[image: ]	

	



	[image: BACP logo]


	

MHRA Consultation – Regulation of AI in Healthcare
Section 1 – Respondent Information
Question 1: Are you responding as an individual or on behalf of an organisation? 

a) In a personal capacity

b) Organisation

If you selected 'In a personal capacity’, please answer the following questions:

Question 2.1:

Which of the following best describes you or your role:

• Patient, carer and/or a member of the public
• UK Industry worker – you work for health technology companies, trade associations, approved bodies
• Non-UK Industry worker
• Healthcare professional
• Healthcare manager
• Regulatory professional
• Scientist or academic researcher
• Other (limit 100 characters)

Question 2.2: What is your current gender?
• Female
• Male
• Non-Binary
• Prefer not to say 

Question 2.3: What is your ethnic group? (Choose one option that best describes your ethnic group or background)
• Asian or Asian British
o Indian
o Pakistani
o Bangladeshi
o Chinese
o Any other Asian background
o Prefer not to say

• Black, African, Caribbean or Black British
o Caribbean
African
o Any other Black, Black British, or Caribbean background
o Prefer not to say

• Mixed or multiple ethnic groups
o White and Black Caribbean
o White and Black African
o White and Asian
o Any other Mixed or multiple ethnic background
o Prefer not to say

• White
o including English, Welsh, Scottish, Northern Irish or British
o Irish
o Gypsy or Irish Traveller
o White – Roma
o Any other White background
o Prefer not to say

• Other ethnic group
o Arab
o African
o American
o Australian
o Chinese
o European
o Japanese
o Any other ethnic group
o Prefer not to say

• Prefer not to say

If you selected ‘On behalf of an organisation’, please answer following questions

Q3.1: What is the name of the organisation you are representing?

British Association for Counselling and Psychotherapy (BACP)

Q3.2: What type of organisation is this?
o Industry: software and AI developers, trade associations, approved bodies, and notified bodies  
o Healthcare leaders and professionals: NHS and independent sector leadership, healthcare professional, and professionals in supporting roles (eg, procurement, practice managers).
o Healthcare provider organisations (for example, primary care (such as GP practices), secondary or tertiary care (hospitals), regional care (such as regional boards) or NHS Commissioners
o Regulators and government bodies: UK health regulators, international medical device regulators, UK or international government departments or other bodies
o Charities or public bodies
o Other (limit 100 characters)

Question 3.2.1: Which of the following best describes your organisation:
o My organisation does not develop healthcare AI products
o My organisation has one or more healthcare AI products currently on the market
o My organisation is developing one or more healthcare AI products, but they are not yet on the market

Q3.3 The MHRA intends to list the names of organisations which respond to this call for evidence in the report to be published on GOV.UK. Can the report identify your organisation as contributing in this way?
A) Yes
B) No

Q4: We may want to follow up with you - if you are happy to be contacted, please provide us with a contact name, organisation (if relevant) and email address. Please note, this question is optional.

Matthew Smith-Lilley, Policy and Engagement Lead for Mental Health, British Association for Counselling and Psychotherapy – matthew.smith-lilley@bacp.co.uk

Section 3 – Questions

Q1: Which of the following best describes your view about the need to change the UK’s framework for regulating AI in healthcare?
a) No change: The current framework should be maintained as is.
b) Minor adjustments: The current framework works but requires small changes.
c) Significant reform: The current framework requires substantial changes.
d) Complete overhaul: The current framework should be replaced entirely.
e) Unsure

Q2.1 - Q2.5: To what extent do you agree or disagree that the current regulatory framework is sufficient in the following domains:
a) Safety & performance standards - disagree
b) Data privacy & data governance – neither agree nor disagree
c) Transparency – disagree
d) Requirements for clinical evidence – neither agree nor disagree
e) Post-market surveillance – neither agree nor disagree

For each, select from:
· Strongly disagree
· Disagree
· Neither agree nor disagree 
· Agree
· Strongly agree
Q3: How would you rate the current framework’s impact on innovation?
a) Too restrictive [stifles innovation]
b) Somewhat restrictive [creates some barriers]
c) About right [balances safety and innovation]
d) Somewhat loose [lacks necessary controls]
e) Too loose [risks patient safety]

Q4: How might the UK’s framework for regulation of AI in healthcare be improved to ensure the NHS has fast access to safe and effective AI health technology? Word limit: 500 words

You may wish to consider some or all of the following in your response:
· Gaps and other limitations of the existing regulatory framework
· Innovative and effective approaches to AI regulation used in other sectors, and other jurisdictions
· Ensuring public and patient safety whilst minimising the cost of complying with regulations (in terms of time and resource)
· The boundaries of regulation, including the ways AI can qualify as a ‘medical device’, and how such devices are classified according to risk.

The UK’s framework for regulation of AI in health could be improved in the following ways:

Clarification is required to set out what is meant by AI in healthcare. This must include differentiating where AI technologies are used for the delivery of care, where technologies are used for the administration of services, e.g. note taking and where the public use of a Technology includes health purposes but falls outside of the Frameworks scope.

Transparency over which technologies are assessed under the framework and which aren’t is vital for ensuring there’s a trusted record of what can be commissioned for use.

The Framework has the vital task of balancing trust and innovation. The trust of healthcare professionals, patients and the public in the healthcare system’s ability to use AI safely and effectively; alongside not overly stymying the potential for innovation and progress that new technologies offer. At this relatively early stage in roll out of new technologies, and the embryonic awareness and understanding of AI use in healthcare the public have, it’s vital that trust and the protection of service users and professionals, outweighs any drive towards a potentially destabilising rapid roll out and development. A failure to adequately protect the public and professionals as well as building their in, and the credibility of, the Framework at this early stage could have negative long-term consequences to the possibilities for further development.

We support the Professional Standards Authority's response to this question, that the landscape of liability is complex, involves healthcare professionals, institutions, the developers of AI systems, and providers of indemnity insurance. Professional liability should be clearly defined, proportionate, and framed within broader accountability and assurance. Regulators should be able to set out boundaries of responsibility. Clear articulation of professional accountability, who is responsible or liable, for what, and at which point, would increase professional confidence and support faster, safer adoption of AI in healthcare.

Education, training and capability building are vital to the effective and safe integration of AI into health care; including rapidly updated guidance on deploying AI safely. The Framework should set out clear expectations to ensure healthcare professionals receive continual training to understand the strengths, limitations, and risks of AI relevant to their practice. This should include the impact AI has on professional practice and patient outcomes.

The Framework needs to indicate clearly how it is going to sufficiently adapt to the rapid evolution that we see in AI technologies – ensuring that ongoing quality and safety assurance is in place and that professionals and the public can access information where technologies may fall short of the requirements in the framework.

Where relating to AI Technologies used in the delivery of care, the Framework needs to appropriately differentiate between uses for different types of healthcare services – recognising where the risks to professionals and the public are heightened because of the type of AI technology needed. An example of this might include assistive technologies used to support clinicians in reading diagnostic test results and AI technologies used in the delivery of psychological therapies.

Q5: How should the regulatory framework manage post-market surveillance for AI health technologies? Word limit: 500 words

You may wish to consider some or all of the following in your response:
· The challenges posed by novel and emerging types of AI, including foundation models and highly capable agentic AI
· AI systems which are capable of continuous learning and/or updating
· AI systems that are used for other purposes beyond the original intended use AI systems which are developed by a single institution for in-house use only
· Information sharing between healthcare provider organisations and manufacturers for the purposes of post-market surveillance

We support the response from the Professional Standards Authority to this consultation in stating that an effective post-market surveillance framework for AI health technologies should build on existing mechanisms, while addressing the specific risks associated with medical devices that use AI and the use of AI by healthcare professionals.
We also support the response from the Professional Standards Authority to this consultation in recognising that the MHRA’s Yellow Card scheme provides a foundation for monitoring adverse incidents and malfunctions of medical devices currently on the market, including safety concerns involving software and AI, or AI as a medical device. Including their suggestion that for medical devices that use AI, post-market surveillance would benefit from greater granularity in surveillance and reporting. In particular it should further distinguish, where possible, between issues arising from product performance and those linked to user interaction, including but not limited to inappropriate use, insufficient training, or misunderstanding outputs. Such distinction is essential to support proportionate regulatory action across device regulation and professional regulation.
Transparency around AI Technologies is an imperative. Both in how AI Technologies are being used to deliver care and how AI Technologies are using service user data. Transparency should be a requirement of the Framework. At present many AI technologies have internal workings which are undisclosed, with only inputs and outputs being identifiable. This lack of explainability makes it very difficult for professionals and service users to determine how decisions are made by technology – indicative, but not exhaustive, examples of the problems this could results in include; AI Technologies recommend care plans that are wrong (i.e. hallucinations in the technology) which can’t be identified by practitioners because the reasoning underpinning the recommendation can’t be accessed, or how data is being processed within the Technology isn’t fully known. Ensuring that sufficient information is available so that professionals and service users can understand how decisions are arrived at is vital to building trust amongst users and helping with appropriate use of technology.
At a time the NHS is prioritising giving increasing control over, and access to, an individuals own health data, embracing technologies which are at best opaque or at worst completely closed off to transparency, without a regulatory framework seeking to overcome these challenges runs counter to this patient centred ambition.

Q6: Which statement best reflects your view on the current legal framework for establishing liability in healthcare AI tools?
a) Sufficient: existing laws (eg. Medical negligence, product liability, etc) can adequately handle AI-related disputes
b) Gaps exist: existing laws work for most cases, but leave uncertainty in some scenarios
c) Insufficient: existing laws are unfit for AI
d) I am unsure

Q7: How could manufacturers of AI health technologies, healthcare provider organisations, healthcare professionals, and other parties best share responsibility for ensuring AI is used safely and responsibly? Word limit: 500 words

You may wish to consider some or all of the following in your response:

- The specific duties for each party, and any duties which are shared

Developers of AI technology should be accountable for ensuring design, development and evaluation of systems that is in line with ethical practice.

Whilst commissioners and providers are responsible for how AI tools are deployed and used within services, it should remain the responsibility of AI developers to ensure that the commissioners and providers have access to sufficient information and training to make ethical and effective clinical use of the technologies.

Clinicians are responsible for how they individually use AI technologies in their practice, but their employers and services should ensure that sufficient training and CPD is available to every practitioner so that they understand what a technology does and how it does it so they’re able to effectively communicate that to service users when asked and to make informed decisions using their professional judgement

Q8: In the event of an adverse patient outcome where an adverse patient outcome involved an AI tool, where do you think liability should lie? Word limit: 500 words

You may wish to first consider the following scenarios:

· When the AI tool gives the correct answer, but is incorrectly overridden by the healthcare professional
· When the AI tool gives the incorrect answer and the healthcare professional follows it (i.e. they incorrectly choose to trust the AI)
We recognise that AI technologies have the potential to improve medical practice, however errors will certainly occur, some of which will result in adverse outcomes for service users. Without a clear Framework setting out where responsibility and liability sit in such situations, it’s likely to have a negative impact on the uptake of these technologies by health professionals; and as a result this could translate into a unwarranted negative attitude towards the technologies by service users.
We recognise that as this is such as fast developing area, so guidance around liability is equally developing. Regulatory Frameworks and legislation need to keep pace to protect practitioners and service users.
We support the comment from the Professional Standards Authority in response to this consultation stating that AI could be considered as fundamentally different from other health technologies in that it can have decision-making or decision-supporting abilities, and capacity for self-learning. Clarity about the extent to which it should bear on decisions made is needed urgently. In addition, and as set out above, the lack of transparency in how AI technologies arrive at decisions raises concerns over the accountability and explainability in cases of adverse patient outcomes.
Ensuring that developers of AI technologies are subject to liability is needed to bind them into responsible technological development – where liability is shared, then there is a responsibility on all parties to act in an manner that prioritises service user safety as all parties understand they will be held to account for failings

Q9: Do you have any other evidence to contribute? You can submit written evidence in the comment box. Note: please confirm that you have the necessary permissions prior to sharing any documents in this way.

We urge the MHRA to consider the fragile nature of geopolitical relationships when developing the Regulatory Framework. Whilst this may at first appear outside of the scope of the MHRA’s remit, alongside ensuring safety of service users and appropriate use by healthcare professionals, ensuring that our health systems aren’t overly dependent on technologies that come from a single supplier, a single country of origin or which could be removed from use/ disabled for use in the UK at a time which is out of the UK’s control is vital. Ensuring that sufficient diversification of supplier and integrity of UK control over technologies being deployed is crucially important.
Further clarity is needed from MHRA about the limits of the Regulatory Framework and how it addresses, or at the very least highlights, the gap between use of AI technologies in healthcare that will be covered by the Framework and the use of AI technologies increasingly being used by the public to inform their own decisions around health which would fall outside of the scope of the Framework. It is vitally important that Regulation in this area is seamless, that it doesn’t leave gaps in safety that the public can fall into and is communicated well so that the public can easily understand where protections and assurance exist and where they don’t.
Where AI technologies are being used to support healthcare delivery, but fall outside of the scope of the Regulatory Framework – MHRA should make a proactive recommendation to the relevant Governmental department or Arms Length Body to ensure that any risks are being appropriately managed and the public is being protected.

Question 10: You can upload documents to be considered as part of this call for evidence. Note: please confirm that you have the necessary permissions prior to sharing any documents in this way.
N/A
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