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OFFICIAL SENSITIVE

MHRA Board Attendee List — 20 January 2026

Name Role ‘ Board Seminar Board held in
public
Board
1. | Prof Anthony Harnden Chair Y Y
2. | Lawrence Tallon CEO Y Y
3. | Dr Junaid Bajwa Non-Executive Director N N
4. | Prof Jacob George Chief Medical & Scientific Officer Y Y
5. | Julian Beach Interim Director, Healthcare Quality & Access b 4 Y
6. | Rose Braithwaite Chief Finance Officer Y Y
7. | Dr Alison Cave Chief Safety Officer Y Y
8. | Prof Graham Cooke Non-Executive Director Y ¥
9. | Dr Paul Goldsmith Non-Executive Director Y Y
10. | Mercy Jeyasingham Non-Executive Director Y ¥
11. | Raj Long Non-Executive Director Y ¥
12. | Michael Whitehouse Non-Executive Director Y Y
Regular attendees
13. | Victoria Dare Deputy Director - Medicines Regulation & Prescribing, DHSC Y Y
14. | Tasneem Blondin Chief People Officer, MHRA Y Y
15. | Rachel Bosworth Director of Communications & Engagement, MHRA Y Y
16. | Sarah Gilbert Company Secretary, MHRA Y ¥
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Other attendees
17, _ Private Secretary Y Y
18. | Ed Middleton Director of Strategy, MHRA Y N
19. | James Pound Interim Executive Director, Innovation & Compliance, MHRA Y N
20. | Rachel Arrundale Interim Director of Partnerships, MHRA Y N
21. | Matthew Honeyman Deputy Director, Strategy MHRA Y N
22. | Rebecca Jennings Deputy Director, MHRA, Medicines and Pharmacy Team, GLD N Y
23, _ Principle Policy Specialist Y (item 2) N
Apologies:
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Item 1 MHRA 001-2026

MHRA Board Declarations of Interest — January 2026

The MHRA Board is responsible for advising and agreeing the strategic direction of the Agency,
endorsing the Agency's recommendations to Ministers on key financial and performance targets,
and advising on and monitoring plans to ensure those targets are met.

The Board supports the Chief Executive Officer in the effective delivery of services and overall
performance by providing leadership, developing strategy, advising on the delivery of policies,
maintaining high standards of corporate governance, scrutinising performance and ensuring that
controls are in place to manage risk.

The Board and its Non-Executive Directors have no involvement in any regulatory decisions
affecting medicines, medical devices or any other products or services delivered by the
Agency. These decisions are the responsibility of the Chief Executive Officer, supported by
the Executive Committee.

Name and Name of Other Nature of interest Paid | Current/

MHRA Role Company Date
or Organisation expired

Professor Anthony University of Oxford Employee and Chair Yes Yes

Harnden Employee and Chair of

Chair the Examination Board

for Masters in Global
Health Leadership

Co-applicant on a NIHR | Co-applicant Yes No

grant relevant to vaccine (Exp.
safety: Influenza, 31/03/
MenACWY, HPV and 2025)

COVID-19 vaccines in
children: uptake, safety
and effectiveness during
the COVID-19 pandemic
in the UK (01/04/2024 —

31/03/2025)

Director of Morland Director No Yes

House HealthCare Ltd

Director Nutriberry Ltd Director No Yes
Lawrence Tallon None N/A N/A N/A
Chief Executive
Dr Junaid Bajwa Ondine biomedical Non-Executive Director Yes Yes
Non-Executive UCLH and Whittington Non-Executive Director Yes Yes
Director NHS Trust

Vir Health Ltd Non-Executive Director Yes Yes

NHS GP, Physician Yes Yes

(Sessional)

Nahdi Medical Non-Executive Director Yes Yes

Corporation

DIA Global Board Member No Yes

HDR UK Trustee No Yes
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Name and Name of Other Nature of interest Paid | Current /
MHRA Role Company Date
or Organisation expired
Flagship Pioneering Senior Partner Yes Yes
Julian Beach None N/A N/A N/A
Interim Executive
Director, Healthcare
Quality & Access
Rose Braithwaite Lloyd’'s Register Independent member of No Yes
Chief Finance Officer | Foundation the Audit, Risk and
Investment Committee
Dr Alison Cave Drug Industry Council of Regulators No Yes
Chief Safety Officer Association
Professor Graham Imperial College NHS Honorary NHS Yes Yes
Cooke Trust and Chelsea & Consultant
Non-Executive Westminster NHS
Director Foundation Trust
NERVTAG DHSC NERVTAG No Yes
committee member
NIHR
NIHR Senior Investigator | Yes Yes
NIHR Influenza platform trial in | Yes Yes
the UK
NIHR Chair DSMB No | No (Exp.
(PROTECT-V trial) 06/2025)
30 Technology Ltd Consultant/Advisor Yes Yes
DNAnudge Ltd Consultant/Advisor No Yes
Professor Jacob Novartis Consultancy Yes Yes
George AstraZeneca Advisory Board, Yes Yes
Chief Medical and Consultancy and
Scientific Officer Congress travel
PHOSP-COVID (NIHR Steering Committee No Yes
Funded)
British Hypertension Guidelines Committee No Yes
Society
Consensus Action on Expert Member No Yes
Salt and Health (CASH)
NIHR Chair, Capital Investment | No Yes
Committee
Clinical Research Scientific Advisory Panel | Yes Yes
Malaysia, Ministry of Member, for Phase 1
Health trials
Dr Paul Goldsmith Cambridge University Scientific Advisory Board | No Yes
Non-Executive ARIA NeuroWorks member
Director Scientific Advisory Board
(SAB)
Foundation for Evolution | Trustee No Yes
and Mental Health
Lanthor Ltd Book publishing and Yes Yes
medico-legal reports
leso Digital Health Shareholder No Yes
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Engagement Forum, an
advisory group to the
Neurodegeneration
Initiative

Engagement Forum
Chair

Name and Name of Other Nature of interest Paid | Current/
MHRA Role Company Date
or Organisation expired
Institute of Global Health | Visiting Professor No Yes
Innovation (IGHI),
Imperial College, London
NHS Consultant Neurologist Yes Yes
NHS Clinical Senate Member No Yes
Radix Big Tent Trustee No Yes
Foundation
Mercy Jeyasingham | None N/A N/A N/A
MBE
Non-Executive
Director
Raj Long Bristol-Myers Squibb Ex-Employee Yes Yes
Non-Executive Shareholder
Director RESOLVE (Sustainable | Scientific Advisory No Yes
solutions to critical
social, health, and
environmental
challenges)
Novartis Ex-Employee Yes Yes
Shareholder
BioNTech Global Health | Strategic Advisory for Yes Yes
(non-profit) only Sub-Saharan Africa
Public Health for
Equitable Access
Gates Venture — EC Advisory Yes Yes
Innovative Medicines
Initiative (IMI) Non-
Product — IMI European
platform for
Neurodegenerative
Disorders
WHO — Sustainable Advisory Expert No Yes
COVAX Manufacturing
Strategy for Regional
Health Security
UK Health Security Associate Non-Executive | Yes Yes
Agency Board Member
EU Innovative Health Advisory Expert for this Yes Yes
Initiatives (IHI) EU public-private
partnership funding
health research and
innovation funded by
European Commission
System Partners System Partners No Yes
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Name and Name of Other Nature of interest Paid | Current/
MHRA Role Company Date

or Organisation expired

Michael Whitehouse | South East Coast Chair Yes Yes
OBE Ambulance Services
Non-Executive NHS Foundation Trust
Director Jersey Audit Office Chair Yes Yes
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b,

Medicines & Healthcare products
Regulatory Agency

MINUTES OF BOARD MEETING HELD IN PUBLIC
10:00 — 12:30 on Tuesday 8 July 2025
Round Room, 10 South Colonnade, Canary Wharf, London

Chair: Professor Anthony Harnden

Present:

The Board

Professor Anthony Harnden Chair

Lawrence Tallon Chief Executive

Julian Beach Interim Executive Director, Healthcare Quality & Access
Rose Braithwaite Chief Finance Officer

Dr Alison Cave Chief Safety Officer

Amanda Calvert Non-Executive Director & Interim Co-Chair
Professor Graham Cooke Non-Executive Director & Interim Co-Chair

Dr Paul Goldsmith Non-Executive Director

Claire Harrison Chief Digital & Technology Officer

Haider Husain Non-Executive Director

Mercy Jeyasingham Non-Executive Director

Raj Long Non-Executive Director

Dr Nicola Rose Interim Executive Director, Science & Research
Michael Whitehouse Non-Executive Director

Others in attendance

Carly McGurry Director of Governance

Rachel Bosworth Director of Communications and Engagement
Tasneem Blondin Chief People Officer

Dr Harriet Teare Interim Director of Partnerships

James Pound Interim Executive Director Innovation and Compliance

Deputy Director, Medicines Regulation and Prescribing, DHSC
Head of Yellow Card Biobank (item 8 only)
Private Secretary

Apologies

Junaid Bajwa Non-Executive Director

i Strategy Director

Head of Executive Office
Private Secretary
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INTRODUCTION
The Chair opened the meeting held in public and welcomed those joining online. The Chair
went around the room for the Board to introduce themselves and noted apologies.

1. Declarations of interest

1.1. The Chair opened the item and noted the importance of the policy which is currently
being revised.

1.2. The Chair asked if there were any new interests to declare to which Paul Goldsmith
noted that he is a Board member for a mental health charity. Nothing further to
declare.

1.3. The Board noted that a revised conflicts of interest policy will be tabled for
discussion at the September Board meeting.

Action: The secretariat to contact Paul Goldsmith to update conflict of interest

o -

Action: The updated Conflict of Interest policy to be tabled for discussion at the
September Board meeting.
Carly McGurry

2. Minutes and actions
2.1. The Board approved the minutes.

Action: The secretariat to contact comms to publish the March meeting held in public
minutes.
Carly McGurry / Rachel Bosworth

3. Terms of Reference
3.1. The Chair noted the Terms of Reference (TOR) has been updated. The Board
received an outline of key changes to the TOR, including Board Assurance
Committees.
3.2. The PPEC Chair noted an amendment to the PPEC in the TOR.
3.3. The Board approved the TOR.

Action: The secretariat to amend the TOR with reference to the PPEC.
Carly McGurry

AGENCY PERFORMANCE

4. CEOs Report — current activities and priorities
4.1. The Chair noted the publication of the 10 Year Health Plan and the key focus areas
in which the agency is referenced.
4.2. The Board received a summary of the paper as follows:

4.2.1. The Agency had sustained and consolidated its performance improvements
against statutory targets. The next area of focus would be the non-statutory
targets for scientific advice.

4.2.2. There had been notable government publications, including the 10 Year
Health Plan, the Life Sciences Delivery Plan and the Penny Dash Review into
Patient Safety. The MHRA will have a significant role to play across those
publications and policies in relation to clinical trials, an aligned authorisation
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pathway with NICE, pioneering the regulation of Al in healthcare and hosting
the Patient Safety Commissioner in the new safety architecture.

4.3. The Board also received a number of others updates on key activities across
groups:

4.3.1. Operation Subaru, which had been led successfully by the Criminal
Enforcement Unit, had arrested a number of people involved with trafficking
medicines illegally.

4.3.2. There had been a significant media campaign about safe use of GLP1
medicines, and in particular avoiding them during pregnancy.

4.3.3. An experienced Programme Director had been recruited to take stock of
RegulatoryConnect and to make recommendations.

4.3.4. The agency had issued a request for applicants for the second phase of its
unique Al Airlock Programme.

4.3.5. The new Chief People Officer will lead on the establishment of the Agency's
new digital hub location in Leeds.

4.3.6. The agency is continuing to stay connected with devolved administrations and
working with key agencies such as NICE, HRA, EMA and the Access Network.

4.3.7. The Board received an update on joint reviews with NICE and the work to
date that will involve changes in processes across both organisations, which is
going well.

4.4. The Board discussed the agency hosting the Patient Safety Commissioner.
Members noted that we have a strong safety system in place which we will continue
to strengthen and look forward to working with the commissioner on longer-term
goals.

Action: To amend the paper to the correct name of the team from HSE team to the

5. Monthly MHRA finance and people performance report

5.1. The Board received updates on income generation and spending, which is due to
the timing of some activities, but the agency is in a good position and current
financial situation (balanced against other moving parts) will help de-risk awarding
other capital that the agency will receive this year. The agency is doing well with
FTE recruitment budget and low staff turnover.

5.2. The Board discussed other financial issues in relation to maintenance at South
Mimms and pay forecasting and profiling. The Board also discussed agency
performance that will generate income. The CEQ noted that he would shortly write to
NEDs about work underway to improve our monitoring and reporting of agency wide
performance.

Action: CEO to write to NEDs about agency performance monitoring and reporting
Lawrence Tallon

ANNUAL REPORT

6. ARAC Annual Report to the Board

6.1. The Chair explained the overall purpose of the Audit and Risk Assurance Committee
(ARAC).

6.2. The ARAC Chair noted that there is a requirement to provide an annual report to the
Board in tandem with the MHRA Annual Report and financial statements, to provide
support to the process for approving and laying the report in Parliament.

6.3. The Board received an update on the agency's improved annual audit opinion. The
Chair outlined three areas of focus for ARAC over the coming year: firstly, ensuring
that the excellent work in the Route to Moderate and Return to Green programmes
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are embedded across the agency; secondly that improvements in risk management
are maintained, particularly in identifying and mitigating risk effectively as the new
strategy is developed; and thirdly continued scrutiny of RegulatoryConnect. The
Board agreed that the agency must not be complacent and must embed the
strengthened governance, risk and control.

Action: To highlight as part of internal comms the Raising Awareness Champion (para
3.14 refers)

Rachel Bosworth / Mercy Jeyasingham

Action: The agency has a Specific Animal Pathogens License which covers work at
South Mimms (para 3.19 refers)

Dr Nicola Rose

MHRA Annual Report & Accounts

7.1. The Chair noted that the annual report and accounts are required to be laid in
Parliament before the recess.

7.2. The Board thanked everyone involved in putting together the Annual Report and
Accounts and advised that the CEO should sign the report as a full and fair account
of the Agency'’s activities in 2024/25.

Action: The CEO should approve and sign the MHRA Annual Report and Accounts for
submission to the Comptroller and Auditor-General.

Lawrence Tallon / Carly McGurry / Rose Braithwaite

YELLOW CARD BIOBANK

8.

Yellow Card Biobank pilot & feedback on recruitment
8.1. The Board received an update on the programme and its aim to generate data to
support investigation of the role of genetics in adverse drug reactions (ADRs). The
pilot was launched two years ago and focused on adverse reactions relating to: 1)
allopurinol and severe skin reactions; 2) DOACs and severe bleeding; and has now
been extended to GLP1s and acute pancreatitis. The Board received an update on
key themes relating to recruitment:
8.1.1. Patient Yellow Card reporters typically have a high sign-up rate to the study,
leading to a future focus on topics with high patient reporting rates
8.1.2. Disappointingly low patient sign-up rate from contacting HCP Yellow Card
reporters, however, new pathways are being implemented to improve response
and reaching out to patients
8.1.3. The importance of recruitment via Clinical Practice Research Datalink
(CPRD), accounting for 2/3 of participants recruited
8.1.4. The key challenge of ensuring the project is diverse and includes people from
across the Devolved Nations
8.2. The Board discussed diversity and encouraged the team to be creative and consider
other platforms and avenues for recruitment. There was discussion on possible
examples outside the UK that can be replicated. On GLP1s, the Board noted that
this work is more centred on discovery, and that on diversity, some other datasets
could be explored pertaining to representation, inclusivity, and choosing topics
where the drugs are used at scale in particular populations, such as some diabetes
medications.
8.3. The Board noted the paper and referred further discussion on this topic to the
Regulation and Safety Committee.
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Action: The Board noted the paper and lessons learned as well as providing
suggestions to increase recruitment success. Further matters on recruitment will be
referred to the RSC before returning to the Board.

Dr Alison Cave / Paul Goldsmith

ASSURANCE

9. People & Public Engagement Committee (PPEC) Assurance Report
9.1. The Chair noted key priorities for the committee in relation to improved public
engagement and staff survey scores.
9.2. The PPEC Chair provided an update — the PPEC will review the TOR again before
submitting to the full Board for approval. Another key priority for the committee is the
refresh of the Patient and Public Involvement Strategy.

10. Regulation & Safety Committee (RSC) Assurance Report
10.1. The RSC Chair provided an overview for the Board. The RSC Chair noted
that the committee is working through the beginnings of a framework to help flesh
out key pieces of work the Committee will focus on.

EXTERNAL PERSPECTIVE

11. Questions from members of the public on the items on this Board meeting agenda

15 The Chair opened the item noting that there were three pre-submitted
questions on issues not on the agenda today. Each will receive a written response
by the end of the week.

2. There was a question from the audience during the meeting: To what extent
can the Regulation and Safety Committee's work on "ways to improve the reputation
of the UK as a market for medicine and device development" be informed by product
developers who may be considering the UK as a market? The Chair invited Julian
Beach to answer the question, who noted that the agency has pipeline meetings and
are working proactively to identify which products will come through in the next
couple of years, as well as developing robust frameworks to ensure the UK is
attractive while continuing to prioritise safety. The RSC Chair noted that the
committee has the right mix of membership to discuss and challenge on this issue
and noted broader issues around the competitive advantage to attract more
investment through data from NHS.

CLOSE OF MEETING

The Chair closed the meeting and acknowledged three departing Board members: Haider
Hussain, Mandy Calvert and Claire Harrison. The Chair also noted the final meeting for an
attending Executive Member, Harriet Teare.
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Issuance/ Revision 5.0
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Approvals
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MHRA Board Approve
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these minimal changes do not require further
approval from the Board.

18/06/2024 3.0 Carly McGurry Clarifying arrangements for delegation of
authority by the CEQ via ExCo, deleting
reference to Delivery Plans and including a
commitment to periodic independent review of
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Introduction

These Terms of Reference set out the principles that should underpin the roles and
responsibilities of members of the Agency Board, which should be consistent with the
Government Code for Public Appointments’, Code of Conduct for Board Members of
Public Bodies?, and Managing Public Money?. Details of the relationship between the
Department of Health and Social Care (DHSC) and the Medicines and Healthcare
products Regulatory Agency (‘the Agency’) are defined in the Framework Agreement?.

2. Purpose of the Board

2:1.

2.2,

2.3.

24.

The role of the Board is to support the Chief Executive in their responsibility for the
successful operation of the Agency. MHRA has a unitary Board with an equal number
of Executive and Non-Executive Directors, plus a Non-Executive Chair (MHRA or
Board Chair), supported by three Board Assurance Committees.

The Board is responsible for advising and agreeing the strategic direction of the
Agency, endorsing the Agency’'s recommendations to ministers on key financial and
performance targets as set out in corporate and delivery plans, and advising on and
monitoring plans to ensure those targets are met. The Board operates independently
in supporting the Chief Executive, as the Accounting Officer, in the effective delivery of
services and overall performance of the Agency by providing leadership, developing
strategy, advising on the delivery of policies, maintaining high standards of corporate
governance, scrutinising performance and ensuring that controls are in place to
manage risk.

The Board has no involvement in any regulatory decisions affecting medicines, medical
devices or any other products or services delivered by the Agency. These are the
responsibility of the Chief Executive Officer, delegated as appropriate to Agency civil
servants via the oversight and accountability of the Executive Committee.

Final decisions (and the responsibility and accountability for those) rest with the Chief
Executive Officer as the Accounting Officer of the Agency.

3. Responsibility

3.1.

3.2.

The responsibilities and matters reserved for the Board are set out in full in the
Schedule of Reserved Matters annexed to these Terms of Reference.

The Board provides strategic leadership to the organisation and, in support of that:
o Sets the overall strategic direction of the Agency, within the context of Ministerial
direction;

1 hitps://www.gov.uk/government/publications/governance-code-for-public-appointments

2 hitps://www.gov.uk/government/publications/code-of-conduct-for-board-members-of-public-

bodies/code-of-conduct-for-board-members-of-public-bodies-june-2019

3 https://www.gov.uk/government/publications/managing-public-money

4 https://www.gov.uk/government/publications/dh-and-mhra-framework-agreement
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e  Approves the Agency's Corporate Plan, Business Plan and supporting strategies
designed to enable achievement of the Agency’s strategic objectives, and
monitors performance against them;

* Holds the Executive to account for the performance and proper running of the
organisation, including operating in accordance with legal and government
requirements and those set out in the Agency's Framework Agreement with
DHSC;

e Ensures that effective arrangements are in place to provide assurance, effective
risk management, governance and internal control;

o Promotes effective dialogue between the Agency, its stakeholders, the DHSC
and patients;

e  Encourages and engenders robust and expansive patient engagement
throughout the organisation;

o Agrees which decisions it will make and which will be taken by the Executive as
per the Schedule of Reserved Matters;

o Ensures high standards of corporate governance and personal conduct;

o Monitors the performance of the Agency against core financial and operational
objectives;

° Provides effective financial stewardship;

o Advises on executive remuneration through delegation to the People and Public
Engagement Committee and

e Monitors and reviews its own effectiveness on at least an annual basis, with
periodic independent review.

The Board does not exercise any line management or executive functions. It does not
have any involvement in any regulatory decisions affecting medicines, medical
devices, or blood components for transfusion or any other services delivered by the
Agency. These are the responsibility of the Chief Executive Officer, supported by the
Executive Committee and their staff.

The DHSC is responsible for assessing the performance of the MHRA Chair and the
Chief Executive Officer. The MHRA Chair is responsible for assessing the
performance of Non-Executive Directors and the Chief Executive Officer is responsible
for assessing the performance of the Executive Directors.

4. Composition

41,

4.2

The Board is led by a Non-Executive Chair, who is appointed by the Secretary of State
for Health and Social Care. The Chair in turn is supported by a unitary Board
comprising of not more than 16 individuals.

Board membership should be formed of up to eight Non-Executive Directors (NEDs),
appointed through open competition by the Secretary of State for Health and Social
Care, and an equal number of Executive Directors, excluding the Chair. The Chief
Executive Officer will appoint the Executive members of the Board from the Executive
Committee of the Agency. The current membership is 6 Non-Executive Directors and 6
Executives, plus the non-executive Chair.
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4.3. The Chair will nominate a Non-Executive Director to be appointed as Deputy Chair of
the Board with agreement from the remainder of the Board. The Deputy Chair should
be able to deputise for the Chair so that Board business can continue if the Chair is not
available for any reason.

4.4. The Chair will also nominate a Non-Executive Director to be appointed as Senior
Independent Director of the Board with agreement from the remainder of the Board.
The Senior Independent Director will be a sounding board for the Chair and will also
be responsible for gathering feedback on the performance of the Chair on an annual
basis, without the Chair present, to provide input into the Chair's annual appraisal with
the senior DHSC sponsor. They would also be expected to meet with Board members
and act as an intermediary if required.

5. Membership

5.1. The Non-Executive Directors of the Board do not represent any specific customer,
sectoral or stakeholder interests. Ministers will take into account the balance of skills
when NEDs are appointed so that the Agency Board has the requisite skills and
experience profile to deliver the Corporate Plan and associated strategy. The primary
function of the NEDs will be to provide constructive challenge, strategic guidance, offer
specialist advice and hold the executive to account.

5.2. The NEDs will have Terms of Appointment clearly setting out what is required of them,
how their performance will be appraised and the duration of their appointment. The
Secretary of State for Health and Social Care may terminate an appointment for any
reason before the expiry of the fixed period by giving three months’ notice in writing.
Additionally, a NED may resign by giving three months’ notice in writing to the
Secretary of State for Health and Social Care.

5.3. The following Agency's Executive Directors will be members of the Board and hold full
voting rights on the Board. They will be appointed as Senior Civil Servants in their
executive roles through the processes and conditions determined by the Civil Service
Commission:

° Chief Executive Officer

. Chief Finance Officer

. Chief Medical and Scientific Officer

. Chief Technology and Digital Officer

*  Chief Safety Officer

. Interim Executive Director, Healthcare Quality & Access

5.4. Committee meetings will also be regularly attended by other members of the Executive
as the agenda demands. Other members of Agency staff shall be invited at the
discretion of the Board when matters relating to their areas of responsibility are being
discussed. The Board may ask any or all of those who normally attend but who are not
members to withdraw to facilitate open and frank discussion of particular matters.
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