negative impact, e. Very negative impact.

22. In your opinion, would the benefits of streamlining the legislation outweigh any potential downsides?

Yes

23. Please briefly explain your answer and, where possible provide examples to support your view. (optional)

Simplifying regulatory processes is widely recognised as beneficial. Since Brexit, navigating the UK’s regulatory landscape has become more complicated. It is essential that regulations can be updated efficiently and that clear, transparent procedures are in place to preserve the UK’s attractiveness for launching new products. Additionally, the evolving fees regulations—with multiple amendments and updated figures—have made interpretation more complex. Publishing a consolidated version of these regulations on the legislation.gov.uk website would significantly improve clarity and ease of access.

6. New Regulations Made Under the Medicines and Medical Devices Act (MMDA)

This section gathers feedback on the implementation and effectiveness of recent statutory instruments introduced under the MMD Act, and asks whether they are meeting their intended goals.

Since the MMD Act was passed, a number of new regulations have been made using the powers granted by the Act:
The Medical Devices (Coronavirus Test Device Approvals) (Amendment) Regulations 2021
The Human Medicines (Amendments Relating to the Early Access to Medicines Scheme) Regulations 2022; made changes to introduce an early access scheme into law where early access to medicines before they have a marketing authorisation is given to patients with life threatening or seriously debilitating conditions.
The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2022
The Medical Devices and Blood Safety and Quality (Fees Amendment) Regulations 2023 and The Medicines (Products for Human Use) (Fees) (Amendment) Regulations 2023; made changes to update the fees charged by the MHRA to ensure the regulator recovers the cost of its regulatory activity.
The Medical Devices (Amendment) (Great Britain) Regulations 2023; made changes to extend the periods for which certain medical devices that comply with EU legislation can be placed on the market in Great Britain.
Human Medicines (Amendment Relating to Original Pack Dispensing ) (England and Wales and Scotland) Regulations 2023; made changes to allow pharmacists the flexibility to dispense up to 10% more or less than the prescribed quantity for medicines, if it allows for dispensing in the original pack.
The Human Medicines (Amendments relating to Registered Dental Hygienists, Registered Dental Therapists and Registered Pharmacy Technicians) Regulations 2024 ; made changes to expand the scope of practice for dental hygienists, dental therapists, and pharmacy technicians to allow the supply of POMs in specific situations without a prescription.
Human Medicines (Amendments Relating to Naloxone and Transfers of Functions) Regulations 2024

Additional regulations* have been introduced more recently since the Act was passed; however, those legislative changes are not yet in force or have been in force for less than six months, and their operation and impact cannot yet be meaningfully assessed.

*The Human Medicines (Amendment) (Modular Manufacture and Point of Care) Regulations 2024, The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025, The Medical Devices (Post-market Surveillance Requirements) (Amendment) (Great Britain) Regulations 2024, The Medicines (Products for Human Use) (Fees) (Amendment) Regulations 2025, The Human Medicines (Amendments Relating to Hub and Spoke Dispensing etc.) Regulations 2025

24. Have you had experience of interacting with the new regulations listed above?

Yes.

Please select which new regulations you have interacted with? (optional)

☐The Medical Devices (Coronavirus Test Device Approvals) (Amendment) Regulations 2021

☒The Medical Devices and Blood Safety and Quality (Fees Amendment) Regulations 2023

☐The Human Medicines (Amendments relating to Registered Dental Hygienists, Registered Dental Therapists and Registered Pharmacy Technicians) Regulations 2024

☐The Human Medicines (Amendments Relating to the Early Access to Medicines Scheme) Regulations 2022

☒The Medical Devices (Amendment) (Great Britain) Regulations 2023

☐Human Medicines (Amendments Relating to Naloxone and Transfers of Functions) Regulations 2024

☐The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2022

☐Human Medicines (Amendment Relating to Original Pack Dispensing) (England and Wales and Scotland) Regulations 2023

☒The Medicines (Products for Human Use) (Fees) (Amendment) Regulations 2023

25. How well do you think the new regulations are operating? (optional)

Somewhat effectively. 

Options: a. Very effectively, b. Effectively, c. Somewhat effectively, d. Ineffectively, e. Not sure / No opinion

26. Have you encountered any issues or concerns in their implementation? (optional)

The shift to a cost-recovery model occurred while MHRA was dealing with significant backlogs, raising concerns about how effectively it could be implemented.  The services delivered should demonstrate both quality and value for money, and any changes must be clearly communicated.  MHRA’s focus on resolving specific issues led to resource reallocation, which in turn caused delays in other areas.  BHTA acknowledges the importance of MHRA being adequately resourced to meet service expectations and ensure timely assessments.  However, any fee increases should be accompanied by more consistent and prompt delivery of MHRA services, supported by transparent and publicly available performance metrics.  Additionally, enhancing staff capability through training and increased resources is essential to achieving these goals.
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