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Foreword

Throughout the work of the National Commission, we have been struck by the level of
interest in the future of Al in healthcare. Whether speaking with patients, healthcare
professionals, healthcare providers, developers, or regulators, one thing has been
consistent: people recognise the potential of these technologies, but they also want
confidence that they are being introduced safely, responsibly, and in a way that benefits
patients.

The Call for Evidence provided an important opportunity to hear directly from those with
an interest in the future regulation of Al in healthcare. We are grateful to the 761
individuals and organisations who took the time to share their views and expertise.
These responses have provided valuable insight into the issues that matter most for
those who will develop, use, and be affected by, these technologies.

The findings reinforce what we have learned throughout the Commission’s work: these
questions are rarely straightforward. The Call for Evidence helps us understand what
matters most to people, whether they emphasise safety, transparency, accountability,
innovation or access. However, our wider programme of research and engagement has
shown that views become more nuanced when they have an opportunity to explore real-
world examples and consider practical trade-offs. While patients, healthcare
professionals, providers and industry may emphasise different priorities, there is also
considerable common ground across these groups.

Across the evidence, we have seen a shared ambition. People want Al to improve
patient care, support healthcare professionals, and deliver benefits across the system.
They also want confidence that these technologies are safe, effective, and appropriately
governed. The challenge is not choosing between innovation and safety; it is ensuring
that both are achieved. This requires a new regulatory framework that is safe, fast and
trusted. One that is proportionate to risk and capable of adapting as technologies
evolve. Some of the issues raised in the Call for Evidence require decisive action but
might be better mitigated through governance, oversight or training, rather than national
regulation.

For us, this is the value of the Call for Evidence. It highlights where concerns are
strongest, where expectations are highest and where further clarity is needed. These
findings will be considered holistically, alongside evidence from the broader research
and engagement programme to help inform our final recommendations later in the
summer.

We would like to thank everyone who responded to the Call for Evidence. These
insights have been invaluable to the Commission’s work and the ongoing conversation
about how Al can best serve patients and the public; how it can be an enabler for those
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who work in healthcare; and how we set the regulatory guardrails to unlock the benefits
of Al innovation, whilst keeping people safe.

Professor Alastair Denniston

Chair, National Commission into the Regulation of Al in
Healthcare

Professor of Regulatory Science and Innovation at the
University of Birmingham

Honorary Consultant Ophthalmologist, University
Hospitals Birmingham NHS Foundation Trust

Executive Director, Centre of Excellence for Regulatory
Science in Al & Digital HealthTech (CERSI-AI)

Professor Henrietta Hughes

Deputy Chair, National Commission into the Regulation
of Al in Healthcare

Patient Safety Commissioner for England

General Practitioner and Visiting Professor, Institute of
Medicine, University of Greater Manchester




National Commission into the Regulation of
Al in Healthcare
Background

The 10 Year Health Plan for England and the Life Sciences Sector Plan commit to the
NHS becoming the most Al-enabled healthcare system in the world, supported by the
delivery of a new regulatory framework for medical devices, including Al.

Whilst Al stands to have a transformational positive impact on health and healthcare,
the technology represents several new regulatory challenges. If addressed properly, Al
could transform patient care to be safer, faster and more personalised; it could improve
productivity in the NHS and wider health and care sector; and it could accelerate a
thriving health technology sector that supports UK growth.

In the absence of clear global consensus, the UK is well placed to play a leading role in
shaping the regulation of Al in healthcare.

Establishment and Purpose

The UK's expertise in healthcare research, Al and regulatory science afford it the
opportunity to become a world-leading authority on the regulation of Al in healthcare.
The National Commission into the Regulation of Al in Healthcare was announced on 26
September 2025 to help the Medicines and Healthcare products Regulatory Agency
(MHRA) realise this mission.

The purpose of the National Commission is to act as an independent, non-statutory
advisory group to advise the MHRA on the development of a new regulatory framework
for Al in healthcare.

The National Commission is tasked with publishing its recommendations during the
summer of 2026 to inform the development of a new regulatory framework for Al in
healthcare. Following publication, the MHRA will work with the health system, regulators
and government to consider implementation. This includes considering how the
recommendations align with commitments in the 10-Year Health Plan for England, the
Life Sciences Sector Plan, and wider government activity on Al, where relevant.

National Commission Membership and Structure

The National Commission is chaired on behalf of the MHRA by Professor Alastair
Denniston, head of the UK’s Centre of Excellence in Regulatory Science in Al & Digital
Health (CERSI-AI) and Professor Henrietta Hughes, the Patient Safety Commissioner
for England.


https://www.gov.uk/government/publications/10-year-health-plan-for-england-fit-for-the-future
https://www.gov.uk/government/publications/life-sciences-sector-plan
https://www.gov.uk/government/news/new-commission-to-help-accelerate-nhs-use-of-ai
https://www.gov.uk/government/publications/10-year-health-plan-for-england-fit-for-the-future
https://www.gov.uk/government/publications/life-sciences-sector-plan

The National Commission is led by a Core Group (the Core Commission) composed of
senior decision makers and thought leaders in the field of Al in healthcare. The Core
Commission also receives expert input from its four working groups, providing insights
from Health Systems, Technology Vendors, Cross-Whitehall Partners and Devolved
Authorities. An overview of the National Commission’s working groups has been
included below. A full list of organisations represented through the National
Commission’s working groups can be found on the MHRA'’s webpages.

Cross-Whitehall Working Group: Chaired by Lawrence Tallon, Chief Executive
of the MHRA. This group identifies opportunities for policy alignment and
operational collaboration across central government departments to ensure
unified delivery.

Devolved Authorities Working Group: Chaired by Professor Catherine Sudlow,
Director of the Usher Institute at the University of Edinburgh and Director of the
UKRI Adolescent Health Study and Generation Scotland. This group engages
with the devolved governments and the health authorities across Scotland,
Wales, and Northern Ireland to reflect regional perspectives in the National
Commission’s work and to ensure coherence with national frameworks.

Health Systems Working Group: Chaired by Professor Henrietta Hughes. This
group examines the integration, resilience, and performance of health and
regulatory systems in relation to the National Commission’s priorities.

Technology Working Group: Chaired by Professor Neil Lawrence, DeepMind
Professor of Machine Learning at the University of Cambridge. This group
advises on state of the art and upcoming frontier technologies, including their
experience and interactions with regulation, to support the National
Commission’s recommendations.

Both the Core Commission and the working groups are supported by the National
Commission secretariat, which is provided by the MHRA.


https://www.gov.uk/government/groups/national-commission-into-the-regulation-of-ai-in-healthcare
https://www.gov.uk/government/groups/national-commission-into-the-regulation-of-ai-in-healthcare

The Call for Evidence

Alongside the working groups, the National Commission has welcomed the views of the
public and all interested stakeholders (including health practitioners, healthcare provider
organisations, professional bodies, industry, policy experts, and others), including
through a formal Call for Evidence. This information is then used to shape and inform
the National Commission’s final recommendations to the MHRA, health system and
wider government, and the MHRA'’s longer term policy development.

To inform the work of the National Commission, the MHRA launched a Call for Evidence
on Thursday 19 December 2025. The Call for Evidence ran for approximately 6 weeks
and closed on Monday 2 February 2026.

The Call for Evidence was designed with a mix of quantitative and qualitative questions
and sought views and feedback on several areas that are key for a future-proofed
regulatory framework for Al. This included:

e Requirements of the existing regulatory framework for Al in healthcare, and
changes that are required to make it safe, fast and trusted.

e How the use of specific Al products is monitored in healthcare and whether they
are being used according to their intended purpose.

e Regulatory mechanisms to ensure Al systems in healthcare operate safely and
perform as intended in both pre-market and post-market phases.

e How to manage the overlap between multiple sources of assurance, including
regulation of medical devices, the oversight of trained healthcare professionals
and the regulation of health and care services.

e How liability and responsibility is managed within the regulatory system and
distributed across the Al supply chain.

Whilst technical background information was provided to assist with the responses to
the questions, all questions included in this Call for Evidence were set up as optional.
This was to ensure respondents were able to only respond to the questions they felt
comfortable answering.

We received 761 unique responses to the Call for Evidence. Most of these responses
were received via the online submission portal, with a small number sent to the MHRA
directly via email. Responses submitted via email were uploaded to the online
submission portal so they could be included in the subsequent analysis.



This report aims to provide a neutral, descriptive summary of responses to the Call for
Evidence. It reflects the views and experiences of respondents and does not represent
conclusions about the performance of the current regulatory system or future
government policy.



Key findings from the Call for Evidence

Through the analysis of responses to the Call for Evidence, 10 key findings have been
identified. These findings alongside other insights from this Call for Evidence will inform
the National Commission’s final recommendations to the MHRA, health system and
wider government.

1. There is a clear call for a proportionate, lifecycle-based
approach to regulation.

Stakeholders noted that the current framework, which is designed for more static
medical devices, is not well suited to iterative and adaptive Al systems. Across groups,
stakeholders called for a proportionate approach that is risk-based, considers patients’
safety and fairness, with clear practical guidance and addresses existing duplication
and fragmented oversight.

Stakeholders also underlined the importance of strengthening clinical evidence
requirements, with strong support for enhancing post-market surveillance and improving
coordination. With a more proportionate approach seen as essential for balancing
innovation with patient safety.

‘ ‘ The UK's regulatory framework should prioritise clarity, proportionality and
accountability across the full lifecycle of Al health technologies.

Patient / Public Respondent

‘ ‘ Maintaining a risk-based and proportionate approach is essential to minimising
the cost and burden of compliance.

Industry Organisation

‘ ‘ Policymakers should carefully consider the unintended consequences of
overregulation, as excessively burdensome frameworks may hinder the
advancement of Al technologies that could significantly benefit patients.

Industry Organisation
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2. There is strong consensus for significant regulatory reform.

Across respondent groups of healthcare professionals, healthcare providers and
industry, most people said that the existing regulatory framework needed “significant
reform” but did not need a “complete overhaul”. Amongst patients and the public, the
number of respondents calling for “significant reform” and a “complete overhaul” were
similar, with 34% asking for “significant reform”, and 35% for a complete overhaul.

‘ ‘ The current UK pathway for getting Al and digital health technologies into the
NHS feels too restrictive and creates unnecessary friction for safe, evidence-
based innovation.

Healthcare Professional

‘ ‘ The UK's existing requlatory framework provides a strong foundation for
patient safety but was not designed for Al systems that are adaptive,
probabilistic, multi-use, and capable of ongoing change after deployment.
Improvement should therefore focus on risk-based adaptation, clarity, and
proportionality rather than wholesale replacement of existing regulation.

Industry Organisation

‘ ‘ The UK does not need a complete overhaul of Al requlation in healthcare, but
it does need to be much clearer about equity and real-world impact.

Charity

3. There was broad consensus that Al systems will increasingly
require continuous post-market surveillance and monitoring

Several stakeholders highlighted the need to upgrade current approaches to post-
market surveillance and monitoring, so they are better suited to Al systems. There was
strong consensus that performance and risk cannot be adequately assessed through
one-off approvals alone but instead require ongoing, real-world oversight across the
lifecycle.
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Through qualitative evidence, stakeholders called for a more continuous and ongoing
approach which helps track performance, monitor safety, and manage compliance
across the Al system lifecycle. They also suggested that upgraded approaches need to
help manage performance drift, validate performance in real world settings, and track
changes in performance over time.

Post-market surveillance must move from reactive incident reporting to a
proactive, lifecycle model proportionate to Al risk and capability.

Industry Organisation

‘ ‘ Post-market surveillance for Al as a Medical Device should include continuous
evaluation of real-world performance, including root-cause analysis of errors,
false negatives and near-misses, to identify trends and emerging risks.

Public Body

4. Responsibility should be shared across the system, with each
individual and institution understanding their essential role
and responsibilities

There was strong consensus that accountability should not rest with a single person or
institution, with respondents favouring a model which better distributes liability across the
lifecycle. Patients and members of the public called for a comprehensive approach to
accountability that addresses current gaps, healthcare professionals stressed that clinical
accountability should be maintained whilst healthcare providers emphasised the need for
robust governance structures and clear organisational responsibility.

‘ ‘ Responsibility for safe Al use should be shared, explicit, and proportionate,
rather than implicitly pushed onto frontline clinicians. A clear division of
responsibility could include: Manufacturers designing Al systems that are
transparent, usable, and robust in real clinical contexts; providers ensuring
safe deployment and governance; and clinicians retaining accountability for
clinical judgement.

Public Body
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(13

Responsibility should be shared based on who controls what across the Al
lifecycle, with clear duties for each party and shared duties where
collaboration is essential.

Industry Organisation

Shared responsibility in the NHS for ensuring Al is safe and responsible
should be explicit, structured, and legally grounded, rather than implicit or
informal. Given the scale, sensitivity, and risk profile of Al use in healthcare,
responsibility must be distributed across developers, NHS organisations,
clinicians, and regulators, with clear duties at each stage of the Al lifecycle.

Academic Researcher

Stakeholders also highlighted uncertainty in how roles, responsibilities, and liability are
defined and applied in practice. There were differing views on where liability should sit
when an Al system causes or contributes to harm. Some respondents believed that
liability should sit with the healthcare professional using the Al system. Another group of
respondents argued that liability should sit with the healthcare provider who deploys the
Al system. Others suggested that liability should sit with manufacturers, given their role
in developing the technology and then maintaining their Al system’s performance.
Across responses, there was a consistent emphasis on the need for greater clarity and
consistency in how liability is allocated.

€

Patients advocate for a shared responsibility approach in liability for when
things go wrong when using Al. They feel that liability should not rest with just
one person, but should reflect the roles of requlators, manufacturers,
healthcare organisations and healthcare professionals.

Charity

Liability for adverse patient outcomes involving Al should align with control,
reasonable reliance, and the adequacy of organisational and technical
safeguards, rather than defaulting to individual clinicians.

Healthcare Professional
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Many respondents called for structured approaches to distributing liability that reflect the
roles of different actors, including manufacturers, healthcare providers, and healthcare
professionals. Suggested approaches included shared or distributed liability models that
apportion responsibility based on specific circumstances. Stakeholders noted that clearer
and more consistent frameworks would help address uncertainty and support the safe
use of Al systems in healthcare.

‘ ‘ While existing legal frameworks may be able to resolve straightforward cases
of harm, they create uncertainty in more complex scenarios involving Al and
may fail to incentivise appropriate risk management for the full range of harms
these systems can cause.

Public Body

‘ ‘ From an NHS implementation perspective, liability frameworks must support
safe use without creating excessive fear among clinicians or provider
organisations. Where harm arises from a defect in the Al product itself, liability
should rest primarily with the manufacturer.

Charity

5. Human oversight and responsibility for clinical judgment
should be retained.

There was strong consensus from respondents that Al systems should continue to
augment the work of professionals and should not be fully responsible for clinical decision
making.

Patients and the public emphasised the importance of human involvement in their care,
including expectations that clinical decisions involving Al should be checked and validated
by a human clinician. Healthcare professionals and professional bodies highlighted the
risk of over-reliance on Al outputs at the expense of professional judgement. Industry
respondents were supportive of ‘human-in-the-loop' safeguards.
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‘ ‘ Healthcare professionals remain responsible for exercising clinical judgement
when using Al tools. Al should support, not replace, professional decision-
making.

Think Tank

‘ ‘ Healthcare professionals [should] use Al outputs as decision support, not
decision replacement.

Public Body

6. Transparency and explainability will be key for the ongoing
deployment of Al systems.

The ability to easily understand how an Al system works and to interpret its outputs will
be key for building trust, enabling deployment, and ensuring the safety of an Al system.
Patients, public and professionals advised that explanations of Al system outputs need
to be clear, and providers called for greater transparency in the procurement process for
sourcing Al systems. Industry organisations commented on the need for clearer and
more structured regulatory documentation.

‘ ‘ A simplified, plain-English transparency framework designed for patients
would better support informed trust.

Healthcare Provider

‘ ‘ Transparency from vendors is lacking, and should be required by
regulations... This information is needed to complete any meaningful
risk/benefit assessment and to fulfil our most basic duty to patients.

Academic Researcher
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7. Data access and use is central to the role of Al in healthcare
moving forward.

Respondents to the Call for Evidence noted that healthcare data is simultaneously an
enabler and a barrier to the development and deployment of Al systems in healthcare.
Patients and public expressed strong concerns about current approaches to consent for
data access and how data is used by commercial entities. Some respondents cited
governance and compliance burdens and fragmented data infrastructure as key barriers
to development and deployment. Industry respondents called for clear and robust
frameworks for accessing data including shared data governance templates and clearer
guidance on data standards.

‘ ‘ NHS patient data is among the most sensitive data that exist. There is serious
concern about private companies extracting long-term value from NHS data
without fair return to the public.

Patient / Public Respondent

“ Al systems must meet strict standards for anonymisation, encryption, and
public accountability. NHS patient data should not be used by private
organisations without clear consent and demonstrable public benefit.

Patient / Public Respondent

8. There is a need for robust training and improved Al literacy.

The Call for Evidence found a clear view that robust, ongoing training and clear
understanding of Al in healthcare is critical for safe adoption. Healthcare professionals
highlighted the risks of a lack of Al-specific training can bring such as increased risk of
automation bias. Healthcare providers called for more structured workforce training on Al
moving forward. Industry respondents advised that training is also needed for individuals
who oversee the governance of Al systems in healthcare.

“ Effective PMS depends on trained Clinical Safety Officers, digital leaders, and
governance teams who understand Al-specific risks and know how to interpret
safety signals in context.

Industry
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Without adequate digital literacy, automation bias an over-reliance on
algorithms can become risks to patient safety.

Charity

9. There is a need to improve incident reporting and learning
mechanisms.

There were widespread calls for standardised reporting mechanisms for Al systems.
Patients and public called for greater transparency and accountability over where Al is
involved in care, including clearer communication when things go wrong. Healthcare
professionals raised concerns about underreporting of safety incidents in healthcare
more broadly, noting that workload pressures are a significant contributing factor.

Responses also suggested limited awareness amongst some healthcare professionals
that the existing Yellow Card scheme already applies to medical devices, including Al-
enabled devices. Healthcare providers highlighted the operational challenges of
implementing incident reporting consistently across different settings. Industry
respondents called for clearer guidance on how incident reporting should work within Al-
specific post-market surveillance frameworks. Several respondents also proposed
improvements to surveillance and monitoring approaches, including establishing a
national reporting system for Al incidents and providing guidance for healthcare
professionals on what to report.

‘ ‘ A central reporting system that mirrors the MHRA Yellow Card system for the
reporting of unexpected outcomes, errors, hallucinations, misdiagnoses,
incorrect treatment recommendations is needed.

Healthcare Professional

‘ ‘ Post-market surveillance for Al health technologies must be significantly
strengthened to address the unique, evolving risks of novel Al, far beyond the
current manufacturer-led, largely reactive approach.

Patient / public respondent
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10. Patient and public engagement, trust, and communication
will continue to be key for the deployment of Al systems.

Through the Call for Evidence, trust emerged as a core enabler of Al adoption in
healthcare. Patients and the public called for consistent involvement, consent, and clarity
over the role of Al systems, whilst professionals highlighted the need to take a
proportionate approach to explaining how Al is being used to patients. Providers advised
that clear and consistent transparency and communication frameworks are needed whilst
industry respondents recognised that trust is key for the uptake of Al systems in
healthcare.

While Al has potential to bring benefit to services, it must be done safely.
Proper scrutiny, risk management, and governance is required to ensure trust
in systems as Al is adopted... Speed of implementation cannot be prioritised
over safety.

A Medical Royal College

‘ ‘ The race to be seen as the first should not be the motivating factor for health
tech companies - a lack of safeguarding for patients in diagnoses, treatment,
data and care could be compromised without concrete safequarding rails
covering all potential harms.

Patient / Public Respondent

‘ ‘ Developers should publish plain English transparency statements detailing
intended use, data sources, performance, and limitations.

Public Body
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Respondent Information

This section provides an overview of the types of individuals and organisations who
responded to the Call for Evidence. The information included below represents those
who responded to the Call for Evidence. Whilst respondents could share their name, the
name of their organisation (if relevant) and a contact email address, this was optional
and not a requirement of the Call for Evidence.

In this section, question 1 and question 2.1 relate to individuals responding in a
personal capacity. Questions 3.2 and 3.2.1 relate to organisational respondents.

Question 1: Are you responding as an individual or on behalf of
an organisation?

G600
500

400

Number
[¥%]
(=]
=]

200

100

In a personal capacity As an organisation
Respondent Group

m|n a personal capacity m AS an organisation

(Figure 1: The distribution of responses of individuals in a personal capacity vs
response as an organisation. Note. Some respondents did not respond to this question).

Figure 1 shows that more responses to the Call for Evidence came from individuals.
With 511 (68%) responses coming from individuals and 238 (32%) responses coming
from organisations.
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Question 2: Which of the following best describes your role?

300
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200
= 159
E 150
=
=
100 .
G6 &0
50 a7
24
0 . ]
Patients, Healthcare Scientist or Industry Regulatory Healthcare Other
carers, and Professional Academic Worker Frofessional Manager Individuals
the public Researcher

Respondent Group

m Mumber of Respondents

(Figure 2: The different types of individuals who responded to the Call for Evidence in a
personal capacity).

Note. Individual respondents could select multiple answers; not all respondents
completed this question.

Note. Industry workers include individuals who work for UK and non-UK based
organisations. These individuals work for health technology companies, trade
associations, approved bodies, and notified bodies.

For those who responded in a personal capacity, the Call for Evidence received
responses from a broad range of respondent groups. With six different respondent
groups being represented. Most individual respondents (59%) were either patients and
members of the public or healthcare professionals.
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Question 3.2: What type of organisation is this?
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MNumb er
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m Number of Respondents

(Figure 3: The range of organisations who responded to the Call for Evidence).

Note. There is a higher number of responses to this question than the total number of
organisations who responded to this Call for Evidence. This is due to some individual
respondents also stating what type of organisation they work for through their own
response.

Note. The industry respondent group includes software and Al developers, trade
associations, approved bodies, and notified bodies. Healthcare sector agencies include
supporting organisations such as procurement and supply chain agencies. Regulators
and government bodies include UK health regulators, international medical device
regulators, UK or international government departments or other bodies.

There was a broad spread of organisations who responded to the Call for Evidence. Of

the different types of organisations responding to the Call for Evidence, over one third of
responses (37%) came from either industry or healthcare providers (Figure 3).
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Question 3.2.1: Which of the following best describes your
organisation?

250

207
200

150

Mumber

—
=
=

50

0
My organisation does not develop healthcare Al My organisation is developing one or more My organisation has one or more Al products
products healthcare Al products, but they are not yet on on the market
the market

Type of Response

m My organisation does not develop healthcare Al products
u My organisation is developing one or more healthcare Al products, but they are not yet on the market
My organisation has one or more Al products on the market

(Figure 4: Organisational respondents to the Call for Evidence split by whether they
develop an Al product).

Note. There is a higher number of responses to this question than the total number of
organisations who responded to this Call for Evidence. This is due to some individual
respondents also stating whether the organisation they work for develops an Al product
through their own response.

Most respondents do not represent organisations that develop a healthcare Al product
(62%). Whilst 21% of organisations are developing one or more products which are not
yet on the market and 16% of organisations currently have one or more Al products on
the market (Figure 4).
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Other questions relating to respondent information

The Call for Evidence also asked those responding in a personal capacity to confirm
their gender and ethnicity. This information was requested through questions 2.1 and
2.2 of the Call for Evidence.

Just under half (49%) of individual respondents identified as female, whilst 38% were
male and 2% reported they were non-binary. 10% of respondents did not disclose their
gender.

Most of these respondents (60%) also identified as White British (including English,
Welsh, Scottish and Northern Irish). A smaller group (17%) preferred not to disclose
their ethnicity. 10% of respondents identified as coming from other white background,
6% stated they were Indian, 3% European and 3% African.
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Call for Evidence Questions

This section provides a summary of responses to questions designed to inform the
National Commission on the views of stakeholders on regulating Al in healthcare. This
section covers responses to questions 1 to 8 of section three of the Call for Evidence.

For the quantitative questions included in this section, the responses are presented in
the format of ‘all respondents’ followed by summary responses which focus on patient
and public, healthcare professional, healthcare provider and industry respondent
groups. These respondents represent the largest respondent groups to the Call for
Evidence and are likely to be the most impacted by the recommendations made by the
National Commission.

A summary of responses provided to the free text questions (questions 4, 5, 7, and 8)
have also been provided in this section.
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Question 1: Which of the following best describes your view
about the need to change the UK’s framework for regulating Al in
healthcare?

All Respondents 21 50 17 10 2

Patients & Public
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]
=
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=
=
ra

Stakeholder Group

Healthcare Providers 19 L 12 7 2

Industry [ 32 10 1

|

0% 10% 20% 30% 40% 50% 60% 0% 80% 90% 100%
Percentage
u Complete Overhaul: The overall framework should be replaced entirely u Significant Reform: The current framewaork requires substantial changes

Minor adjustments: The current framework works but requires small changes - Unsure
No change: The framework should be maintained as is

(Figure 5: Respondents’ views on the need to change the UK’s framework for
regulating Al in healthcare).

Across the five groups, respondents indicated a desire for change and reform to the
UK’s regulatory framework (Figure 5). More than half of each group voted for at least
major change to the current system, and more than 80% of each group voted for some

level of change (combining “minor adjustments”, “significant reform” or “complete
overhaul”).

The level of change desired varied between groups. In most groups, the majority view
was that there needed to be “significant reform” but not a “complete overhaul” (54% -
59%). In contrast, patients and public were more likely than other groups to suggest a
complete overhaul was necessary (35% for “complete overhaul”) with 34% voting for

“significant reform” without a “complete overhaul”.
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Question 2.1: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following
domains: Safety and Performance Standards

All respondents 28 45 14 12 1

= Patients & Public 46 35 1 6 2

[=]

o

E

a

=

o Healthcare Providers 20 49 10 20 1
Industry ] 53 18 24 0

0% 0% 20% 30% 40% 50% 60%  T0%  80%  90%  100%

Percentage

m Strongly Disagree  mDisagree Meither Agree or Disagree Agree Sirongly Agree

(Figure 6: Respondents’ views on the sufficiency of the current regulatory framework in
terms of safety and performance standards).

In terms of safety and performance standards, a majority of people in all five groups did
not think that the current regulatory framework was sufficient, with between 58% to 81%
indicating that they “disagreed” or “strongly disagreed” with the idea that the current
regulatory framework was sufficient (Figure 6).

This view that the regulatory framework was not sufficient in terms of safety and
performance standards was most common and most strongly held in the patients and
public group with 46% voting “strongly disagree”, and a further 35% voting “disagree”.
This view was less common and less strongly held in other groups, most notably only
5% of the industry group voting “strongly disagree”.
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Question 2.2: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following
domains: Data Governance and Data Privacy

All respondents 30 Hn 17 21 1

o Patients & Public 57 25 10 6 1
2
@
; Healthcare Professionals 24 33 19 22 2
2
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w Healthcare Providers li 33 19 30 3

Industry 15 47 1

]
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10% 20% 30% 40% 50% 60% 0%  80% 0%  100%
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m Strongly Disagree  m Disagree MeitherAgree or Disagree Agree Strongly Agree

(Figure 7: Respondents’ views on the sufficiency of the current regulatory framework in
terms of data governance and data privacy).

The Call for Evidence highlighted differing views on whether the current regulatory
framework is sufficient in relation to data governance and data privacy. Among patients
and the public, 82% said it was not sufficient (25% voting “disagree” and 57% voting
“strongly disagree”) (Figure 7).

This contrasted with the industry group, amongst whom more people thought the
current regulatory framework was sufficient (48% either “agreed” or “strongly agreed”)
compared to those who did not (37% “disagreed” or “strongly disagreed”). The views of
healthcare professionals and healthcare providers were relatively similar to each other
and lay between the views of the patient and public group and the industry group.
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Question 2.3: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following
domains: Transparency
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(Figure 8: Respondents’ views on the sufficiency of the current regulatory framework in
terms of transparency).

With regard to transparency, most respondents in all groups thought that the current
framework is not sufficient. 71% of all respondents, 83% of patients and members of the
public, 66% of health professionals, 64% of healthcare providers, and 54% of industry
respondents either “disagreed” or “strongly disagreed” that the current framework is
sufficient. Industry respondents were the most likely of all respondent groups to state
that it was sufficient (22%) (Figure 8).
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Question 2.4: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following
domains: Requirements for clinical evidence
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(Figure 9: Respondents’ views on the sufficiency of the current regulatory framework in
terms of requirements for clinical evidence).

With regard to requirements for clinical evidence, the majority view in all groups was
that the current framework is not sufficient: between 57% and 65% of respondents
across the groups either “disagreed” or “strongly disagreed” with the statement that the
framework is sufficient. Industry respondents were the most likely of all respondent
groups to state that it was sufficient (20% “agree” or “strongly agree”) (Figure 9).

29



Question 2.5: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following
domains: Post-Market Surveillance
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(Figure 10: Respondents’ views on the sufficiency of the current regulatory framework
in terms of Post-Market Surveillance).

With regard to post-market surveillance, the majority view in all groups was that the
current framework is not sufficient: between 61% and 68% of respondents across the
groups either “disagreed” or “strongly disagreed” with the statement that the framework
is sufficient. Industry respondents were the most likely of all respondent groups to state
that it was sufficient (23% “agree” or “strongly agree”) (Figure 10).
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Question 3: How would you rate the current framework’s impact
on innovation?
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(Figure 11: Respondents’ views on the current regulatory framework’s impact on
innovation.)

The Call for Evidence highlighted differing views on the current regulatory framework’s
impact on innovation. A higher proportion of patients and members of the public (77%)
responded that the current framework is “too loose (risks patient safety)” or is
“somewhat loose (lacks the necessary controls)”. In contrast, the most common view
amongst industry respondents (47%) was that the current framework is “somewhat
restrictive (creates some barriers)”; with a further 18% stating that it is “too restrictive
(stifles innovation)” (Figure 11).

Across healthcare providers and healthcare professionals, responses were more varied.
Amongst healthcare providers, 48% stated that the current regulatory framework is
“somewhat restrictive” or “too restrictive” whereas 38% stated that it is “somewhat
loose” or “too loose”. Amongst healthcare professionals, 37% stated that the current
regulatory framework is “somewhat restrictive” or “too restrictive”, whereas 52% stated
that it is “somewhat loose” or “too loose”.



Question 4: How might the UK’s framework for regulation of Al in
healthcare be improved to ensure the NHS has fast access to
safe and effective Al health technology?

In response to this question, stakeholders provided a range of views and ideas for how
to improve the UK’s regulatory framework for Al in healthcare.

With regards to safety, many respondents called for a more comprehensive approach to
regulation and oversight. They suggested that frameworks should include risk-based
classifications for Al systems, stronger clinical evidence requirements, enhanced post-
market surveillance, and greater coordination across different regulatory agencies.
Some respondents also stated the need for regulation to remain proportionate,
balancing support for innovation with the need to protect patient safety.

With regards to the ability to innovate and bring Al health technology to market, many
respondents commented on the need for improvements to be made to regulatory
processes. These respondents suggested that the MHRA should facilitate the ability of
manufacturers to access regulatory documentation, provide clearer guidance on version
control and how to maintain regulatory documents and introduce more streamlined
regulatory approval processes. These stakeholders also highlighted the need to better
define roles and responsibilities of those involved in deploying Al systems.

In terms of data safety, governance, and regulatory reform, stakeholders commented on
the need for better coordination between regulators and improvements to be made to
NHS procurement processes. These stakeholders noted in their views that a lack of
coordination increases burdens and makes compliance difficult, whilst it was felt
procurement processes can slow down the deployment of promising Al systems at pace
and scale.

In terms of oversight, some respondents focused on the need for stronger approaches
to monitoring Al systems. Responses proposed more robust monitoring in real-world
clinical settings, enhanced post-market surveillance and a more lifecycle-based
approach to identifying, tracking and managing Al system risks. These organisations
highlighted their view that strengthened monitoring would help ensure Al systems
remain safe and perform as intended after deployment.
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In terms of how Al is used in healthcare, stakeholders provided a range of views. This
included indicating that maintaining human oversight would be important wherever Al is
used in healthcare. These stakeholders questioned whether Al is appropriate for use in
certain healthcare settings. They also raised broader concerns about the reliability of Al
systems, their environmental impact, and the potential implications for patient safety.

There were also calls for greater support for this use of Al systems in healthcare.
Respondents called for clearer guidance on classifications and safety standards for Al
systems. These respondents suggested that this will help the healthcare sector better
understand which Al systems are regulated as medical devices. Respondents also
highlighted perceived challenges faced by healthcare providers in ensuring patient
safety when deploying Al systems.

Question 5: How should the regulatory framework manage post-
market surveillance for Al health technologies?

Respondents to the Call for Evidence provided a range of ideas for how the regulatory
framework should manage post-market surveillance for Al health technologies.

From a safety perspective, stakeholders highlighted the need for more responsive and
effective mechanisms for Al-enabled health technologies. They proposed stronger
approaches for tracking performance, monitoring safety, and managing compliance
across the Al system lifecycle.

To support the deployment of Al systems, some stakeholders emphasised their wish for
the MHRA to upgrade its regulatory systems and infrastructure. These stakeholders
suggested that improved systems would support more effective post-market
surveillance, enable better monitoring of how Al system performance changes over
time, and strengthen healthcare providers’ governance.

In terms of data safety, governance, and regulatory reform, there was a focus on
ensuring that Al systems can be safely deployed before considering post-market
surveillance. Respondents highlighted the importance of maintaining patient safety,
ensuring that healthcare professionals undertake the training needed to operate Al
systems and confirming that Al systems address an unmet clinical need.

To enable better monitoring in healthcare settings, there were calls for monitoring
activities to take place as a more ongoing, continuous activity. Stakeholders indicated a
need to focus on performance drift, validating performance in real world settings, and
tracking changes in performance over time.
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As Al deployment continues, some respondents focused on whether existing reporting
mechanisms are sufficient to capture Al related incidents, as well as adverse events
and safety concerns during reporting and monitoring stages. These respondents
discussed the role of the MHRA'’s Yellow Card scheme and other health system
reporting channels in identifying Al related incidents. The Call for Evidence found that
some individuals are not aware that the existing scheme applied to medical devices.
Respondents called for a new centralised national reporting system that enables better
pattern recognition across sites and improved early detection of issues, and guidance
for professionals on what incidents to report and what not to report.

In regard to patients, there was a focus on the need to protect patient data.
Respondents stressed that post-market surveillance activities for Al systems should not
give manufacturers and developers inappropriate access to sensitive and confidential
patient data. They also raised concerns over consent processes, particularly where data
may be shared with commercial entities.

Question 6: Which statement best reflects your view on the
current legal framework for establishing liability in healthcare Al
tools?
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(Figure 12: Respondents’ views on the current legal framework for establishing liability
in healthcare Al tools.
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In terms of current approaches for determining liability, most respondents (77%-88%)
stated that the current legal framework was insufficient or had gaps, but they varied with
regard to how significant this was. Patients and public respondents were more likely to
state that it was “insufficient (existing laws are unfit for Al)” (75%), whereas for health
professionals and healthcare providers 50% and 49% voted “insufficient” with 36% and
33% stating that this was more about “gaps”. In contrast, the majority of industry
respondents (62%) felt that while there are “gaps in the existing framework, existing
laws work in most cases but leave uncertainty in some scenarios”. More industry
respondents (14%) also stated that existing laws are “sufficient, existing laws (e.g.
Medical negligence and Product liability) can adequately handle Al related disputes”.
(Figure 12).

Question 7: How could manufacturers of Al health technologies,
healthcare provider organisations, healthcare professionals, and
other parties best share responsibility for ensuring Al is used
safely and responsibly?

Through the Call for Evidence, respondent groups shared differing views on how
responsibility for the safe and responsible use of Al in healthcare should be distributed.

In terms of safety, it was suggested that further work should be undertaken to define
clearer, shared responsibilities for those involved in deploying Al systems in healthcare.
These stakeholders suggested that this will help these individuals and institutions
understand their roles and responsibilities and work together more effectively to support
the safe and effective deployment of Al systems.

There were also calls for more comprehensive governance structures to help oversee
the deployment of Al systems. These respondents highlighted that these frameworks
will help ensure responsible development, deployment, and monitoring across the
lifecycle of an Al system.

From a data safety and governance perspective, respondents called for clearer legal
and regulatory frameworks for assigning liability. These stakeholders discussed
challenges with how current frameworks distribute liability and emphasised the need for
more defined accountability mechanisms for Al-related incidents in healthcare.

To support the deployment of Al systems, some respondents emphasised that
healthcare providers should have specific clinical safety responsibilities as part of Al
system deployment. It was suggested that these responsibilities should include ensuring
robust clinical safety protocols, performance monitoring mechanisms, and risk
management systems are in place. These organisations also noted that clarifying
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specific responsibilities will help providers to proactively identify performance and safety
issues following the deployment of an Al system.

As the application of Al systems in healthcare continues, some respondents advised
that data privacy needs to be maintained. These respondents highlighted their view that
any steps to share or distribute responsibilities between parties involved in the
deployment of Al systems should ensure patient data privacy is maintained and that
manufacturers are not given inappropriate access to this data.

In the context of emphasising the need for patient-centred approaches to care, some
respondents highlighted that any sharing of responsibilities needs to ensure patient
rights are protected, and approaches to informed consent for the use of Al systems are
maintained.

Question 8: In the event of an adverse care outcome that
involved an Al model, where do you think liability should lie?

The Call for Evidence concluded with a focus on liability and how this should be
allocated in the event of an adverse care outcome.

With regard to liability, respondents expressed a wide range of views as to who should
be primarily liable in the case of harm, but a consistent view that there needed to be
greater clarity. This was also commonly linked to a recognition that the safe use of Al
health technologies depend on many different individuals and institutions appropriately
fulfilling their roles and responsibilities, and that considerations of liability should reflect
this.

When respondents considered the question of liability, they stressed the different
responsibilities of the key roles and institutions. For example, some respondents
pointed to the healthcare provider who deploys the Al system, and their responsibility to
ensure that the system is being deployed safely in their institution. Others highlighted
the role of the professional and stating that they should be responsible for the final
decision regarding an individual patient's care. Others emphasised the role of the
manufacturer, and that they have responsibility to ensure that their product is not only
safe at the point of sale, but also that it continues to be operate safely in the health
setting it is deployed into.

Alongside these views highlighting the responsibilities and potential liability of specific
roles and institutions, respondents emphasised that liability should be better shared
across stakeholders involved in the deployment of Al systems in healthcare.
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Across all responses there was a call for greater clarity, and for all individuals and
institutions to understand their roles and responsibilities, and to be able to deliver on
them appropriately with a common aim of ensuring patient safety and high quality care.
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Next Steps with this Call for Evidence

The National Commission will continue to consider the findings from this Call for
Evidence as it develops and refines the recommendations it will make to the MHRA,

health system, and wider government.

The MHRA will also use these findings to inform ongoing policy development and
delivery following the conclusion of the National Commission’s work.
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Annexes

Annex A: List of questions included in the Call for Evidence

Questions relating to information about respondents

Question 1: Are you responding as an individual or on behalf of an organisation?
a) In a personal capacity

b) Organisation

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
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o Chinese
o Any other Asian background
o Prefer not to say
* Black, African, Caribbean or Black British or Caribbean
o 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
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o Japanese
o Any other ethnic group
o Prefer not to say
* Prefer not to say
Question 3.1: What is the name of the organisation you are representing?
Organisations were invited to provide a free text response
Question 3.2: What type of organisation is this?

o Industry: software and Al 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 (e.g., 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 Al products

o My organisation has one or more healthcare Al products currently on the market

o My organisation is developing one or more healthcare Al products, but they are not
yet on the market

Question 3.3 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
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Policy Questions asked through the Call for Evidence

Question 1: Which of the following best describes your view about the need to
change the UK’s framework for regulating Al 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

Question 2.1 - Question 2.5: To what extent do you agree or disagree that the
current regulatory framework is sufficient in the following domains:

a) Safety & performance standards

b) Data privacy & data governance

c) Transparency

d) Requirements for clinical evidence

e) Post-market surveillance

Question 3: 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]

Question 4: How might the UK’s framework for regulation of Al in healthcare be
improved to ensure the NHS has fast access to safe and effective Al 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 Al regulation used in other sectors, and other
jurisdictions
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- 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 Al can qualify as a ‘medical device’,
and how such devices are classified according to risk.

Question 5: How should the regulatory framework manage post-market
surveillance for Al 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 Al, including foundation
models and highly capable agentic Al

- Al systems which are capable of continuous learning and/or updating
- Al systems that are used for other purposes beyond the original intended use
- Al 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

Question 6: Which statement best reflects your view on the current legal
framework for establishing liability in healthcare Al tools?

a) Sufficient: existing laws (e.g. Medical negligence, product liability, etc) can
adequately handle Al-related disputes

b) Gaps exist: existing laws work for most cases, but leave uncertainty in some
scenarios

c) Insufficient: existing laws are unfit for Al
d) | am unsure

Question 7: How could manufacturers of Al health technologies, healthcare
provider organisations, healthcare professionals, and other parties best share
responsibility for ensuring Al 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

Question 8: In the event of an adverse patient outcome where an adverse patient
outcome involved an Al tool, where do you think liability should lie? Word limit:
500 words
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You may wish to first consider the following scenarios:

- When the Al tool gives the correct answer, but is incorrectly overridden by the
healthcare professional

- When the Al tool gives the incorrect answer and the healthcare professional follows it
(i.e. they incorrectly choose to trust the Al)
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Annex B: List of organisations who responded to the Call for
Evidence

Note. There are more organisations listed here than the total number of organisations
who responded to the Call for Evidence. This is due to some individual respondents
recording the name of the organisation they work for as part of their response.

8foldGovernance

Abbot

ABHI

Accenture UK Ltd

Ada Lovelace Institute
Aesthetisim(tm)

Air products

Aitheal

9. AIVO Standard

10.Alan Turing Institute

11.Amazon Web Services

12. Amore Health Limited

13. Anxiety UK

14.ArcaScience

15. Association for Respiratory Technology and Physiology
16. Association of Anesthetists
17.Association of Personal Injury Lawyers
18. Assuric

19. AstraZeneca

20. Auxilis.Ai

21.Aviva Health

22. AXREM

23.Babraham Institute

24 .Barts Health NHS Trust

25.Bayer plc

26.BCS

27.Becton Dickinson UK Ltd

28.BHBIA

29.Biochemistry Laboratory, Queen Elizabeth University Hospital
30.BIVDA

31.Blum Health

32.British Asian Cancer Charity

33.British Association for Counselling and Psychotherapy
34.British Computer Society

NN =
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35.British Dental Association

36.British Medical Association

37.British Oncology Pharmacy Association - Al Cancer advisory group

38.British Psychological Society

39.British Society for Genetic Medicine

40.British Standards Institution

41.Buckinghamshire NHS Trust

42.Care Association Alliance

43.Care Connect (North East) Ltd

44 Care Quality Commission

45.Central and South Genomics

46.CHAI - EPSRC Causality in Healthcare Al Hub

47.Chesterfield Royal Hospital

48.City St George’s, University of London

49.Cleveland Clinic London

50.Cornwall Health Library

51.Cotswold Medical Supplies Ltd

52.Creative Futures Art Therapy

53.Curia

54.Curistica Ltd

55.Dedalus Healthcare

56.Dementia Carers Count

57.Digital Health and Care Alliance

58.Digital Pathology Association

59.DigiTherapix Ltd

60.Directors of Pharmacy Group — NHS Scotland

61.Diya Health Inc

62.Doctor Hub

63.DPM Digital Health Consultancy Ltd

64.EPPI Centre, UCL Social Research Institute, UCL

65. Faculty of Pharmaceutical Medicine

66.Fault Line Al

67.Fraser-Nash Consultancy

68.Friends, Families and Travellers on behalf of the inclusion health subgroup- Health
and Wellbeing Alliance

69. Gamma DnA

70.General Chiropractic Council

71.General Optical Council

72.General Osteopathic Council

73.Genetic Alliance UK
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74.Glass Medical Al

75.Global Health & Digital Innovation Foundation

76.GMDN Agency

77.Goalposts Change Limited

78.Good Things Foundation

79.GP Practices

80.Great Ormond Street Hospital NHS Trust

81.Hardian Health

82.Harrison-Al Medical Pty Ltd

83.Health and Care Professionals Council

84.Health Innovation Network Manchester

85.Health Innovation Network

86.Health Innovation Network (South London)

87.Healthcare Outcomes Performance Company

88. Healthily

89.Healthwatch Birmingham and Solihull

90.Healthwatch England

91.Healthwatch Manchester

92.Heidi

93. HelixScribe

94.Human Fertilisation and Embryology Authority

95.1CE creates Ltd

96.Impact Privacy

97.Imperial College London

98. Imperial College London / Imperial College Healthcare NHS Trust / Merdian Health
Ventures

99. Imunis Limited

100. Innovate Healthcare Services

101. Inoco Ltd

102. Institute of Physics and Engineering in Medicine (IPEM)

103. IQVIA Ltd

104. IT Analysis & Training Ltd (UK)

105. Jigsaw Medical

106. JNB Medical Care Centre

107. Johnson and Johnson

108. Just Fair

109. Kent and Medway Mental Health Trust

110. KEPsoft Collaborative CIC

111. King’s College London

112. Kooth Digital Health
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113.
114.
115.
116.
117.
118.
119.
120.
121.
122.
123.
124.
125.
126.
127.
128.
129.
130.

Leica Biosystems

LifeArc

London Central & West Urgent Care Centre

London Clinical Pharmacology Al interest group

Lytham Road Surgery

Manchester NHS Foundation Trust

Medact Sheffield

MedConfidential

MedForceAl

Medical and Dental Defence Union of Scotland (MDDUS)
Medical Protection Society

Medly

Medtronic Ltd

Menwell Ltd (trading as MANUAL and Voy)

Merck Serono Ltd

Microsoft Corporation

Mind

MIT Critical Data Research Group / Laboratory for Computational Physiology,

Massachusetts Institute of Technology

131.
132.
133.
134.
135.
136.
137.
138.
139.
140.
141.

MPT PAY Ltd (Al PSY HELP)

Native Technologies Ltd

National Counselling & Psychotherapy Society

National Imaging Academy Wales - NIAW _ Cwm Taf Morgannwg Health Board
National Institute for Health and Care Research Rapid Service Evaluation Team
National Pathology Imaging Co-operative

National Physical Laboratory

North East and North Cumbria Integrated Care Board

Newton’s Tree

NHS Blood and Transplant

NHS Centre of Digital Excellence / Institute of Bio-Sensing Technology /

University of West England, Bristol

142.
143.
144.
145.
146.
147.
148.
149.
150.

NHS Confederation

NHS Dorset Integrated Care Board

NHS Education for Scotland

NHS England Al Quality Community of Practice

NHS Genomics Al Network of Excellence

NHS Midlands and Lancashire Commissioning Support Unit
NHS Scotland Academy

NHS Supply Chain

NHS West Yorkshire Integrated Care Board
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151. NIHR HealthTech Research Centre in Brain Injury

152. NIHR HealthTech Research Centre in Pediatrics and Child Health

153. NIHR Oxford Health Biomedical Research Centre & NIHR University College
Hospitals Biomedical Research Centre

154. NOAH (National Office of Animal Health)

155. Norfolk and Waveney Integrated Care Board

156. North London NHS Foundation Trust

157. NostraPharma Limited

158. North West E-Health Ltd

159. Odin Medical (trading as Odin Vision)

160. OneAdvanced

161. Optos Plc

162. Optum UK

163. Oracle Corporation (t/a Oracle Health & Life Sciences or Oracle Health) and its
subsidiaries Cerner Corporation and Oracle UK Limited

164. ORCHA Health Ltd

165. Oxford MedTech Society

166. Pathaway Services Limited

167. Patient Information Forum

168. Patient Safety Learning

169. Pharmaceutical Pres, part of the Royal Pharmaceutical Society

170. PharosAl

171. PHG FOUNDATION

172. Philips
173. Policy Connect
174. Post Op

175. Privacy International

176. Prostate Cancer Research

177. Prostate Cancer UK

178. Professional Records Standards Authority
179. Psoriasis and Psoriatic Arthritis Alliance
180. Public Group International Itd

181. QaloDigihealth

182. RegTrac

183. Regvista Consulting

184. ResMed

185. Richmond Pharmacology

186. RiverArk

187. Royal College of Anesthetists

188. Royal College of General Practitioners
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189. Royal College of Nursing

190. Royal College of Physicians

191. Royal College of Radiologists

192. Royal Pharmaceutical Society

193. SokerData Ltd

194. Sands

195. Sandwell and West Birmingham Hospitals NHS Trust
196. Sarkotech R&D Ltd

197. Scarlet

198. Sense about Science

199. Serious Hazards of Transfusion

200. ShineHealth Ltd

201. Siemens Healthineers

202. Simple Online Healthcare

203. Slingshot Al

204. SME Alliance Limited

205. SRI Ventures

206. Sword Health

207. Synoptix

208. Taimur Shoaib Plastic Surgeon

209. Tandem Health Approved Body

210. The Consultation Institute

211. TechUK

212. Teen Advocacy

213. Teeside University

214. The Association of Family and Systemic Psychotherapy
215. The Christie NHS Foundation Trust (Christie Medical Physics and Engineering)
216. The College of Contemporary Health

217. The General Pharmaceutical Council

218. The Health Innovation Network

219. The Leber's Hereditary Optic Neuropathy Society
220. The Medicolegal Knowledge Partnership

221. The Nuffield Trust

222. The Open Data Institute

223. The Patients Association

224. The Pharmacists' Defence Association

225. The Professional Standards Authority for Health and Social Care
226. The Royal College of Ophthalmologists

227. The Royal College of Pathologists

228. The Royal College of Surgeons of Edinburgh
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229. The Society and College of Radiographers

230. The View Hospital

231. TherapyFast Ltd (in partnership with Birmingham City University)
232. TPXlmpact

233. TUV SUD BABT Unlimited

234. TUV SUD Ltd

235. Ufonia Limited

236. UK Faculty of Public Health

237. UK Medicines Information Technology and Innovation group
238. UKAI

239. UK Digital Health and Care Community Interest Company
240. Ultramed Ltd

241. Understanding Patient Data

242. United Imaging Intelligence

243. University College Hospital London and the Biomedical Research Centre
244. University College London

245. University Hospitals Birmingham (PIONEER Acute Data Hub)
246. University Hospitals Coventry and Warwickshire Trust

247. University Hospitals Leicester

248. University of Manchester African-Caribbean Medical Society
249. University of Manchester/the Christie NHS Foundation Trust
250. University of the West of England

251. Use my data

252. Ventripoint Diagnostics Ltd.

253. VeriScience.Al

254. Welsh Medicines Advice Service - Cardiff and Vale University Health Board
255. Werfen Ltd

256. Whittington Health NHS Trust

257. Wishart Clarity Protocol

258. Woyvern Health Primary Care Network

259. XYcare Limited

260. Yorkshire Ambulance Service NHS Trust

261. Zimmer Biomet

262. Zipp.Al
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