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Summary minutes: Eighth meeting of the National Commission into
the Regulation of Al in Healthcare (13" May 2026)

Background:

The National Commission into the Regulation of Al in Healthcare was announced on 26th
September 2025 as an independent, non-statutory advisory group hosted by the Medicines
and Healthcare products Regulatory Agency, (MHRA). Its purpose is to advise on creating a
new regulatory framework for Al products in healthcare, supporting the ambition for Great
Britian to be the fastest and safest place to regulate Al and software as a medical device.

The Commission has been meeting monthly since October 2025 and is tasked with
publishing recommendations by summer 2026.

Summary of the discussion:

¢ The meeting opened with a welcome from the Chair and Deputy Chair of the National
Commission, who invited Professor Anthony Harden, Chair of the MHRA, to join the
discussion. Professor Harden reflected on the ongoing work of the National Commission,
recognising the importance of the forthcoming report.

e The Chair provided an update on the proposed timeline for the publication of outputs
from the National Commission, highlighting the plan for further engagement with health
system partners across the devolved nations. This was noted as an opportunity to refine
recommendations and address any gaps, ensuring that proposals for a new regulatory
framework are aligned with the needs and capabilities of the healthcare system.

e Members then received a short presentation from the Chair of the National Commission,
outlining an initial set of recommendations which brought together insights generated
across the Commission’s workstreams.

e The Chair then handed over to the Deputy Director of Al and Software at the MHRA to
facilitate a collaborative discussion on how a selection of potential regulatory assurance
mechanisms might apply across the lifecycle of an Al-enabled medical device. The
exercise was designed to help Commissioners test whether the proposed approach
would effectively manage risk and support innovation as well as helping to identify areas
for further refinement ahead of finalising the recommendations.

¢ The session was based on a series of illustrative example products of increasing
complexity and risk, allowing members to explore how the regulatory approach might
change in different contexts. The discussion also considered feedback on gaps and
opportunities of the assurance mechanisms from working groups, to further strengthen
the proposed mechanisms.

e Commissioners welcomed proposals for a flexible toolkit of regulatory mechanisms that
enable a risk-proportionate and context-sensitive approach. There was particular support
for introducing agile assurance mechanisms which allow for a more balanced distribution
of oversight across pre- and post-market phases, with a stronger emphasis on
continuous evidence generation and adaptive assurance. Commissioners also raised
caution around the need to ensure that individual mechanisms operate coherently, and
to guard against the risk that proportionate requirements, when combined,
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unintentionally create complex or restrictive regulatory pathways. It was felt that further
consideration around how escalation and intervention points are defined within the
lifecycle was needed to complete the overall regulatory pathway.

o The Deputy Chair of the National Commission then provided an update on the upcoming
‘Ask Me Anything’ event, scheduled for Wednesday 20th May. The event will offer a
public forum for patients and the public to engage directly with the National
Commission’s leadership and learn more about its work.

e The Chair and Deputy Chair concluded the meeting by thanking the Commissioners for
input into the collaborative discussion. It was confirmed that an additional Core
Commission meeting will be scheduled to review the final report recommendations,
following further engagement with key stakeholders.
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Attendance:

Professor Alastair Denniston (Chair), Professor of Regulatory Science and Innovation,
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 and Chair of Health Systems Working Group),
Patient Safety Commissioner

Professor Neil Lawrence (Chair of Technology Working Group), DeepMind Professor of
Machine Learning, University of Cambridge; Chief Scientist, Trent Al

Professor Cathie Sudlow (Chair of Devolved Authorities Working Group), Head of School
of Population Health Sciences, University of Edinburgh and Director of UKRI Adolescent
Health Study

Dr Brian Anderson, Chief Executive Officer, Coalition for Health Al (CHAI)

Dr. Ricardo Baptista Leita, CEO, HealthAl - The Global Agency for Responsible Al in
Health

Adj. Prof. Raymond Chua, Chief Executive Officer, Health Sciences Authority; Deputy
Director-General of Health (Health Regulation), Ministry of Health (Singapore)

Dame Jennifer Dixon, Chief Executive, The Health Foundation

Dr Paul Goldsmith, Non-Executive Director MHRA; Chair, MHRA’s Regulatory and Safety
Committee; visiting Professor, Institute of Global Health Innovation, Imperial College
London; Consultant Neurologist, Clinical Senate

Dr Vish Ratnasuriya MBE, General Practitioner; Chair, Our Health Partnership; Co-
Founder, Primary Care Accelerator; Honorary Associate Professor, University of Birmingham

Dr Gabriella Spinelli, Director, RADIANT-CERSI Centre for Regulatory Science &
Innovation in Digital Health & Healthcare Al, Brunel University London

Dr Barry Stein, Chief Clinical Innovation Officer; Chief Medical Informatics Officer; Founder,
Centre for Al Innovation in Healthcare; Attending Vascular and Interventional Radiologist,
Hartford HealthCare, Connecticut, USA

Professor Richard Susskind CBE KC, President of the Society for Computers and Law,
Special Envoy for Justice and Al to the Secretary General of the Commonwealth

Professor Anthony Harden, Chair of the Medicines and Healthcare products Regulatory
Agency (MHRA); Professor of Primary Care at the University of Oxford

Apologies:

Mr Richard Stubbs, Chief Executive, Health Innovation Yorkshire & Humber



