..
Medicines & Healthcare products
Regulatory Agency

AGENDA FOR BOARD MEETING HELD IN PUBLIC
10:00 am — 12:40 pm on Tuesday 15 November 2022

Chair: Stephen Lightfoot

AGENDA ITEM PURPOSE | PRESENTER
10:00 | INTRODUCTION
1. What is the purpose of this meeting, who are the Information | Chair
Board Directors and are there any absences?
2. Are there any new Declarations of Interest? Information | All
3. What were the minutes and actions from the last Approval Chair
meeting?
AGENCY PERFORMANCE
10:15 | 4. What are the most important activities and priorities Context June Raine
from the CEQ’s point of view?
10:35 | 5. How much of the MHRA Delivery Plan was delivered Assurance John Taylor
and what was the operational performance of the Marc Bailey
Agency in the second quarter of 2022/23? Laura Squire
Alison Cave
SCIENTIFIC INNOVATION
10:55 | 6. How is the MHRA providing safe access to data for Assurance | Alison Cave
research? & Puja Myles
11:15 | 7. What are the priorities for the MHRA Science Strategic Marc Bailey
Strategy to enable scientific innovation in the UK? Direction

PATIENT SAFETY

11:35 | 8. How will the new MHRA SafetyConnect system Assurance
deliver more responsive safety surveillance?

Alison Cave &
Phil Tregunno




11:55

12:05

12:15

12:40

DYNAMIC ORGANISATION

9. What assurance can be provided from the Joint
Organisational Development & Remuneration
Committee and Audit & Risk Assurance Committee?

GOVERNANCE

10. What assurance can be provided by the Audit & Risk
Assurance Committee?

EXTERNAL PERSPECTIVE

11. What questions do members of the public have about
the items on this Board Meeting Agenda?

CLOSE OF MEETING

Assurance

Assurance

Public
Engagement

Mandy
Calvert

Michael
Whitehouse

Chair




Item 02

MHRA Board Declarations of Interest — November 2022

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 Company Nature of interest Paid Current
MHRA Role or Organisation
Stephen Lightfoot | NHS Sussex Integrated Care | Chair Yes Yes
Chair of Board Board
Sussex Community NHS Deputy Chair and Yes No
Foundation Trust Non-Executive Director
Sussex Primary Care Limited | Chair and Director No No
Gainsborough Property Director No No
Development UK Limited
Dame June Raine | World Health Organisation Member No Yes
Chief Executive (WHO) Committee on Safety
of Medicinal Products
Dr Marc Bailey Nokia Corporation Ex-employee shareholder No Yes
Chief Scientific
Officer
Dr Junaid Bajwa Microsoft Employed (Chief Medical Yes Yes
Non-Executive Scientist at Microsoft
Director Research), Shareholder
Merck Sharp and Dohme Ex-employee shareholder No Yes
Ondine biomedical Non-Executive Director Yes Yes
Novartis Industry Council Advisory to UK Pharma Exec Yes Yes
UCLH Non-Executive Director Yes Yes
Whittington NHS Trust Associate Non-Executive Yes Yes
Director
NHS GP, Physician (Sessional) Yes Yes
Nuffield Health Governor (NED) Yes Yes
Nahdi Medical Corporation Non-Executive Director Yes Yes
DIA Global Board Member No Yes
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Name and Name of Other Company Nature of interest Paid Current
MHRA Role or Organisation
Amanda Calvert Astrazeneca Ex-employee shareholder No Yes
Non-Executive Immediate family member
Director Quince Consultancy Ltd Provides consultancy Yes Yes
services including companies
in the healthcare sector.
Athenex Pharma Quince Consultancy Yes Yes
providing strategic
consultancy on oral oncology
chemotherapy platform. ILAP
applicant and Marketing
Authorisation applicant.
University of Manchester Quince Consultancy Yes No
digital Experimental Cancer providing strategy and data
Medicine Team protection consultancy
Cambridge Judge Business Member of Advisory Board No Yes
School
The Guinness Partnership Non-executive Director, Yes Yes
Limited — Housing member of Audit Committee
Association and Chair of Health and
Safety Committee
Fennix Pharmaceuticals Founder of this start-up Yes No
company planning to develop
oral chemotherapy product
into Phase 2 trial. Not yet
trading.
Dr Alison Cave None N/A N/A N/A
Chief Safety Officer
Professor Graham | 30 Technology Ltd Consultant/Advisor Yes Yes
Cooke DNAnudge Ltd Consultant/Advisor No Yes
Non-Executive Seventh Sense Biosystems Consultant/Advisor Yes Yes
Director and Debevoise and Plimpton LLP | Consultant/Advisor in relation Yes No
Deputy Chair to COVID protocols
Sanofi CoV Chair of End Point Review Yes Yes
Committee for vaccine trial
WHO Chair of Committee for No Yes
Selection and Use of
Essential Medicines
NIHR NIHR Research Professor Yes Yes
Dr Paul Goldsmith | Closed Loop Medicine Ltd Shareholder, director & Yes Yes
Non-Executive employee; ILAP applicant
Director and user of CPRD
Summit Inc Shareholder No Yes
leso Digital Health Shareholder No Yes
MDU Ltd Director Yes Yes
MDU Investments Ltd Director Yes Yes
NHS Consultant Neurologist Yes Yes
NHS Clinical Senate Member No Yes
Big Tent Foundation Trustee No Yes
Radix Group Limited Trustee No Yes
Sleepstation Co-founder of original No No
programme, 2012-2014
Claire Harrison None N/A N/A N/A
Chief Technology
Officer
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Name and Name of Other Company Nature of interest Paid Current
MHRA Role or Organisation
Haider Husain Healthinnova Limited Chief Operating Officer Yes Yes
Non-Executive Milton Keynes University Non-Executive Director Yes Yes
Director Hospital NHS Foundation
Trust
British Standards Institute Panel Chair BS30440 — Use No Yes
of Al within Healthcare
Dementia Carers Count Trustee No Yes
World Wars Muslim Memorial | Trustee No Yes
Trust
Microsoft Corp Shareholder Yes Yes
BBC Family Member No Yes
NHS Buckinghamshire, Associate Non-Executive Yes Yes
Oxfordshire and Berkshire Director
West Integrated Care Board
Mercy Royal College of Podiatry Consultancy Yes No
Jeyasingham MBE
Non-Executive NHS South West London Non-Executive Member Yes Yes
Director Integrated Care Board
Raj Long Gates Foundation Employee — Deputy Director Yes Yes
Non-Executive Bristol-Myers Squibb Ex-Employee Shareholder Yes Yes
Director RESOLVE (Sustainable Scientific Advisory No Yes
solutions to critical social,
health, and environmental
challenges)
Novartis Ex-Employee Shareholder Yes Yes
EC IMI NEURONET EC Scientist Advisory Board No Yes
Innovative Medicines
Initiative (IMI) Non-Product
Gates Venture — EC Advisory Yes Yes
Innovative Medicines
Initiative (IMI) Non-Product —
IMI European platform for
Neurodegenerative Disorders
HUYA Bio Access Advisory Yes No
PAVIA — PV Africa Board Advisory Board No Yes
(EC Funded)
WHO - Sustainable COVAX | Advisory Expert No Yes
Manufacturing Strategy for
Regional Health Security
UK Health Security Agency Associate Non-Executive Yes Yes
Board Member
Laura Squire OBE | None N/A N/A N/A
Chief Healthcare
Quality & Access
Officer
John Taylor None N/A N/A N/A
Interim Chief
Finance Officer
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Name and Name of Other Company Nature of interest Paid Current
MHRA Role or Organisation
Michael South East Coast Ambulance | Deputy Chair & Senior Yes Yes
Whitehouse OBE | Services NHS Foundation Independent Non-Executive
Non-Executive Trust Director
Director Chair of Audit Committee
Chair of Charities Committee
Cruse Bereavement Charity | Trustee No No
Chair of Finance and Audit
Committee
Republic of Ireland Audit Member of Audit Committee No Yes
Office
National Audit Office Board Member and Chief No No
Operating Officer until 17
April 2017
Glenn Wells None N/A N/A N/A
Chief Partnerships
Officer
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MHRA 046-2022

Medicines and Healthcare products Regulatory Agency

Minutes of the Board Meeting Held in Public on 20" September 2022

(14:00 - 16:00)

Round Room, MHRA, 10 South Colonnade, Canary Wharf E14 4PU

Present:
The Board

Stephen Lightfoot

Dame June Raine DBE
Dr Marc Bailey

Dr Junaid Bajwa

Dr Alison Cave

Amanda Calvert
Professor Graham Cooke
Dr Paul Goldsmith

Claire Harrison

Haider Husain

Mercy Jeyasingham MBE
Raj Long

Dr Laura Squire OBE
John Taylor

Dr Glenn Wells

Michael Whitehouse OBE

Others in attendance
Carly McGurry
Rachel Bosworth

Natalie Richards
Kathryn Glover

INTRODUCTION

Chair

Chief Executive

Chief Science, Research & Innovation Officer
Non-Executive Director

Chief Safety Officer

Non-Executive Director

Non-Executive Director and Deputy Chair
Non-Executive Director

Chief Digital & Technology Officer
Non-Executive Director

Non-Executive Director

Non-Executive Director

Chief Healthcare Quality & Access Officer
Interim Chief Finance Officer

Chief Partnerships Officer

Non-Executive Director

Director of Governance, MHRA

Director of Communications, MHRA

Head of the Executive Office, MHRA
Deputy Director, Medicines Regulation and
Prescribing, DHSC

Item 1: What is the purpose of this meeting and who are the Board Directors?

1.1 The Chair set out his expectations and priorities for this Board meeting held in public
which was being live streamed to the registered audience and recorded. The Chair
welcomed everyone to the meeting, including a broad range of observers including
patients and members of the public, representatives of patient groups, healthcare

professionals, government officials, industry, media and MHRA staff.
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1.2 The Chair recorded the great sadness of the nation upon the death of Queen Elizabeth
Il and offered his condolences on behalf of the MHRA to her family. The Chair
confirmed the MHRA’s commitment to His Majesty’s Government, the new Prime
Minister and the new Secretary of State for Health and Social Care.

1.3 The Chair introduced John Taylor who has been appointed as Interim Chief Finance
Officer; and congratulated Haider Husain who has now been appointed by Ministers
as a full voting Non-Executive Director. The Chair also congratulated Mercy
Jeyasingham who has been reappointed as a Non-Executive Director for a second
term, until August 2026.

1.4 The Chair noted with sadness the death of Dame Valerie Beral, who served as a Non-
Executive Director at the MHRA for 6 years. Dame Valerie was an internationally
renowned cancer expert and strong advocate of CPRD; the Chair recorded his thanks
for Dame Valerie’s service to the MHRA.

Item 2: Are there any Apologies or Declarations of Interest

2.1 Apologies were received from Alison Strath, Chief Pharmaceutical Officer for Scotland;
Greig Chalmers, Head of Chief Medical Officer's Policy Division in the Scottish
Government; and Cathy Harrison, Chief Pharmaceutical Officer for Northern Ireland.

2.2 The Board reviewed the Declarations of Interest for all MHRA Board members.
Amanda Calvert informed the Chair of a new Declaration of Interest; Amanda has
recently set up a new company called Fennix Pharmaceuticals who are looking to
develop an oral chemotherapy product. The Chair noted the new declarations and was
satisfied that there were no conflicts of interest preventing any of the NEDs from
participating in the full agenda of this meeting.

Item 3: What were the minutes and actions from the last meeting?

3.1 The Board reviewed the minutes and actions from the last meeting and updates were
provided.

AGENCY PERFORMANCE

Item 4: What are the most important current activities and priorities from the CEO’s
point of view

4.1 Dr June Raine presented the Chief Executive’s monthly report, which covered the
following:

(i) Scientific Research and Innovation — including latest updates on polio detection

in sewage samples; vaccines and therapeutics for Monkeypox; influenza vaccine
requirements; control testing; the UK Stem Cell Bank; and the Innovation Accelerator;
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4.2

(ii) Healthcare Access — including updates on the COVID-19 booster vaccines;
Project Orbis; smoking cessation; the first designation of a new UK Approved Body;
remote and hybrid inspections; and Good Manufacturing Practice inspections;

(iii) Partnerships National and International — including an update on access to
medicines in Northern Ireland;

(iv) Patient Safety — including updates on Yellow Card Scheme enhancements;
engagement sessions on the SafetyConnect programme; risks of nebuliser use in
asthma; a mexiletine hydrochloride recall; the African Union Smart Safety Surveillance
project; and criminal enforcement through Operation Pangea;

(vi) Dynamic Organisation — including updates on the Regulatory Management
System; the data centre migration; and a Health and Safety inspection by the Health
and Safety Executive;

(vii) Financial Sustainability — including an update on the Agency Fees consultation.

The Board thanked Dr Raine for her report and thanked all MHRA staff for the excellent
work over the last month. The Board provided comments relating to taking on learnings
from working with international partners to improve future work; smartphone apps
linking with the Yellow Card scheme; information exchange; complementing the
information from the Yellow Card Scheme with information from other data sources,
and continued work with NHS Digital to enable this; the review of Agency services to
optimise service delivery; the Innovative Licensing and Access Pathway; and ensuring
delivery of the Regulatory Management System. The Board noted Dr Raine’s report.

Item 5: How much of the MHRA Delivery Plan was delivered in the first quarter of

5.1

5.2

2022/23 and are there any risks to its completion by 31 March 2023?

The Board considered a report on Delivery Plan implementation for the first quarter
(Q1; April — June 2022) of the plan’s second year. The Executive Committee concluded
that the Agency is in a good position overall, with some notable items completed this
qguarter. Handling plans for the off-track items have been scrutinised and agreed
mitigations are underway; and the deliverables for the refreshed Delivery Plan are now
included. The Board noted that almost everything remains due within the plan’s lifetime
with some (previously agreed) exceptions where elements of work will roll over into
future years; the Board also noted that Q4 is now very loaded.

The Board noted the report and provided comments relating to ensuring the
deliverables are closely tracked to ensure the Agency is able to deliver what has been
promised in Q4. The Board noted that the issue is related to timing — it is not related to
achievability of the objectives. The Board provided further comments related to
securing appropriate funding for delivery of the new clinical trials regulations, and
impacts from IT system dependencies with external agencies (and how to avoid these
situations in future); the delay in savings from corporate costs; mapping of legacy
systems to future projects; and adjusting and refining projects to ensure delivery and
avoid scope creep.
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5.3 The Board provided further comments relating to supporting staff to prioritise delivery
of these objectives, whilst also supporting staff during the cost of living crisis; the One
Agency Leadership Group; beginning time recording exercises to identify non-
productive activities; ensuring continuous dialogue with staff through both a top down
and bottom up mechanism; and continuous improvement. The Board noted this report
with thanks.

Item 6: What was the operational performance of the MHRA in the first quarter of
2022/237?

6.1 The Board considered a report on the operational performance of the Agency in the
first quarter of 2022/23. The Board considered the performance report on finance and
people, and provided comments relating to financial controls over debt recovery;
reporting of debt; vacancies and performance; how the Agency seems to have turned
a corner in relation to integrating the different areas of the Agency in to the lifecycle
model of working, and further enhancements which will continue to improve this work;
culture and walking the talk; staff retention and career progression opportunities,
noting that a number of internal staff have achieved promotions meaning there are still
vacancies to be filled; presentation of ethnicity, diversity and inclusion metrics, and
how to report on other data of protected characteristics. An action was agreed to
present an Ethnicity, Diversity and Inclusion report to the Board.

Action 84: A report on Ethnicity, Diversity and Inclusion should be presented to the
Board; this should be added to the Board schedule.
Chair

6.2 The Board considered the performance report on patients, public and partners, and
provided comments relating to reporting on the Agency’s reputational index; it was
noted a procurement tender was issued but was unsuccessful. The Board
recommended a survey may be useful to understand what Members of Parliament
think about the MHRA.

6.3 The Board considered the performance report on Science, Research and Innovation;
and provided comments relating to enabling a holistic view across the whole clinical
trial system, as well as metrics that the MHRA are able to control; developing
partnerships to deliver in this space; the Recovery, Resilience and Growth Initiative; it
was agreed to follow up with Professor Lucy Chappell to understand how MHRA can
closely work with the National Institute for Health Research (NIHR) to deliver the new
Clinical Trials Legislation and guidance.

Action 85: Follow up with Professor Lucy Chappell to understand how MHRA can
work closely with NIHR to deliver the new Clinical Trials Legislation and guidance
Marc Bailey

6.4 The Board considered the performance report on Healthcare Quality and Access and
provided comments relating to the improving of timeliness of authorisation decisions
and the work to continue improvement in this area; increasing the quality of
submissions to the Agency via feedback to industry; ensuring a clear narrative to
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accompany the performance reports to the Board; and managing issues relating to
compliance assurance activities.

6.5 The Board considered the performance report on Safety & Surveillance and noted the
number of regulatory actions being taken. The Board considered the performance
report on Digital and Technology and noted the importance of including measures to
provide assurance on the progression of technology projects which are fundamental
to the delivery of the Agency’s strategic objectives.

Further to action 51: Consider the inclusion of MP opinions on the Agency as part of
the Reputation Index for future performance reports. Also develop a monthly
financial and people performance report for the Board

John Taylor

PATIENT SAFETY

Item 7: How many of the key MHRA deliverables have been implemented since the
Cumberlege Review was published 2 years ago and what difference have they made
to patients?

7.1 The Board considered a paper describing what has been achieved so far on the
Agency’s planned short, medium, and long-term deliverables in response to the
Cumberlege Review, and the differences these have made or will make for patients.
The Board provided comments relating to the ambition of using registries for medical
devices and linking patients to devices using the Unique Device ldentifier (UDI); the
impact on timelines due to delays to work programmes following the merger between
NHS England and NHS Digital; ensuring linkages across the healthcare ecosystem;
enabling stronger pre-market requirements for medical devices; SafetyConnect as an
enabler to proactively identify and address safety issues; connecting with NHS medical
directors to develop an ecosystem approach to patient safety; the role of the Patient
Safety Commissioner; and improving how information is provided to patients. The
Board noted the report for assurance.

Item 8: What assurance can be provided by the Patient Safety and Engagement
Committee?

8.1 The Board considered an assurance report provided by the Patient Safety and
Engagement Committee (PSEC). The PSEC discussed four areas at its meeting on
the 7th of July 2022; these were the development of how the committee reviews
risk/benefit from a patient’s perspective; CPRD Data Governance/ Real world data and
how patient input is being embedded into it; Clinical Trials Consultation response; and
adding Patient Safety topics to the work programme. PSEC also held a joint meeting
with the Organisation Development and Remuneration Committee (ODRC) on
Equality, Diversity, and Inclusion on the 26th of July 2022. This is the first time both
committees met together. The topic of Equality, Diversity and Inclusion was discussed
from internal and external perspectives. The Board noted the PSEC report for
assurance with thanks.
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DYNAMIC ORGANISATION

Item 9: What assurance can be provided by the Organisational Development and
Remuneration Committee?

9.1 The Board considered an assurance report provided by the Organisational
Development and Remuneration Committee (ODRC). The ODRC met on 2nd
September 2022 and discussed a review of the effectiveness of the new organisational
structure and operating model; a review of the progress for developing the processes
for the 4 key services that the Agency delivers to achieve its objectives; an update on
the progress of the development and roll-out of the competency development
framework; and an item to note the progress of the people strategy.

9.2 The Board noted the report for assurance, and provided comments relating to reverse
mentoring; the importance of delivery of MHRA services and greater Chief Officer
involvement with the ODRC. An action was taken to develop the ODRC work
programme and share this with the Board; and to identify time for the ODRC Chair to
speak with respective Chief Officers to talk through their service areas.

Action 86: Work Programme for the ODRC to be developed and shared; identify time

for ODRC Chair to speak with Chief Officers about their services.

Mandy Calvert

EXTERNAL PERSPECTIVE

Item 10: What questions do members of the public have for the MHRA Board?

10.1 The Board answered a range of questions which had been submitted by members of
the public before and during the meeting. An action was taken to provide a written
response to a particular question asked related to debt.

Action 87: John Taylor to provide a written response to the member of public who

submitted a question regarding debt at the September Board

John Taylor

ANY OTHER BUSINESS

11.1 No items of Any Other Business were raised, and the Chair closed the meeting.
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ACTIONS FROM MHRA BOARD MEETING IN PUBLIC — 20 September 2022

The actions highlighted in red are due this month

Action
Number

Action

Owner

Date

Status

Carried Forward from previous meetings

29

16/03/21: Present an Agency
Science Strategy to the Board.

Marc Bailey

e
16/11/21
17/05/22
15/11/22

Paper on agenda

43

15/06/21: A revised assurance
and governance framework for
the new MHRA organisation

should be presented to Board.

Carly
McGurry

15/02/22
10522
20/09/22
21/03/23

51

20/07/21: Review Balanced
Scorecard metrics and targets to
provide more focus on
outcomes, greater links to the
Delivery Plan and (especially on
innovation) and assurance that
resources are available to
deliver priorities

21/09/21: Review the outcome
measures in the Balanced
Scorecard and the RAG Ratings
in the quarterly Delivery Plan
reports before considering if the
targets are ambitious enough.
19/10/21: Continue to evolve the
Balanced Scorecard metrics to
include outcome measures.
Update the data set for Clinical
Trials in the balanced scorecard.
16/11/21: Broaden the measures
to include the impact and quality
of our scientific work rather than
volumes. Seek input from our
customers on what MHRA
services they value for inclusion
in the Balanced Scorecard.
18/01/22: A new approach for
Board Reporting on operational
performance, risk management
and opportunity progression to
be recommended to the Board.
20/09/22: Consider the inclusion
of MP opinions on the Agency as
part of the Reputation Index.
Also develop a monthly financial
and people performance report
for the Board.

John Taylor

18/10/22

New Performance
Report on agenda

59

21/09/21: Board assurance
committees to review their

Michael
Whitehouse,

16108122
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combined effectiveness and hold | Mercy 13/12/22
a board discussion on this topic. | Jeyasingham,
& Mandy
Calvert
62 19/10/21: Review the Corporate | Carly 19/04/22
Risk Register to consider McGurry 722
whether all strategic risks to 17/01/23
Agency outcomes are accurately
captured.
64 16/11/21: Review opportunities Glenn Wells [15/02/22 |Completed
for more partnership working 19/04/22
with other regulators as part of 20109422
the MHRA International Strategy 18/10/22
70 18/01/22: Develop and present a | Alison Cave [#05/22
Data Strategy to the Board & Claire 18/10/22
Harrison 15/11/22
18/04/23
71 18/01/22: Using the input from Laura Squire 21/06/22
the public consultation and 20/09/22
Board discussion, develop and 21/03/22
publish a new regulatory
framework for Artificial
Intelligence as a Medical Device
73 15/02/22: Develop a Glenn Wells [17/01/23
Sustainability Strategy
79 19/04/22: Hold a discussion on Alison Cave [21/03/23
the Yellow Card Biobank at an
upcoming Board meeting
80 19/04/22: Implement the Budget | ExCo 31/03/23
as approved by the Board for
2022/23. Ensure the deficit is
balanced by end of the year.
83 21/06/22: A report on stage 1 Carly 13/12/22
and 2 complaints will be McGurry /
considered by the ARAC. Michael
Whitehouse
New Actions
84 20/09/22: A report on Ethnicity, Chair 15/11/22 |Completed.
Diversity and Inclusion should be EDI added onto
presented to the Board; this Board Schedule in
should be added to the Board January with
schedule. People Strategy
85 20/09/22: Follow up with Marc Bailey |15/11/22 |Verbal Update

Professor Lucy Chappell to
understand how MHRA can work
closely with NIHR to deliver the
new Clinical Trials Legislation
and guidance
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86 20/09/22: Work Programme for Mandy 15/11/22 |Verbal Update
the ODRC to be developed and | Calvert
shared; identify time for ODRC
Chair to speak with Chief
Officers about their services
87 20/09/22: John Taylor to provide | John Taylor [15/11/22 [Verbal Update

a written response to the
member of public who submitted
a question regarding debt at the
September Board
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AR
Medicines & Healthcare products
Regulatory Agency

BOARD MEETING HELD IN PUBLIC

15 November 2022

Title

What are the most important activities and priorities from the CEQO’s
point of view?

Board Sponsor | June Raine
Purpose of Context
Paper
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What are the most important activities and priorities from the CEO’s
point of view?

‘TOP 10’ HEADLINES

e On 27" October we published our refreshed Delivery Plan 2022-23, which sets out our
commitment to patient involvement, healthcare equity and innovative ways of working

e We have assessed two bivalent COVID-19 booster vaccines which target two different
coronavirus variants: the original Wuhan coronavirus and the Omicron BA.5 variant

e Our leading role in the development of the novel oral polio vaccine has been recognised
by the World Health Organisation (WHO) Director General following the global milestone
of 500 million doses

e We are developing guidelines via an NHS programme for acute myeloid leukaemia
detection and better informatics tools for analysing patients’ genomic data

o Our scientists are contributing to a programme focusing on developing better tools to
analyse the microbiome to improve access to personalised treatments for patients

o We held a workshop on licensing electronic cigarettes as medicines, to encourage safe,
high-quality and effective e-cigarette products to be made available in the UK

e On 13™ October we launched a consultation exercise with healthcare professionals on
how we can strengthen our communications on medicines and devices safety

¢ We have introduced a 12-month extension to the implementation of the future Medical
Device Regulations, reflecting our commitment to ensuring the future regime is robust

¢ In October the British Pharmacopoeia Commission welcomed the appointment of its first
female Chair in its 150-years history, Dr Anna-Maria Brady

¢ We have launched a recruitment campaign for a Chair and members of the Interim
Devices Working Group, which will ensure we have access to high quality expert advice

SCIENTIFIC RESEARCH AND INNOVATION
Novel oral polio vaccine

1.1 Ahead of World Polio Day, and prompted by the announcement of the administration of the
500 millionth dose of nOPV2, the Director General of the WHO Tedros Ghebreyesus wrote
thanking “the organization for your invaluable support of the development and rollout
programme of the novel oral polio vaccine type 2 (nOPV2)”, noting that since its deployment
most countries that have used the vaccine have observed no further transmission of cVDPV2
(circulating vaccine-derived polioviruses). Scientists in the polio teams were instrumental in
the design and testing of nOPV2 and are now leading the assessment of genetic stability
data during field use. During a visit to the Agency’s Laboratory Facilities at South Mimms on
World Polio Day, Will Quince, UK Minister of State for Health, took time to discuss this
achievement with the Head of Polio Vaccines, later tweeting about the visit.
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Tuberculosis vaccine discovery work

1.2 A scientist from SR&I-R&D-Vaccines-Global Diseases participated in the 8th annual meeting
of Collaboration for Tuberculosis Vaccine Discovery (CTVD) which was held at the Bill and
Melinda Gates Foundation Discovery centre in Seattle, USA. The meeting was to discuss
recent advances in the field of TB vaccine discovery and consider strategies for moving the
field forward. A poster was presented showcasing the recent collaborative work (funded by
the EC Horizon 2020 programme - TRANSVAC2 project) in TB research using novel
approaches, such as mass cytometry by time of flight and serum metabolomics, in evaluating
comprehensive immune responses to identify potential biomarkers in mice vaccinated with
or without BCG followed by Mycobacterium tuberculosis infection.

Influencing regulatory and clinical practice

1.3 Scientists from the Biotherapeutics and Advanced Therapies team were invited to the recent
global Workshop on Recent Issues in Bioanalysis. The team provided input into regulatory
panels and drafting groups and delivered presentations on their research work, in particular
the development of the Infliximab reference panel for anti-drug antibodies (ADA) and
challenges in the standardisation of cell and gene therapies. The work will lead to publication
of position papers for industry and regulators on topics which include immunogenicity of novel
biotherapeutics, including multi-domain therapeutics, antibody-drug conjugates, bispecific
antibodies products and cell and gene therapies. Importantly, the development of the ADA
panel is an important step towards better, standardised tests for clinical monitoring of patients
and if implemented in clinical practice, will result in better outcomes for the patient.

Bacterial vaccines

1.4 A member of Microbial Toxins Group of SR&I, Research and Development, and previously
in the Pertussis Group of Bacteriology, NIBSC, has successfully attained the award of Doctor
of Philosophy from the University of Oxford. The project was in collaboration with the Oxford
Vaccine Group and involved generating viral vector-based vaccines against pertussis
(whooping cough), producing a number of vaccine candidates expressing various pertussis
antigens of which some proved to have protective activity in murine challenge models.
Studies indicate that this technology may be suitable for the production of bacterial vaccines.

International standard for Rift Valley Fever Virus

1.5 Scientists from SRI presented the ongoing work on the development of the WHO
International Standard for Rift Valley fever virus antibodies at the World Vaccine Congress,
in Barcelona 11"-17™" October 2022. The work is part of our partnership with CEPI on
standardization of serological assay to support vaccine development.

New potency assay for Influenza vaccines

1.6 A paper describing a potential new potency assay for inactivated influenza vaccines from an
all-agency research team led by the Head of Seasonal Flu and Head of Antibodies in the SRI
R&D Function has been published in Vaccines. Entitled, “Development of an ELISA-Based
Potency Assay for Inactivated Influenza Vaccines Using Cross-Reactive Nanobodies”, this
work builds on the discovery of nanobodies that are broadly cross-reactive for influenza A
virus haemagglutinin (HA) protein as described previously by our team (Hufton et al). Using
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such nanobodies, scientists in Research & Development were able to develop an ELISA-
based assay for measuring the amount of active HA in influenza vaccines. Further work will
be necessary to expand the use of the assay to all four components of quadrivalent influenza
vaccines and to optimise the use of reference reagents.

Diagnostics for clinical oncology

1.7 The Genomics team, under the Research & Development and Standards Lifecycle, is
participating in the NHS for the Knowledge Transfer Partnership (KTP) Program. Particularly,
it is contributing in drafting new guidelines for detection of minimal residual disease (MRD)
in Acute Myeloid Leukaemia (AML) and design better informatics tools for the analysis of
genomics data obtained from liquid biopsy of NHS patients. Both tasks are based on the
WHO International reference materials generated within the Team. An “ad hoc” workshop
held in October helped to connect MHRA to NHS members and commercial stakeholders to
identify biomarkers for cancer diagnostics and prioritise the generation of reference
materials. The Genomics Team also participated to the submission of a European grant to
increase harmonisation of genomics testing for precision medicine.

Diagnostics and the microbiome

1.8 There is increasing recognition that the microbial communities of bacteria, viruses and fungi
that live in our intestines, collectively known as the gut microbiome, impact the outcome of
medical interventions. There is evidence that this gut microbiome can determine the efficacy
of treatments and the development of side effects in cancer treatment with the powerful class
of immunotherapeutic drugs called immune checkpoint inhibitors. In collaboration with
University of Liverpool our scientists presented a scientific poster and a talk entitled
“Unravelling the gut microbiome and IgA dynamics in immune related adverse events to
checkpoint inhibitor therapy” at the recent Microbiome Interactions in Health and Disease
Conference held at the Wellcome Genome Campus. This project is part of a programme
focusing on developing better tools to harmonise the analysis of the microbiome.

WHO global polio eradication Initiative

1.9 Our scientists continue to play a pivotal role on the WHO Global Polio Eradication Initiative
contributing to the development and rollout of novel vaccines and leading surveillance
activities, currently monitoring an outbreak due to type 2 vaccine-derived poliovirus in
London. This work has produced the first evidence of poliovirus transmission in the UK since
1984 providing essential information to the UKHSA to plan immunisation campaigns to halt
the outbreak and has led to a publication in the Lancet. In addition, we had the unique
opportunity to discuss our research work with Bill Gates during the Bill and Melinda Gates
Foundation (BMGF) Annual Grand Challenges meeting in Brussels. The work, framed within
our project ‘Innovations to improve the speed and sensitivity of polio surveillance’ is
conducted in collaboration with Imperial College London and funded by BMGF alongside
several other projects which altogether provide substantial funds to support our polio work.
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WHO Expert Committee on Biological Standardisation

1.10 In October, scientists from the Science, Research and Innovation group presented their
work to develop and produce new or replacement biological standards to the WHO Expert
Committee on Biological Standardisation These projects included replacement standards for
SARS-CoV-2 antibody, rabies immunoglobulin, Interleukin-6 and Factor Xlll plasma, and the
replacement standards will ensure continuity of International Units for the evaluation of
therapeutic products or clinical responses. In addition, completed projects for new biological
standards were also presented, including antibody standards for SARS-CoV-2 variants of
concern and Human Papillomavirus, an antigen standard for SARS-CoV-2, a therapeutic
monoclonal antibody standard for Cetuximab, gene therapy standards for Lentiviral Vector
Integration Copy Number, a reference panel for Infliximab anti-drug antibodies, and reference
reagents for measuring antigen content of tetanus vaccines and D-antigen content of
Inactivated Poliomyelitis Virus vaccines. These new standards will facilitate the development,
manufacture, regulation, control and use of biological medicines and diagnostic assays.

HEALTHCARE ACCESS
COVID-19 vaccines

2.1 We have received and assessed applications for bivalent COVID-19 booster vaccines which
target two different coronavirus variants, the original Wuhan coronavirus and the Omicron
BA.5 variant. We sought advice on the first BA.5 vaccine from the Commission on Human
Medicines in October. We are also working with our expert committees and international
partners within the ACCESS consortium (Australia, Canada, Singapore, Switzerland and UK)
on the need for updates to the guideline on the general regulatory requirements for variant
vaccines.

New anti-epileptic medicine

2.2 We have granted a marketing authorisation for Ontozry (cenobamate) for the adjunctive
treatment of focal-onset seizures, with or without secondary generalisation. This medicine is
for use in adult patients with epilepsy who have not been adequately controlled despite
treatment with at least two anti-epileptic medicinal products. Cenobamate had been
designated a Promising Innovative Medicine by the MHRA in 2020.

Nicotine e-cigarettes

2.3 Unlike generally available consumer products, licenced products for smoking cessation are
assessed by the MHRA for their safety, quality and efficacy before they can be placed on the
market. Many manufacturers of nicotine e-Cigarettes are not familiar with licensing
processes. On 4™ October 2022, an industry workshop on licensing electronic cigarettes as
medicines was held. The workshop explained the published guidance on e-cigarettes and
the quality, non-clinical, clinical and delivery device data required to support marketing
authorisation applications. The workshop also provided information on how to request
regulatory and scientific advice. The workshop was attended by over 100 external
stakeholders, including representatives from e-cigarette companies, pharmaceutical
companies, CROs, academia, and UK and non-UK government.
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Lenalidomide Pregnancy Prevention Programme

24

Lenalidomide is an important medicine in the treatment of multiple myeloma. Good
Pharmacovigilance Practice inspectors conducted the high-priority and high-risk pre-launch
inspection of a lenalidomide controlled distribution and pregnancy prevention programme
intended to be used as a single system for multiple generic lenalidomide products. The
purpose of the inspection was to determine whether the risk management system for
lenalidomide was fit for purpose and would operate in compliance with the conditions of the
marketing authorisation. It is hoped that this single system for multiple generics will prove to
be a safe, efficient and user-friendly system for the NHS and other users.

Remote inspections

2.5

In the light of experience during the COVID-19 pandemic, further development of remote
inspection approaches has continued. Inspectors conducted the first pilot of a hybrid
approach for an inspection of a clinical and laboratory facility outside of the United Kingdom.
Inspectors performed several inspection activities using remote tools, before travelling to site
to complete aspects the inspection which could not be performed effectively without being
onsite. This initial pilot was viewed as being successful, with learnings to be applied to further
trials in 2023.

Software and Artificial Intelligence (Al) as a Medical Device

2.6

2.7

On 17 October, the Software Group published the Roadmap for the Software and Al as a
Medical Device Change Programme. The Roadmap details 33 deliverables across 11 work
packages to reform medical device regulation for software and Al as well as further details
explaining our approach and methodology. We intend to have first drafts of 5 key deliverables
published before the end of 2022. The Roadmap has received favourable attention externally
and further efforts to promote elements of the Change Programme will follow shortly.

On 10 October, the Software Group announced that both the MHRA and NICE have been
awarded £1.8m funding over three years to explore and produce guidance on regulating
digital mental health tools. With regard to guidance, we will look to clarify what qualifies as a
medical device in this area, what risk classifications might apply to such tools, as well as a
review of the current evidence base for these devices. The project will also draw upon robust
engagement with those with lived experience of mental health conditions.

PATIENT SAFETY

Yellow Card Scheme

3.1

The annual international campaign to encourage Yellow Card reporting of suspected adverse
reactions and adverse incident with medical devices ‘#MedSafetyWeek’ ran from 71-13%"
November, and we prepared a communication plan alongside regulators in 82 countries. We
have been a part of the project steering group led by Uppsala Monitoring Centre, to develop
two social media animations and accompanying graphics. The theme this year is “how
patients and healthcare professional make safety work” and encourages everyone to play
their part in report suspected side effects. Our social media campaign had the hashtag
#MedSafetyWeek; we issued a press release and we secured a stand at the Royal
Pharmaceutical Society annual conference where our Yellow Card team will talk to delegates

Page 6 of 11



Item 04 MHRA 047-2022

about Yellow Card, MedSafetyWeek, Drug Safety Update pharmacy alerts and the current
healthcare professionals consultation on how to strengthen our communications.

Medicines safety issues
3.2 Several safety issues resulted in regulatory action:

Methylphenidate modified-release preparations and switching

A Drug Safety Update article was issued advising prescribers and dispensers to use caution
if switching patients between different long-acting formulations of methylphenidate, a
medicine use in the treatment of Attention Deficit Hyperactivity Disorder due to differences in
formulations, as different instructions for use and different release profiles may affect
symptom management.

Pholcodine and potential increased risk of anaphylaxis

We have initiated a review of the use of pholcodine and a potentially increased risk of
anaphylaxis on exposure to a group of medicines used in anaesthesia (neuromuscular
blocking agents). This review is in parallel with the ongoing EU referral on this topic. We are
assessing all available evidence and will seek relevant expert advice, including engagement
with pharmacists, anaesthetists and patients, with the aim of determining what action is
appropriate in the UK regarding this potential risk.

Rucaparib — withdrawal of third-line treatment indication

The third-line treatment indication for rucaparib has been withdrawn following a review of the
findings of the ARIEL-4 trial, which showed lower overall survival for rucaparib treatment
versus standard chemotherapy in patients with high-grade epithelial ovarian, fallopian tube
or primary peritoneal cancer. A Drug Safety Article has been published advising healthcare
professionals to inform patients already receiving rucaparib for the third-line treatment
indication of the latest data and recommendations, and to consider other treatment options.

Teicoplanin batch recall

On 21 October 2022, we issued a National Patient Safety Alert to support the recall of 2
batches of the antibiotic Targocid (teicoplanin) 200mg powder for solution for
injection/infusion or oral solution (batches 0J25D1 and 0J25D2; expiry 30/04/2023). This was
due to out of specification results obtained for bacterial endotoxins, confirmed through testing
of retained samples. This issue was observed following a medical adverse event when
patients experienced a high grade of fever after approximately 3 hours after receiving
teicoplanin from the impacted batches. Healthcare professionals were asked to identify any
patients taking it at home to ensure they stop use.

Interim Devices Working Group

3.3 We launched a recruitment campaign for a Chair and professional and patient members of
the Interim Devices Working Group (IDWG). This will conclude in November with plans to
hold the first meeting in January. The IDWG will ensure we have access to high quality expert
advice on the safety on medical devices. The group will meet up to 10 times per year whilst
the Statutory Advisory Committee outlined in the Medicines and Medical Devices Act goes
through the legislative process including public consultation.
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Manufacturers’ on-line reporting of device incidents

3.4 The second webinar on the replacement Manufacturer's On-line Reporting Environment was
provided to medical device manufacturers and their representatives in September 2022.
There were 372 attendees. The webinar provided guidance on the new system, including
how to report device incidents as well as timelines and steps to take for registrations. The
MORE platform subsequently went live on 13" October and we are now processing
registration requests in the run up to the new safety database, SafetyConnect, going live.

Criminal Enforcement Unit (CEU)

3.5 During October, we attended the first face-to-face meeting since the start of the pandemic of
the Permanent Forum of International Pharmaceutical Crime (PFIPC) which brings together
international regulators, law enforcement agencies, international organisations, and industry
bodies from across the globe, including the WHO, International Lab Forum for Counterfeit
Medicines and Pharmaceutical Security Institute. The MHRA currently holds the Secretary
position and continues to influence and drive forward the global counter-medicrime.

3.6 A CEU investigation culminated with the owner of a medicines wholesale business being
sentenced at court to a term of twenty weeks imprisonment (suspended for 12 months) and
100 hours community service for illegally importing and distributing medicines valued at £2.9
million. Beyond its punitive impact, this sentencing will act as a welcome reminder to others
across industry of the potential consequences of failing to comply with medicines regulations.

PARTNERSHIPS
Regulatory Reform

4.1 We continue to progress reform to the legislation that underpins our regulation of medicines,
medical devices and clinical trials. Analysis has been underway of responses to our public
consultations on proposals to strengthen and improve our regulatory framework for clinical
trials, and to introduce a new framework for innovative medicines manufactured at the point
of care. We are preparing the official government responses to those consultations, aiming
to publish shortly.

4.2 We have introduced a 12-month extension to the implementation of the future Medical Device
Regulations, with an aim to bring the new regulations into force by July 2024. The future
Medical Device regime is a substantial reform of the current framework, and the extension
reflects our commitment to ensuring the future regime is robust and reflects the detail
required to avoid disruption to supplies, support innovation and enable safe access to
medical devices for UK patients.

British Pharmacopoeia

4.3 In October the British Pharmacopoeia and Laboratory Services Team hosted a bilateral
meeting with the United States Pharmacopoeia to agree opportunities for future collaboration
and partnership. Topics included global harmonisation of standards to reduce regulatory
burden, future standards for digital therapies, environmental sustainability, analytical quality
by design, and enabling guidance and standards for biological medicines.
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4.4 Also in October, the British Pharmacopoeia Commission welcomed the appointment of its
first female Chair in its 150-years history, Dr Anna-Maria Brady. Dr Brady is a biochemist
with wide-ranging research and regulatory experience, including the Veterinary Medicines
Directorate. She succeeds Professor Kevin Taylor after his extended 5-year service as Chair.
Dr Brady’s skills and knowledge are well-placed to support our work to develop innovation
enabling standards in the growing fields of personalised medicines and novel biological
medicines.

Global collaboration on compliance

4.5 The PIC/S 50" anniversary meeting was held in Dublin in early October 2022. PIC/S is the
leading forum for collaboration, reliance and harmonisation between GMP inspection teams
globally and where MHRA has played a leading role. The PIC/S future strategic plan was
confirmed which included key areas aligned with our own compliance strategy such as the
use of “PIC/S reliance” and developing capability and capacity across new medicines
modalities and technologies. Bilateral meetings were held with US FDA and Health Canada
where opportunities for future collaboration were identified that will build on our existing strong
relationship with these peer regulators.

Innovative Licensing

4.6 We contributed alongside the FDA and EMA to the TOPRA (The Organisation for
Professionals in Regulatory Affairs) Human Medicines Symposium 2022 on the topic of ‘Are
expedited programmes delivering on the promise to accelerate drug development and patient
access?’ The format of the session was presentations from each jurisdiction followed by a
panel session and question and answers. There was strong interest in the Innovative
Licensing and Access Pathway which was held up as a good example of helping to create
an end-to-end approach to patient access by including both the medicines regulator and
health technology assessment bodies. Issues discussed included capacity and resourcing,
future directions and opportunities to streamline approaches.

International Coalition of Medicines Regulatory Authorities (ICMRA)

4.7 The 17th annual meeting of the International Coalition of Medicines Regulatory Authorities
focussed on global pharmacovigilance, opportunities and pathways for innovative products,
and dealing with public health emergencies. We have worked with the Brazilian regulator
ANVISA to update the ICMRA Crisis Management Protocol, which was published on 13
October 2022 to include experiences and lessons learned from COVID-19. The protocol
describes types of scenarios which regulatory authorities may encounter during a public
health crisis, roles and responsibilities of ICMRA members, as well as strategies for
communication and international collaboration, as part of a Standard Operating Procedure.

DYNAMIC ORGANISATION

Agency data centre move

5.1 The Agency’s data centre move project has commenced work to set up and commission the
new site. This involves transferring the Agency’s network location and is being carried out in

two parts to reduce operational risk. The team is now in the final stages of the first part,
setting up the network, and once complete, will start to work with all relevant stakeholders to
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mobilise plans to transfer the Agency's data and services. This will start with the migration of
User Acceptance Test data. This is an opportunity for the team to assess the data migration
approach and make changes if required, before transferring operational Sentinel data. The
project team is continuing to work closely with a cross-Agency stakeholder group to assess
the operational impacts of each change and understand the implications, while also giving
notice of the subsequent service outages that are planned over the coming weeks and
months.

Control testing activities

5.2 The Science Research and Innovation Group has undergone its annual surveillance audit by
the United Kingdom Accreditation Service (UKAS) to assess its compliance to ISO 17025
standard for our control testing activities. The audit was conducted over 6 days, with four
auditors attending, looking at the overall Quality Management System and specific test
methods under the scope of accreditation, including three applications for extension of the
scope of accreditation which were all successful. The audit resulted in 22 findings, many of
which will result in updates to processes and systems, and clarifications for changed
procedures, which will require significant work. The staff dedication and skills demonstrated
during the technical audits were praised by UKAS and some minor non-compliances were
received for this area. The accreditation to 1ISO 17025 was maintained but due to the
significant findings, UKAS will need to receive a detailed plan for addressing the findings and
will re-assess in 6 months after which a final report will be issued.

FINANCIAL SUSTAINABILITY

Fees consultation

6.1 Our public consultation on changes to the Fees Regulations is live until 23rd November. We
have had 45 responses to-date all of which are broadly in favour of all 3 proposals. A common
theme of the responses is how the proposals will affect small businesses and whether the
changes will support improved regulatory services.

AGENCY PRIORITIES

In summary, the current key priorities for the Agency are:

i. Progress development of the three-year Corporate Plan 2023-2025 following from
workshops with the One Agency Leadership Group and the Board.

ii. Continue to move forward with implementation of our services, as part of embedding
our transformed organisation, following appointment of the new Director of Delivery

iii. Work with our stakeholders to develop the future medical devices regulations and
support industry through transitionary provisions, building towards the introduction of
the new regulatory system

iv. Review and refresh the Innovative Licensing and Access Pathway to build on the

experience of the first 20 months and optimise the potential of the end-to-end pathway
from discovery of innovative medicines to deployment
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V. Compete the discovery phase of the new Regulatory Management System to deliver
the next generation of digital technology, enabling our patient safety focused
regulatory services as a standalone regulator

Vi. Develop our national and international partnerships to enable safe access and

continue to make UK an attractive environment to develop and deploy healthcare
products, for the benefit of patients and the healthcare system.

Dr June Raine, CEO
November 2022
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How much of the MHRA Delivery Plan was delivered and what was the
operational performance of the Agency in the second quarter of 2022/237?

1. Executive Summary

e The Agency’s performance versus the Delivery Plan and our Key Performance Indicators in
the second quarter of 2022/23 (ie July — September 2022) has been summarised in this report.

e This quarter’s report has been simplified and the measures have been prioritised to give a
clearer narrative on the overall performance of the Agency.

e Future developments of this performance report will focus on trend analysis and including more
comparators.

2. Recommendation

e The Board is asked to review the report and identify if it needs any more assurance on the
performance of the Agency.

John Taylor
November 2022
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Delivery Plan — Completed Work

Deliverable Summary of work

Develop a more consistent and effective approach to We have made the following improvements to our consultation platform to improve our ability to get input from patients and the public:
public consultations by end Q3 . Improving the structure to make navigation easier, including the option to jump to sections of interest rather than having to comment on
everything.
o Improving the language so it is more understandable to non-experts.
o Maximising exposure to relevant audiences, to increase awareness.
We have seen an increase in the number of people responding to recent consultations. This gives us more information to inform regulatory
decisions. For example, a consultation on access to a hormone replacement therapy received 1042 responses, a level not seen before for this
type of consultation.
Review teratogen use during pregnancy by end Q2,  We are on track to complete this by end Q4. The Q2 deliverable was a paper summarising our review of teratogenic medicines information on
independent patient and stakeholder input in Q3 and use during pregnancy, and planned steps for stakeholder engagement. This was presented to the Maternity and Women’s Health Expert
updated guidance and action to protect public health  Advisory Group in September. We continue to take this work forward and the next step is stakeholder engagement during Q3. This important
by end Q4 work will protect the public and ensure better advice for women during pregnancy.
Continued delivery of leadership development plan All Q2 leadership development plan actions have been completed, including roll out of the reverse mentoring campaign and start of activity to
l from Q1 to Q4 to support Delivery Plan promote Leadership in Action leadership attributes. There are several actions in the plan that span 2022/23 and the aim of the work is to
implementation increase staff capability and help deliver a more dynamic organisation.
Upgrade observational research infrastructure to The upgrade of the observational research infrastructure involves the development of a Trusted Research Environment (TRE), so that we can
enable timely and secure delivery of research data remain compliant with national requirements and in-line with the Goldacre Review recommendations. We aim to transition to a predominantly
services: define requirements and commence TRE-based model of data access by end 2025/26. Our Phase 1 deliverables (i.e., the back-end technology infrastructure) have now been
implementation of new systems by end Q2 agreed and implemented. This work will ultimately enable more timely and secure research data services.
Improve our ability to exchange data with partners by We have defined our adoption approach in our Data Principles document which describes our principles and meets the Government Digital
adopting international standards; define adoption Service code of practice. The principles are: data is a valued asset; data is managed; data is fit for purpose; data is standardised and linkable;
approach by end Q2; new system full data is re-used; data is available; secure data storage and transmission; and appropriate access (role based). To meet principle 4 (“data is
implementation by end Q1, 2023/24 standardised and linkable), we will use international standards for data for medicinal products, clinical data and healthcare data exchange as
well as standards for date, country etc. data. This work is on track overall and will help improve our ability to work with our partners.
Launch consultation on engaging with healthcare The consultation went out slightly after Q2 (12 Oct) but is now live. It will run for 12-weeks and will be promoted widely across registered
l professionals by end Q2 professionals and representative organisations. The aim is to collect feedback on improving our safety communications to increase our impact
and influence.
. Develop, consult on (Q2) and implement a new fee Consultation launched on 31 August and live until 23 November. It seeks views on proposals to change our statutory fees. The proposals are
structure from Q1, 2023/24 designed to make the Agency more financially sustainable.




Delivery Plan — Schedule Summary

- Q1 (Apr —Jun) — Q2 (Jul — Sep) — Q3 (Oct — Dec) — Q4 (Jan — Mar) and beyond —

| Define deliverables on Patient Reported Outcome Measures to Tailor patient engagement guidelines to ensure the needs of different parts
better understand the impact of regulation on patients by end Q2 Develop new process to safely and ethically expand patient of the population can be included; for example, those who are already

_ : . - Incorporate patients’ views and lived experience in at least 50% of our
e ey et oo . DoV moe consitentand et spcec 0 bl i T
end G2 and deliver these lé)y end Q4 consultations by end Q3 Develop plans to support patient contributions to committees and groups to
improve patient representation and contributions by end Q4

| Review women'’s health regulatory inequities by end Q4

2 and deliver these by end Q4 engagement in our work. For example, developing training and engaged with us and those who are not, by Q4

Q2 = . A A q a

25 | Deliver staff training and support via new “Patient Champion SUPPOrt for patients and members of the public in contributing t0  pjjot new patient engagement guidelines through two patient “listening
i 5 Network”, to improve staff understanding and ability to deliver our work by Q3 sessions” as a method of seeking patient input in an ethical, respectful and
g % patient engagement by end Q2 consistent manner, by Q4

8z

5 =

o

— Improve UK medical devices legislation by requiring more representative
product clinical data to increase assurance of reduced bias and
appropriateness for different populations; put legislation before Parliament

Define deliverables for integrating our suspected side effect and publish guidance and best practice phased over mid-to-late 2023
data with NHS healthcare records to deepen our understanding
of the representativeness of our data and the impact of 1 Reform UK clinical trials legislation, including encouraging the inclusion of

demographics in patient adverse drug reactions by end Q3 underserved populations and increasing diversity in clinical research; put
legislation before Parliament by end Q4

Provide translated webpages on how to engage with our Yellow Card
scheme in languages other than English commonly spoken in the UK to
improve inclusion and accessibility by end Q4

Nothing scheduled in the
Delivery Plan, focus on
core business

Improve our ethnicity data by using a new algorithm and integrating a more
accurate and updated ethnicity record into the anonymised patient records

1 Review teratogen use during pregnancy by end Q2 Launch a project to define a sustainable business model and B -
g g preg y by , commence pilot set-up activities for a service to investigate the Develop a prototype web-based tool that detects and correct biases due to

independent patient and stakeholder input in Q3 and updated " . genetics in the development of adverse drug and vaccine Underrepresented populations for Artificial Intelligence applications by end

guidance and action to protect public health by end Q4 Q4
Improve UK regional representativeness of our clinical practice research

data service to include at least 10% of GP practices across all UK regions
by end Q4

Equity in healthcare

reactions by end Q3

KEY: Red: late or no longer possible; at risk; on-track; Blue: complete (n.b. colour combinations also possible); Trend arrows: RAG change from previous quarter (1 improved, — no change, | worsened)




Delivery Plan — Schedule Summary

Q1 (Apr = Jun) — Q2 (Jul — Sep) — Q3 (Oct — Dec) — Q4 (Jan — Mar) and beyond —

Work with the HRA and the NIHR Clinical Research Network to provide regulatory
support for expediting delivery of defined clinical trials; support a pilot to improve set-up
of phase 1 oncology trials by end Q4
1 Improve UK clinical trials legislation, including encouraging the inclusion of
underserved populations and increasing diversity in clinical research; put legislation
before Parliament by end Q4
Work with our Access consortium partners to deliver a clinical trial work and information

Risk-based approach to batch release: guidelines drafted by ~ sharing mechanism, put forward proposals for a common assessment template, and

Publish new regulatory science strategy by end Q3
Nothing scheduled in
the Delivery Plan, Nothing scheduled in the Delivery Plan, focus on core
focus on core business
business

Scientific Innovation

end Q3; implement independent testing based on risk-based associated guidance to ensure a more harmonised approach by Q4
strategy by end Q4 1 Improve our IT platforms to support delivery of an enhanced clinical trials service by
end of Q4

Deliver a refreshed health and safety system, including high

= hazard assurance monitoring, by end Q3
(]
=
o | Publish new people strategy by end Q2 to support the
= implementation of our Delivery Plan and retain our status
S .
e as a world-leading regulator and employer Implement innovative devices pathway in conjunction with innovative medicines and
= | Update talent management model by end Q2 to ensure _ : _ : build foundations for collaborative approach with the Access Consortium by end Q4
=y . L Embed operation of new risk proportionate established
= we attract, develop and retain world-class scientific and oy
= ” medicines pathway by end Q3 [tbc]
S regulatory capability
Qo
L% | Engage with staff to refresh vision statement and values Implement new inclusive hybrid working policy by end Q3 to

and behaviours framework to align with the new operating ensure an effective working approach that balances

model by end Q2 business and staff needs

KEY: Red: late or no longer possible; at risk; on-track; Blue: complete (n.b. colour combinations also possible); Trend arrows: RAG change from previous quarter (1 improved, — no change, | worsened)
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Patient Safety

Delivery Plan — Schedule Summary

Q1 (Apr — Jun) —

Nothing scheduled in
the Delivery Plan,
focus on core business

Nothing scheduled in
the Delivery Plan,
focus on core business

Q2 (Jul — Sep) —

Finalise Compliance Strategy through consultation with
external stakeholders by end Q2

(n.b. strategy finalised but final approval meeting had to
be postponed due to rail strike)

Q3 (Oct — Dec) —

Embed visual technology capabilities as a standard part of
inspections by end Q3

Work with others in the healthcare system to implement new,
strengthened safety measures for sodium valproate by end Q3,
and to continue to drive down the number of exposed
pregnancies

Agree policy for an enhanced devices transparency regime by
end Q3, with key elements delivered over 2022/23 and 2023/24

Launch a project to define a sustainable business model and
commence pilot set-up activities for a service to investigate the
role of genetics in the development of adverse drug and
vaccine reactions by end Q3

Improve model of the Devices Expert Advisory Committee:
launch consultation by end Q3; and establish statutory
committee by July 2023

1 Deliver enhanced signal detection process; roll out from Q3,
2022/23 to end of Q4

Q4 (Jan — Mar) and beyond —

— Establish new devices framework to support safe innovation and ongoing
access to products: lay statutory instrument and publish guidance and best
practice phased over mid-to-late 2023
| Lay the statutory instrument for remaining elements of the first tranche of
legislative change proposals by end Q4

1 Deliver a set of work packages to ensure that Al as a medical device is
underpinned by robust evidence to enable safer innovation by end Q4
Ensure integrated UK regulatory pathways for products that combine medicinal
products and devices; consultation by end Q4 [thc]
| Review the available evidence on pelvic mesh benefit-risk by end Q4

| Develop risk communication strategy to ensure more coordinated, pro-active
communications by end Q4

Deliver expanded scope of NHSX-funded synthetic data research project and
launch the synthetic data service by endQ4

KEY: Red: late or no longer possible; at risk; on-track; Blue: complete (n.b. colour combinations also possible); Trend arrows: RAG change from previous quarter (1 improved, — no change, | worsened)




Delivery Plan — Schedule Summary

- Q1 (Apr — Jun) — Q2 (Jul — Sep) — Q3 (Oct — Dec) — Q4 (Jan — Mar) and beyond —

| Review our use of expert and advisory committees to ensure best use of expertise,
the application of consistent, high-quality standards of operation and safeguard their
important independent advisory role, by Q4
Deliver our data strategy, including a data sharing strategy,

=
=)
o
2
=
>
= | Fully scope what self-service functionality can be underpinned with robust_ security standards and privacy by
é delivered via the Regulatory Management System by design by end Q3 Review workforce in Q1, identify follow-up actions to ensure we embed workforce
g end Q2 and deliver the core system by end Q1, planning by Q4
= 2023/24
Aa
| Complete main elements of our rebranding to ensure Support revised medical devices regulations, deliver the digital self-service, automation
consistency and raise our profile by end Q2 and data platforms required by early- to mid-2024

— ldentify which flexibilities introduced in response to
COVID-19 are safe to embed by end Q2
| Identify key policy areas for the second tranche of
legislative change and define timescales for putting
legislation before Parliament over 2022/23 and beyond by
end Q1

Publish a partnerships strategy by end Q4: setting out our long-term partnerships

Consult on a national GB scheme to replace Falsified Medicines approach and the impact that partnerships can achieve

Directive safety features regulation; put legislation before
Parliament as per departmental timescales; and agree position
on Falsified Medicines Directive for Northern Ireland post 3-year

EU derogation, by end 2023

Nothing scheduled in the
Delivery Plan, focus on
core business

Collaborative Partnerships

Agree policy on reliance and recognition, for global implementation by Q4 2023/24

KEY: Red: late or no longer possible; at risk; on-track; Blue: complete (n.b. colour combinations also possible); Trend arrows: RAG change from previous quarter (1 improved, — no change, | worsened)




Delivery Plan — Schedule Summary

- Q1 (Apr — Jun) — Q2 (Jul — Sep) — Q3 (Oct — Dec) — Q4 (Jan — Mar) and beyond —
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KEY: Red: late or no longer possible; at risk; Green: on-track; Blue: complete (n.b. colour combinations also possible); Trend arrows: RAG change from previous quarter (1 improved, — no change, | worsened)




Patients, Public, Partners and Customers

Delivery Plan Priority — Patient and Public Involvement

Q2 Communication to Healthcare
Professionals |

P

= Drug Safety Update = Class 2 Recall
= Class 4 Recall = Devices Safety Information
= Central Alertying System

Scientific Papers Published

o
o

Patient Engagement Training
Completed by Staff
From Q3

Following its launch on 25 October,76
members of staff (from across all 7
Groups) have registered and 37 have
already completed through to
certification. These figures are in
addition to the 18 users tested who
completed the product prior to launch.

Reputational Index
From Q4

Tendering process currently
underway for supplier to provide this
data. Procurement is due to complete
by January with the aim to have the
firstindex (baseline) in Q4.

Internal requests for patient engagement
activities

11d11]

mNew mOngoing

This shows the number of new requests for patient engagement from
across the agency, together with ongoing patient engagement projects
across the organisation. It includes support for patient engagement relating
to matters being considered by the Commission on Human Medicines and
expert committees.

Public Assessment Reports

* 4 PARs on self-mediation reclass procedures

* 3 on safety — (the COVID vaccine ADR public report)

PARs published for new marketing authorisation — (Target is 60
calendar days from licence grant, plus any clock off time)

*  Jul 22 - 40 (34; 85% completed on time)
*  Aug22-30(27; 90% completed on time)
* Sep22-22(17; 77% completed on time)




Patients, Public, Partners and Customers

Delivery Plan Priority — Patient and Public Involvement

Media Article Mentions Q2 Articles by Media Type

1,708
1,334 = Broadcast
= Consumer
1,033 )
8% = National
Q3 Q4 Q1

= Online
= Regional

= Trade

Social Media Reach — Month of September

Posts 18

Engagement | 942

Clicktroughs 1,186

lmpreSSions _ 261'347
Reach - 51,906

Tweets 11

MHRA was featured in 1,033 articles in Q2, reflecting a 23% increase compared with the last quarter. This quarter also saw renewed COVID-19-related coverage following
the approval of the Moderna vaccine which is designed to target the original variant and Omicron. News of the approval by MHRA was covered widely by the media and
appeared in prominent outlets with high eadership figures such as BBC News and Daily Mail. Dr June Raine, Chief Executive, was quoted in nearly all of the relevant
articles and was Q2’s most prolific agency spokesperson. Dr Raine accounted for 70% of all articles that featured a spokesperson while Laura Squire, MHRA Chief
Healthcare Quality and Access Officer, was the second-highest and appeared in articles relating to the offering of a hormone replacement therapy over the counter

amongst others.

Amongst prominent non- COVID-19 coverage was news that a hormone replacement therapy (HRT) can now be sold over the counter for the first time in the UK. Articles
mentioned that: “The drug was reclassified from a prescription-only medicine to a pharmacy medicine by the Medicines and Healthcare products Regulatory Agency

(MHRA) earlier this year” (Independent, Sky News, The Telegraph).

In terms of social media, we had 380 new Facebook followers, 671 new LinkedIn Followers and 50 new twitter followers. Social media activity was paused for much of

September because of the national mourning period.




Patients, Public, Partners and Customers

Delivery Plan Priority — Patient and Public Involvement

o Customer Experience Centre — Queries per Month . Count of enquiry refers to any telephone call, email or letter received at the Customer
' Experience Centre, including Freedom of Information requests and complaints.

4,992
' : :

Oct-21 Nov-21 Dec-21 Jan-22 Feb-22 Mar-22 Apr-22 May-22 Jun-22 Jul-22 Aug-22 Sep-22

2000 Average time to close overall: this is the average number of days before a enquiry

receives a response, including those which are answered fully within the Customer
Experience Centre and those where input is sought from another team within the
agency.

4,000

Volumes

3,000

2000 Average time to close (CEC): refers to those enquiries which are handled entirely within

the Customer Experience Centre with no involvement in response from any other team
within the agency.

1,000

The dip in performance in Q2 reflects the impact of Transformation and staff shortages
within the Customer Experience Centre team and wider agency.

mmmm Count of Enquiry == Average time to close overall == Average time to close within CSC

New Customers - Standards Parliamentary Questions Received Freedom of Information requests Complaints

received and responded to in 20 days

Biological

144
Answered on time
134

el
Missed deadline
58

H l

In progress
» Administrative complaints = Other complaints

—
w

Administrative complaints are about the Agency’s handling (eg: delays, whether a
process has been followed) and do not include complaints or dissatisfaction about
policies or regulatory decisions.

=Q2 mQ1




Performance — Science, Research & Innovation Group

Delivery Plan Priority — Scientific Innovation

Clinical Trials & Clinical Investigations

Volumes

250

200

150

100

50

26

Clincial Trials
Q2

mHVT mOther

25

20

15

10

Q2 Control Testing Batch Releases

Volume and Time

350

Clincial Investigations

Q2

S (&)

w
Average days (mean)

95% of vaccine batches certified within 43 days

N

99% of blood product batches certified within 15 days

[

o

Vaccines (non-COVID) COVID-Vaccines Blood products

mmm \/olume === Average days for release

The total number of clinical trial applications assessed in the financial year to date is 69 less than the same period last year (481 for 2021 compared to 412 for 2022). The timeline
for assessment performance is slightly above target; however, this needs to be taken in context of combined review where timelines are dependent on both MHRA, HRA and also the
sponsors choice of an ethics meeting date. In September, for 75% of ‘overdue’ trials, the ethics meetings that occurred after day 30. The (positive) overall picture remains that
combined review reduces the overall time for approval significantly.

The temporary decrease in capacity of the UK’s clinical research system remains and is being addressed via the “restart” initiative led by DHSC.

HVT studies are being prioritised but the internal target of 14 days cannot currently be met due to resourcing pressures. We have met with representatives of the Phase 1 community
to discuss means to continue enhanced support for early phase studies.

Clinical Investigation assessment performance is well within target and in line with Q2 2021-22.

¥




Performance — Science, Research & Innovation Group

Delivery Plan Priority — Scientific Innovation

International Standards — Different Products and Diagnostic Standards — Volume Shipped and TDP Volumes
Customers Customers
7000 140

Q1 Q2

m Products Ordered = Customers

ILAP
Q2 IP applications — 13
Q2 IP MHRA review meetings — 18

Q2 IP approvals through the ILAP
steering group — 15

Q2 IP refusals - 1

Units Shipped
Number fo Customers

6000 120
September 4
5000 100
56
3,529
4000 80
40
o . o
2000 40
66 855
2,557 53
1000 20
1,329
0 July 1
Q1 Q2

mUK Vol ®Non-UK Vol ®UK Customers mNon-UK Customers

We measure the number of distinct customers and the number of different products in our International Standard provision that
are ordered’. This is a developing metric to assess global impact of these materials. There is a slight decrease from Q1 but it is
too soon to build trends.

Diagnostic Standards are also an emerging metric. Q2 is significantly down on Q1. This may also be within year fluctuation or
decline in covid related reference materials.

ILAP applications have been steady during the last quarter. The |IA has driven a major drive to address the backlog which was
due in part to double figure per month applications at the beginning of the year. It is expected that there will be no backlog by the
end of the following quarter. Application approval remains around 85-90%.




Performance — Healthcare, Quality & Access Group

Delivery Plan Priority — Healthcare Access

New Licences — Q2 New Active Substances Established Medicine Initials — Median days to
determination with 10% to 90% interpercentile
4 1400
1200
3
3 1000
800
2
600
1 400
597 610 796 596
200
186 88
0 0
&L oe} & S Jul-22 Aug-22 Sep-22
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In Q2, New Active Substance work has prioritised COVID Products, (vaccines, monoclona