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I, Dr Keith Ridge, formerly Chief Pharmaceutical Officer at NHS England, will say as

follows -

PART ONE: OVERVIEW
Introduction

1. I was the Chief Pharmaceutical Officer for England (CPhO) between March 2006
and February 2022. From March 2006 until the establishment of NHS England in
April 2013 the CPhO function was within the Civil Service at the Department of
Health and Social Care (DHSC). As part of the establishment of NHS England all
the Chief Professional Officer roles including the CPhO, with the exception of the
Chief Medical Officer, were transferred to NHS England, but asked to provide
professional advice and leadership across both NHS England and Government.
Prior to this | was director of pharmacy at University Hospitals Birmingham NHS
Foundation Trust, and before that Chief Pharmacist at North Glasgow University
Hospital NHS Trust. | also spent five years from 1995 to 2000 as Principal
Pharmaceutical Officer at DHSC, and practiced as a hospital pharmacist before
that.

2. I make this statement in response to the UK Covid-19 Inquiry's Rule 9 request to
me dated 17 July 2024 (Rule 9 Request). The Rule 9 Request focuses in
particular on my role and perspective on vaccines and therapeutic drugs for
Covid-19 between 30 January 2020 and 28 June 2022 (Relevant Period). This

statement is structured as follows:

a. The role of pharmacy professionals in the NHS in England and of the

Chief Pharmaceutical Officer for England;
b. In relation to vaccines:
i. approval of the vaccines;
ii. eligibility and prioritisation;

ii. the rollout of the vaccine programme, including engagement with

pharmacists and other vaccine providers
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iv. vaccine uptake, hesitancy, and safety; and
v. my reflections on the vaccine programme.
c. Inrelation to therapeutics and medicines:

i. my role in providing input and support to the RAPID C-19
processes and the approach to deployment in the NHS, which
together enabled new Covid-19 treatments to be provided to

patients in a safe and timely manner;

ii. consideration of prophylactics, including Evusheld, in particular

for immunocompromised people;

iii. my reflections on the changes to approving and using
therapeutics in the NHS in England during the relevant period

and future pandemic preparedness and lessons learned.

| also had a major role in managing critical medicines supply and shortages, which
included chairing the Covid-19 Medicines Shortage Response Group (CMSRG).
The CMSRG monitored and responded to medicine supply issues during the early
period of the pandemic (discussed further in NHS England's First Witness
Statement of Gareth Arthur (INQ0O00474328, Therapeutics Statement), at Annex
One, paragraphs 78 to 85). This is not covered in detail in this statement given it is

outside the scope of Module 4 of the Inquiry.

| retired from my role as CPhO in February 2022 and no longer maintain
registration with the General Pharmaceutical Council (a legal requirement for
practise as a pharmacist). My answers should not be interpreted as those of a
registered pharmacist, and for questions asking about the current state of affairs
(for example, commenting on current levels of pandemic preparedness), my
answers should be read in the context of having retired over two years ago. There
will be some areas where my knowledge may not have kept up with recent

developments.

At the outset of my evidence | want to acknowledge those affected by the

pandemic, including the bereaved and the healthcare workers who worked so hard
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in difficult conditions during the pandemic. | am grateful for the opportunity to
support the work of this Inquiry, which will be vital in protecting the United

Kingdom in future pandemics.
The Role of Pharmacy Professionals in the NHS in England
Professional Regulation and Training

Pharmacists and pharmacy technicians are registered health care professionals
regulated by the General Pharmaceutical Council. The pharmacist profession is
the third biggest health profession after nursing and medicine. As of April 2024,
the General Pharmaceutical Council report that there are approximately 55,000
pharmacists and 22,000 pharmacy technicians on the pharmaceutical register in

England.

Pharmacists are trained for 5 years prior to registration, and are required to pass a
registration exam before doing so. It is a degree-only profession. The degree is at
Masters academic level (the same as medicine). The content of the degree is
based on science with a focus on medicines, together with clinical training. The
extent and level of the clinical training is undergoing significant change in line with
changed public and policy expectations for increased provision of clinical care by
pharmacists as part of integrated NHS teams in all settings. A key element of the
change has been the introduction of new professional regulatory standards to
underpin the reformed training, which will enable all newly qualified pharmacists to
become independent prescribers of medicines on their first registration from 2026.
At present pharmacists can become independent prescribers but only after
additional post registration training. The professional regulator requires regular
revalidation of a registrant's competence through continuing professional

development and other specific revalidation requirements.

Pharmacy technicians primarily work under the supervision of a pharmacist.
Pharmacy technicians’ initial education and training is a vocational course to NVQ
L3. Like pharmacists, pharmacy technician continuing registration is subject to

revalidation.
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10.

Community pharmacy

Most people see pharmacy professionals in community pharmacies on the high
streets. The most frequent contact of patients and the public with any health
professional is in a community pharmacy. The role of pharmacy professionals in
community pharmacy has changed over the last two decades. As well as
dispensing medicines (some 1.2 billion prescription items per year in England),
community pharmacy teams increasingly provide clinical services. Influenza
vaccination services in community pharmacies are now routine, as are services
such as supporting medicines adherence, stopping smoking and treating
addiction. More recently in England the NHS has commissioned a blood pressure
check service and a “Pharmacy First” service. This service allows members of the
public to access treatment (including prescription medicines) for seven common
minor clinical conditions without the need to see a GP. In due course, not least
with the expansion of pharmacist prescribing, community pharmacists may begin
to monitor and treat patients with some long-term conditions. This type of clinical
activity is delivered in liaison with a patient’'s GP to ensure care is co-ordinated
properly, is safe and patient care records are updated. Community pharmacists
therefore require access to most of a patient’s record. Pharmacy technicians
support pharmacists in their clinical activities, often by taking a lead in dispensing
medicines. Regulatory changes currently in development would mean that
pharmacy technicians have even more of a role in running the day to day
dispensing operations of community pharmacies, as well as providing more clinical
services where appropriate, particularly those related to public health, such as

vaccinations.

Community pharmacies are businesses which range from small independents to
large multinational chains. It is not necessary to be a pharmacist to own a

pharmacy although the governance of the pharmacy operation must be overseen
by a pharmacist and the day to day running of each pharmacy premises must be

led by a pharmacist.
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12.

13.

General practice

More pharmacists now practice clinically in general practices, embedded in the
multidisciplinary primary care network team. Their focus is to review patients’
medicines, bringing their specialist expertise to frequently complex decisions made
in consultation with patients, to rationalise their medication regime and thereby
make it safer and more effective. The Government’'s 2021 National
Overprescribing Review', led by myself, made a series of recommendations to
reduce overprescribing of medicines in England, particularly in relation to older
people. These included expanding the use of pharmacists in general practices and
addressing the use of medicines associated with dependence and withdrawal
symptoms. More pharmacy technicians are also now based in general practice,
supporting the multidisciplinary team in the technical and practical aspects of safe

medicines use.
Hospital pharmacy

In NHS hospitals, pharmacists have been part of specialist multiprofessional
teams for many years. Typically specialising in a clinical area, such as oncology,
neurology, or cardiology, they provide advice to patients, medical consultants and
nurses on safe and effective medicines use. Clinical career paths for hospital
pharmacists reach consultant level. Specialist clinical pharmacists in hospitals are
commonly independent prescribers, often taking the lead on the medicines
aspects of a patient's care. Specialist pharmacists are also becoming more
involved in research, particularly clinical trials of medicines. Some hospital
pharmacy specialists have advanced knowledge in the preparation of injectable
medicines in sterile environments, including chemotherapy, and use this to provide

often complex injectable medicines to patients.
Other environments in which pharmacists work

Specialist pharmacy teams are also based in mental health facilities offering

clinical advice, as well as other areas such as prisons and private healthcare.

Good for you, good for us, good for everybody, September 2021.
8
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14.

15.

Pharmacists also work in medicines regulation, the pharmaceutical industry, and

the military.
Leadership and policy

Medicines represent the biggest NHS spend after staff. The NHS medicines bill is
now approaching £20 billion a year. Medicines are also the most common
therapeutic intervention in healthcare. They cut across most aspects of healthcare.
Medicines and pharmacy are also highly regulated with complex legal frameworks

needing careful interpretation.

Medicines are growing in both complexity and cost. For example, the introduction
of genomics offers great opportunity to shape and design medicines in a much
more personalised way to meet the needs of an individual and deliver better
outcomes. But, alongside other innovative medicines, such medicines often come
at significant financial cost. Of course whilst the pharmaceutical industry develops
and manufactures medicines which are a central part of patient care, it also has
commercial aims and objectives. Pharmacists have been at the heart of medicines
policy development and delivery for many years. They endeavour to balance the
need for embracing innovation through the deployment of new treatments with
securing clinical and cost effectiveness for patients and the public purse. For
example, pharmacists introduced formularies into the NHS in latter half of the 20th
century as cost and complexity of medicines use increased. Formularies are
limited lists of medicines shown to be clinically and cost effective. Formularies are
typically the basis of local medicines policy. They are overseen by a committee
embedded in local NHS governance and management structures (typically known
as the “drug and therapeutics committee” or the “medicines optimisation
committee”) led by senior pharmacists and doctors. Formularies serve to both train
prescribers on safe and effective medicines use, whilst being a tool to help control
expenditure. The formulary approach formed the basis of the methodology
adopted during the development of the National Institute of Health and Clinical
Excellence (NICE) in the late 1990s and there are many pharmacists involved in
the work of NICE today.
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16.

17.

18.

19.

The chief pharmacist in a hospital is a senior leadership role that will have lead
responsibility for medicines use as well as pharmacy practice in their organisation.
Their role is to ensure safe and effective use of medicines, working closely not
only with the pharmacy team but also with the institution's medical, nursing and
finance directors, and CEO. The chief pharmacist will have oversight of medicines
expenditure, often in excess of £100 million per annum, and will lead a pharmacy
team often in excess of 150 pharmacists, pharmacy technicians, and support staff.
There are now equivalent chief pharmacist roles at most Integrated Care Boards
overseeing medicines use and pharmacy across an Integrated Care Board, and
NHS regions also have senior pharmacy leadership through each having a

regional chief pharmacist.

This complex clinical and commercial landscape is in part why there is an
established Chief Pharmaceutical Officer function in the NHS, offering authoritative
up to date, independent advice to Government and the NHS. The function also
provides leadership to and coordination of the professional network of senior
public sector employed pharmacists to, for example, deploy policy initiatives,

whether routinely or in times of crisis, such as the Covid pandemic.
Role of the Chief Pharmaceutical Officer

The CPhO is based in the Medical Directorate of NHS England and reports to the
NHS National Medical Director (NMD). The CPhO is part of the NMD’s Senior
Management Team. This is the same for the Chief Dental Officer, Chief Allied
Health Professions Officer and the Chief Scientific Officer. The CPhO is the head
of the pharmacy professions in England, and the principal advisor on pharmacy
and medicines use to the NHS and Government. In doing so, the CPhO works
closely with senior policy officials in advising on the development and delivery of
pharmacy and medicines policy. Policy development and delivery often involves
liaison with the wider pharmacy professions in the NHS as the profession often
has leadership responsibilities for pharmacy and medicines at regional and local

level. The CPhO also has a role in engaging with the devolved administrations.

The role of the CPhO England is different to that of the CPhOs in the devolved

administrations in that their roles are within the Civil Service and one of their
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20.

21.

22.

responsibilities is to lead on matters related to the MHRA, acting on behalf of their
devolved administrations as part of the MHRA’s UK wide role. In that capacity, the
devolved administration CPhOs may have had more direct input into some
aspects of therapeutic and vaccine decision making than | did as CPhO for

England.

This statement focuses on my role in relation to the vaccines and therapeutics
used for treating Covid-19. Outside of a pandemic, the CPhO would expect to
have relatively little involvement with most aspects of the process of introducing a
new vaccine or therapeutic into the NHS, unless there was a particular reason to

do so which required senior professional advice.

The development of vaccines and therapeutic drugs (the research, trialling, and
monitoring) is undertaken by drug and vaccine developers in the private sector
and is not something | generally had involvement in (in the pandemic or
otherwise). If the manufacturer of a new vaccine or therapeutic drug was in the
process of applying for market authorisation from MHRA, or being assessed by
NICE for its clinical and cost effectiveness, or being purchased/reimbursed by the
NHS, then again the CPhO would not expect to be involved unless there was an
unusual aspect of the vaccine or drug that required CPhO advice — typically that
might be around an operational issue (for example, if a drug was novel or complex
in how it would be prescribed or used, or how it was administered to patients), or if
it was likely to have significant involvement of pharmacists (as is the case with the
influenza vaccine, in which community pharmacists have a large role in prescribing

and administering).
The NHS Specialist Pharmacy Service (SPS)

The NHS Specialist Pharmacy Service (SPS) is commissioned by the CPhO to
support the NHS to develop best practice systems of work related to buying,
preparing, and using medicines. The service provides leadership, instructive and
informative specialist input and operational support to the sourcing, supply, and
use of medicines across the system. The head of SPS is accountable to the
CPhO.

11
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23.

24,

SPS consists of around 100 senior pharmacists with specialist expertise in the
following areas: pharmaceutical quality assurance, medicines information,
medicines use and safety, and medicines procurement. The service supports both
regional and local connections to ensure that the service’s outputs resonate with
and support local NHS organisations which deliver care to patients. The key
successes of SPS are through the development and delivery of their “Do Once
and Share” methodology. The service is deployed across England and available to
all NHS teams needing its advice. During the pandemic, SPS played a pivotal role
in issues relating to the use of medicines and vaccines, and any guidance was

typically adopted and adapted by the devolved administrations. This role included:

a. ldentifying, documenting, and sharing best practice for use of Covid-19
vaccines and therapeutics to allow local pharmacy teams to concentrate
on the challenge of rapid implementation and rollout of vaccinations and

therapeutics, while also maintaining their usual functions.

b. Providing a key link and source of authoritative advice in the
management of supply chain issues when some medicines (including

therapeutics) became scarce.

c. Acting as a first point of contact for questions from NHS pharmacy teams
and others relating to medicine use during the pandemic. SPS medicines
information advice was available to the CPhO Office when specific
specialist information about novel medicines, including therapeutics, was

sought.

d. Delivering webinars, briefings, and other materials to assist pharmacy
services, on issues such as remote consultations in care homes, end of

life medications, and video and phone consultations.
Regional Chief Pharmacists

One of my key professional relationships, both during the pandemic and
otherwise, was with the Regional Chief Pharmacists (RCP). RCPs are
managerially accountable to the regional medical director, and professionally

accountable to the CPhO. Most hospital chief pharmacists would then be
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professionally (not managerially) accountable to their RCP, and there are similar
arrangements for senior primary care pharmacists. This created a professional
network from the CPhO through RCPs to front line senior pharmacists which was
very helpful to have well established before the pandemic. This works differently in
community pharmacy, which is a service contracted to the NHS. The
commissioning arrangement is with pharmacy owners who may or may not be
pharmacists. As such the CPhO relationship with community pharmacy
professionals is one related to being head of the profession for England, rather
than any accountability. Before and during the pandemic | met regularly with the
RCPs. They provided a key role in linking between the CPhO and front line teams.

During the pandemic, RCPs were responsible for the following:

a. Providing professional leadership support and advice for pharmacy
professionals across their regions and sectors, including pastoral

support for senior pharmacy leaders;

b. Acting as a conduit for essential communications from national teams to
the front line, and vice versa, including on supply and usage of

medicines;

c. Supporting the management of priority medicines for treating people with
Covid-19, including ICU medicines, antibiotics, and end of life care

medicines;
d. Facilitating mutual aid to manage potential medicines shortages;

e. Attending regional Covid Cells and clinical advisory groups, including

advising on vaccine-related incidents;

f. Advising NHS England regional teams on technical and regulatory

issues (such as safe handling of vaccines and therapeutics);

g. Supporting pharmaceutical aspects of creation of mass vaccination

centres;
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h. Supporting SPS in its work on allocation, deployment, and delivery of
Covid-19 therapeutics and vaccines, facilitating their movement, and

supporting in-region management of critical medicines;

i. Supporting SPS in its work on providing pharmaceutical assurance of

vaccination sites and centres;

j. Attending meetings with the national specialised commissioning team,
and facilitating implementation of interim national clinical commissioning

policies in the region;
k. Supporting the establishment of Covid Medicines Delivery Units;
I.  Supporting the rollout of national guidance; and

m. Workforce support, both within regional cells and generally to the

pharmacy workforce.
Pharmacy Standards Group

25. In October 2020 | established a Covid-19 Vaccine Deployment Programme
Pharmacy Short-Life Working Group [KR1/001] [INQ000502229].2 This was a
large group that met in October and November 2020. Its membership included
RCPs, frontline hospital chief pharmacists, members of SPS, MHRA, and NHS
Supply Chain. The purpose was to share information on and discuss a range of
issues affecting pharmacy in the leadup to the vaccine rollout. | later re-
established the group in January 2021, albeit with a reduced membership, now
with a particular focus to act as a single point of assurance for all pharmacy
related matters arising from the Vaccine Deployment Programme, at which time
the Deputy Chief Pharmaceutical Officer ook over chairing the meetings. In June
2021 the group was re-named the Pharmacy Standards Group (PSG), [KR1/002]
[INQ000502248]. The PSG and its predecessor reviewed and approved the
Standard Operating Procedures (SOPs) prepared by SPS on transport, storage,

and delivery of the vaccine. | have exhibited a set of the SOPs prepared for the

2 | have exhibited draft terms of reference for both the Short-Life Working Group and the
Pharmacy Standards Group.
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26.

27.

Pfizer vaccine by way of example [KR1/003] [INQ000502230] [KR1/004]
[INQO000502241] [KR1/005] [INQ000502239] [KR1/006] [INQ000502238]
[KR1/007] [INQ000502233] [KR1/008] [INQ000502232] [KR1/009]
[INQ000502231] [KR1/010] [INQ000502234] [KR1/011] [INQ000502235]
[KR1/012] [INQ000502236] [KR1/013] [INQ000502237] [KR1/014]
[INQO00502240]. (This set of documents was current as of approximately August
2022, following which they were retired from the SPS website). The SOP guidance
coversheet records the various changes to the SOPs made over time, to reflect
additional information provided by the manufacturer and changes to the MHRA
conditions for use of the vaccine [KR1/015] [INQ000502249]. Similar SOP
guidance was prepared for other vaccines, and again regularly updated as

required.
Role of pharmacy and pharmacy professionals during the pandemic

Pharmacy professionals, like other healthcare professionals working through the
pandemic, had to both manage the new needs which had arisen due to the
pandemic and continue to fulfil their ordinary role. In hospitals, pharmacy teams
took a central role in treating severely ill Covid-19 patients. Senior clinical
pharmacists in hospitals often took on more clinical responsibility as the pressure
on the medical and nursing professions grew. Hospital pharmacists also had to
ensure critical medicines were available for patients that needed them, in the
context of vastly increased worldwide demand for such medicines, which
sometimes required coordinated and agreed switches from one medicine to an
alternative. Work to manage supply issues was supported by co-ordinated action
from national, regional, and local levels to ensure any shortages or potential
shortages were dealt with effectively and the alternatives made available. Hospital
pharmacy professionals also responded to other critical issues with medicines,

including the supply of oxygen.

Hospital pharmacies were a key part of the early vaccination programme. The
hospital pharmacy was typically the delivery point for the first vaccine which
required storage in ultra cold freezers. It was not unusual for a hospital chief

pharmacist to be the local lead for the early vaccination programme and typically
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28.

29.

hospital pharmacy teams prepared the syringes of vaccine ready for nurses to

administer.

Community pharmacies remained open throughout the pandemic. There was
significantly higher demand for general clinical advice at times when it was more
difficult to see GPs for a face-to-face consultation. Patient behaviour in the early
part of the pandemic led to panic ordering of repeat medication leading to queues
at pharmacies. | had to send messages to GPs and others not to unnecessarily
over order repeat prescriptions which in itself could cause medicines shortages. In
this context, community pharmacy (and medicines wholesalers) still managed to
keep medicine supply largely uninterrupted. This was a real achievement in the
context of the complexity and scale of the global medicine supply issues being
faced at the time. Alongside this, community pharmacists ensured vulnerable
patients had supplies of the medicines they needed by arranging for delivery to
their homes. As the Covid-19 vaccine programme delivery transferred to primary
care, community pharmacy teams took on a major role in vaccine provision to
patients, supported by NHS Clinical Commissioning Group (CCG) primary care

pharmacists.
Overview of my role in respect of vaccines and therapeutics

A chronology of the key events around my role relating to vaccines and

therapeutics is set out below (most of which | discuss further in my statement):
a. April 2020 — establishment of Rapid C-19.

b. August 2020 - establishment of Inclusive Pharmacy Practice

programme.

c. October 2020 — establishment of Covid-19 Vaccine Deployment
Programme Pharmacy Short-Life Working Group (to be later replaced by
the PSG).

d. 27 November 2020 — | wrote to community pharmacy, in anticipation of
the Pfizer vaccine likely receiving MHRA approval shortly thereafter,

discussing preparations for contribution to the vaccine programme.
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e. 2 December 2020 — MHRA provides temporary authorisation, with

conditions, for the use of the Pfizer vaccine in the UK.

f. 4 December 2020 — the first of a series of letters | wrote to those
responsible for maintaining the integrity of the vaccine, setting out the
requirements of the vaccine and providing links to further information,

including technical guidance on vaccine receipt, storage, and use.

g. 8 December 2020 ~— first vaccine provided to a member of the public in
the UK.

h. 30 December 2020 — MHRA provides temporary authorisation, with
conditions, for the use of the AstraZeneca vaccine in the UK.

i. 8 January 2021 — MHRA provides temporary authorisation, with

conditions, for the use of the Moderna vaccine in the UK.

j- 14 January 2021 —first vaccines delivered through community

pharmacy.

k. 28 May 2021 — MHRA approves the use of the Janssen vaccine in Great

Britain (with conditions).

I. 3 February 2022 — MHRA approves the use of the Novavax vaccine in

Great Britain (with conditions).
m. February 2022 — | retired from the CPhO role.
30. As CPhO, my primary involvement with vaccines was as follows:

a. Whilst | did on occasion receive updates from MHRA on vaccine
approval, my main liaison with MHRA was after the vaccine had been
granted a temporary authorisation. This meant | could confidently advise
the Vaccine Deployment Programme on the approach to vaccine

distribution logistics, storage, and use.

b. | oversaw the process of SPS franslating and communicating the

conditions in the temporary authorisations into operational, legal and

17
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professional arrangements and responsibilities for pharmacists and
pharmacy technicians, as well as doctors and nurses. In many cases
pharmacy professionals were the guardians of the conditions in the
temporary authorisations, a role which was critical to maintaining the
integrity of the vaccines. My role was not about vaccine approval, but
about ensuring approved vaccines could be safely and effectively
delivered to patients whilst ensuring the practical and professional
concerns, particularly of pharmacists and pharmacy technicians involved
in distribution, storage, preparation and administration of those vaccines,
were taken into account. My involvement with therapeutics was marked

by a similar approach.

c. | provided ongoing advice on a range of technical pharmaceutical issues
that arose around vaccine delivery, ranging from the introduction of a
sixth dose per vial to finding ways to deliver vaccines in care homes

while complying with the strict requirements of the Pfizer vaccine.
31. My primary involvement with therapeutics was:

a. As part of the sign-off process for recommended protocols on use of
therapeutics to treat Covid-19 developed through the Rapid-C19
process, | reviewed the draft clinical policies and where appropriate
provided advice. Again, my role was to ensure, from the pharmaceutical
perspective, that the protocols would lead to safe and effective use of
therapeutics in patients whilst reflecting pharmacists' legal and
professional responsibilities. | also ensured up to date and authoritative
pharmaceutical advice was part of the development of the protocols
through the senior pharmacist for specialised commissioning, who was
professionally accountable to me, and supported the NHS England
Medicines Policy Director and the senior pharmacist for specialised
commissioning on the establishment of Covid Medicines Delivery Units
(CMDUs). The CMDU work was led by the Specialised Commissioning
Directorate and my role was primarily to ensure alignment and co-

ordination with medicines policy and pharmacy professional priorities.
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32.

b. | had a major role in relation to working on critical medicines supply
which took up a considerable amount of my time throughout the
pandemic. As part of that work | had regular engagement with external
professional leadership organisations. Medicines supply issues affected
in particular priority medicines (such as medicines used in a critical care
environment) and Covid-19 therapeutics. As pre-existing therapeutics
were identified for helping to treat Covid-19, worldwide demand for those
therapeutics often increased significantly, and so supply pressures
became acute. | worked closely with NHS medicines policy officials,
senior medical advisers, and the head of SPS to ensure that supplies of
priority medicines and Covid-19 therapeutics were managed
appropriately, drawing on the network of RCPs and their front line

networks of senior pharmacists.

My engagement with other individuals, government and non-government

bodies on Module 4 issues

The cross-system role of the CPhO involves providing professional leadership
across the system and frequent and widespread engagement. My engagement on
issues relating to vaccines and therapeutics during the pandemic included the

following:

a. Throughout NHS England, including with National Medical Director Sir
Stephen Powis, Medicines Policy Director Gareth Arthur, the community

pharmacy and primary care policy teams, and the legal team;
b. RCPs and SPS, discussed above, and regional medical directors;

c. Dr Dame Emily Lawson (National Director for Covid Vaccine
Deployment), Nikita Kanani (Medical Director for Primary Care), Ed
Waller (Director of Primary Care and SRO for response in that sector
plus lead on Covid Vaccine rollout across General Practice and
Community Pharmacy), Jonathan Leach (NHS England Medical Director
for Covid-19 Immunisation), Steve Gibb (Director of Vaccine Supply
Chain), and the Vaccine Deployment Programme (discussed further

throughout my statement);
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d. Rapid C-19;

e. MHRA, with Interim Chief Quality and Access Officer Samantha
Atkinson, around the issues related to the conditions of vaccine

approval;

f. DHSC and Chief Medical Officer Sir Chris Whitty, on medicine supply
issues with Elizabeth Woodeson, Director of Medicines and Pharmacy
that will have from time to time included supply of Covid-19 therapeutics,
on primary care policy, including with the community pharmacy team,

and with the legal team;

g. PHE, including Deputy Director Susan Hopkins and Head of

Immunisation Mary Ramsay on matters related to PPE and vaccines;
h. the CPhOs of the devolved administrations;

i. Pharmacy representative bodies, both professional leadership and trade

bodies;
j. the General Pharmaceutical Council;

k. medical royal colleges (again principally on medicine supply issues that

will have included supply of Covid-19 therapeutics); and
. CQC.

33. In August 2021 | was briefly appointed SRO for Antivirals. | took on the role while a
more long term SRO was found (my retirement from February 2022 was already
planned). Gareth Arthur took over the role from November 2021. In the short
period that | held the role, | chaired NHS England's Antivirals Deployment Working
Group and engaged with the Deputy Chief Medical Director, Jonathan Van-Tam,
the Antivirals Taskforce, and other DHSC and wider government officials,
researchers, and manufacturers of the antivirals. At the time, key workstreams
revolved around establishing the distribution routes through primary care for oral
antivirals and supporting trials into the effectiveness of antivirals, such as the
PANORAMIC trial.
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34. | am asked about obstacles to working with other organisations. At times it
seemed to me that the CPhO role was not well understood within all parts of
DHSC, and that this led to lesser and later engagement than might have otherwise
been the case. | comment later in my statement that there could have been
benefits to seeking CPhO input earlier in some of the decision making processes,

particularly around elements of vaccine deployment.

Work between four nations’ CPhOs on decision-making for vaccines and

therapeutics

35. Before the pandemic, the four UK CPhOs had regular meetings, reflecting a
mutual recognition of the need for alignment of approach where appropriate while
also recognising that each devolved administration had unique health
organisational structures and needs. We increased these meetings to weekly (and
at times twice weekly) during the pandemic. The meetings were not restricted to
therapeutics and vaccines, but these issues did come up from time to time. The
primary purpose of the meetings was liaison, collaboration on professional
matters, and information exchange. It was not a decision-making forum and | do
not recall any formal minutes being kept. | was regularly in touch with my CPhO
colleagues throughout the pandemic, including by a WhatsApp group we used to
communicate fairly often; they were an important source of support and a
sounding board for issues as they arose. | understand that another material

provider has provided the Inquiry with a copy of their history of the WhatsApp

| was a member of that group for most but not all of the period covered by the

document.
PART TWO: VACCINES
Eligibility and prioritisation of the vaccine

36. | am asked several questions around eligibility and prioritisation for the vaccine. |
was not involved in decision making around this. | am also asked whether
decision-making on prioritisation and eligibility impacted on the Vaccine

Deployment Programme and rollout procedures. To my knowledge it did not.
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37.

38.

Approval of Covid-19 vaccines

Decisions around approving the Covid-19 vaccines were made by the MHRA. |
was not involved in this decision making but did participate in meetings to discuss
the conditions of the temporary authorisation. | led for NHS England on these
engagements with the MHRA, which were also attended by SPS and the devolved
administration CPhOs (who may have had a greater degree of engagement with
the MHRA given the devolved administration CPhOs' role with the MHRA within
their respective nations). During these meetings we would hear about, discuss
and, if necessary, challenge the conditions of the temporary authorisation. These
meetings provided me with early insight into pharmaceutical matters relating to the
vaccine, supporting my work with the Vaccine Deployment Programme and
overseeing SPS's translation of the technical requirements for vaccine delivery

and use in the NHS, both discussed below.
Rollout of the vaccine

My role in advising on the vaccine rollout was focused on assisting in rapid and

safe deployment and included:

a. Using the information | had received during the above meetings with the
MHRA to advise the Vaccine Deployment Programme around the

specifications and requirements of the vaccines;

b. Proactive communications with pharmacy teams about the vaccine
rollout, including on transport, storage, and use of vaccines, from formal
letters setting out vaccination SOPs prepared by SPS through to regular
webinars addressing common operational issues that pharmacy teams

were facing;

c. Working with policy and medical colleagues on specific matters as they
arose such as designing and approving an SOP for vaccine delivery
from general practices into care homes, as well as advising on the
piloting of the programme, in the context of the changing conditions of

the temporary authorisation; and
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d. Overseeing and liaising with RCPs who were engaging with chief and
other senior pharmacists in their regions on operational challenges they
were facing around vaccine rollout, as well as engaging in those
discussions myself, whilst feeding back intelligence to the central

Vaccine Deployment Programme.
39. | touch further on these issues below.
Vaccine strategy

40. The formulation and adaptation of the vaccine strategy, including measuring
progress, was chiefly the remit of NHS England's Vaccine Deployment
Programme and is dealt with in NHS England's First Witness Statement of
Stephen Russell (Vaccines Statement), and in Dr Dame Emily Lawson's
Statement, including from paragraph 61. | worked with the Vaccine Deployment
Programme to provide technical input into the deployment process. The Pfizer
vaccine in particular was subject to numerous stringent conditions under MHRA's
temporary authorisation. The conditions reflected that the active ingredient in the
Pfizer vaccine may be rendered less effective or destroyed if shaken vigorously.
Therefore, the conditions of the temporary authorisation included restrictions on
the number of times the vaccine could be moved, required it to be kept at
approximately -70°C until shortly before use, and to be handled carefully to avoid
the harm caused by shaking. | emphasised the importance of maintaining the
integrity of the vaccine, and the implications the requirements would have for
elements of the vaccine rollout. These conditions are not present in commonly
used vaccines and so would be unfamiliar to practitioners including those involved
in other vaccination programmes. The significant conditions for the vaccine were
the reason | ensured local senior pharmaceutical expertise and leadership was
available to vaccination teams and that local chief pharmacists oversaw
vaccination deployment. Significant portions of the early vaccine rollout had to be

designed around these handling requirements.

41. | was also part of a meeting in the weeks before deployment began with senior
NHS managers across the regions to discuss vaccine deployment. | advised on

the relative benefits of delivery of the vaccine through primary care, including
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42.

43.

44.

45.

community pharmacies (as opposed to hospitals/mass vaccination centres), and
that it was preferable to use established medicines distributors (wholesalers)
rather than use new untested ones for vaccine distribution. Where it was feasible
and practical, my view was (and remains) that vaccination is generally done best
at trusted sites within the community and where the community is used to

accessing healthcare.

| did not have a role in measuring and analysing data on the progress and
distribution of the vaccine rollout, though would have received ad hoc feedback
from RCPs on any operational issues being faced in a particular region and fed

that intelligence back to the Vaccine Deployment Programme.
Engagement and support for pharmacists on delivery of the vaccine

Throughout the pandemic | engaged regularly with the pharmacy sector, including
on vaccine rollout. In the leadup to vaccine deployment, there was opportunity to
raise issues up to me from the front line through the professional network, and
through meetings | held with chief executives of professional representative and
leadership bodies. Community pharmacy will have had further opportunities to
raise issues about deployment as part of their contractual negotiations around
deploying the vaccine, though | was not party to the negotiations as heads of
professions are excluded from them. Post-deployment, the engagement continued
and there were opportunities to feed back issues to me through regular webinars

or through the professional network.

Overall my view is that the support of government bodies to those delivering the
vaccine was considerable, and | was largely content with the approach taken.
When | did have concerns, government bodies listened to my views. For example,
one issue did arise in respect of community pharmacy. Although a contractor,
community pharmacy is integral to the NHS (it is not simply a commercial service
provider) and so when the death in service scheme was initially deemed not to
apply to community pharmacy, | intervened to successfully advocate for the

sector's inclusion.

| was not directly involved in engagements between the community pharmacy

sector and the Vaccine Deployment Programme on vaccine strategy, but am
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aware there were discussions between Community Pharmacy England® and the
Programme. Later in this statement | describe how the vaccine was initially rolled
out in hospitals (which also set up the mass vaccination centres) and moved over
time to be based principally in community vaccination sites such as community

pharmacy and GPs.

46. | wrote to community pharmacy contractors and local pharmaceutical Committees
on 27 November 2020, shortly before the Pfizer vaccine received temporary
authorisation from the MHRA [KR1/016] [INQ000502242]. The letter discussed
preparations for possible contributions to the vaccination programme and
emphasised the importance of community pharmacy in reaching out to diverse
communities and avoiding inequalities in access to healthcare. At that stage it was
noted that, due to the likelihood of complex supply logistics, there would be a
limited number of sites commissioned for delivering high volumes of the vaccine.
The letter noted webinars would be held with the sector on the site designation
process and on vaccination programme local enhanced services agreements (the

agreements under which vaccines were contracted to be delivered).

47. Following the MHRA temporary authorisation for the Pfizer vaccine, | wrote in early
December 2020 to NHS Trust hospital chief pharmacists, CCG chief pharmacists
and others who would be involved in overseeing the first tranches of vaccines
being delivered [KR1/017]§ [INQ000492092] and [KR1/018] [INQ000329404],

providing guidance on legal framework, handling requirements and links to the

technical SOPs (which set out these requirements in more detail).

48. On 28 December 2020 | wrote to all community pharmacy owners, and the
Superintendent and Responsible Pharmacists of designated community
pharmacies, setting out principles and expectations for designated community
pharmacies' involvement in the vaccine rollout. Like the earlier correspondence,
this letter explained the fragility of the vaccine, and included links to the technical
SOPs, ways to get further information or raise questions, and emphasis on the
need for providing support to pharmacy staff not familiar with such fragile vaccines
[KR1/019] [INQ000329409].

3 Previously the Pharmaceutical Services Negotiating Committee
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49.

50.

51.

52.

53.

On 31 December 2020 | wrote fo lead responsible NHS Trust hospital chief
pharmacists and lead responsible CCG chief pharmacists/heads of medicines
optimisation, to advise on the use of the AstraZeneca vaccine following its
temporary authorisation. Critically, this vaccine had much less stringent
requirements around storage and transportation. The letter again included links to
SOPs for delivering the vaccine [KR1/020] [INQ000329422].

Throughout the pandemic | continued to be in contact with those involved in
overseeing and delivering the vaccine, ensuring that principles and expectations
around maintaining the integrity, safety, quality and effectiveness of the vaccines
were clear and advising of ways in which further questions could be answered
[KR1/021] [INQ000502246]. | also wrote to community pharmacy contractors and
Local Pharmaceutical Committees, inviting further expressions of interest from
contractors able to provide vaccinations [KR1/022] [INQ000319588] [KR1/023]
[INQ000502247].

On 21 May 2021 | wrote to CCG chief pharmacists/heads of medicines
optimisation, and to hospital chief pharmacists, asking for their help in providing
ongoing support to community pharmacists in handling and delivery of the
vaccines, and secondly, referring to guidance on helping vaccination services
mitigate any risks that might arise from handling multiple vaccines on a single day
[KR1/024] [INQ000329495].

| continued to provide similar guidance as the vaccine programme progressed, for
example ahead of vaccination for secondary school age children in September
2021 [KR1/025] [INQ000329534].

As well as the above formal communications, | was also involved in regular
webinars (some for senior NHS pharmacy staff from hospitals and CCGs across
the country; others for the entire community pharmacy sector), video conferences,
and meetings with pharmacists, pharmacy technicians, and representative bodies,
to both hear from them and provide them with information and guidance. These
meetings were invaluable in helping me to convey with authority to policymakers
what changes to the Vaccine Deployment Programme were required. For

example, having highlighted the need for community pharmacies to access PPE
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54.

55.

and protective screens more easily earlier in the pandemic, continuing to
emphasise the need for these to be adequately supplied as part of supporting the
vaccine rollout. In the same way the meetings allowed me to convey important
messages and information to those attending. In response to concerns about
lower vaccine uptake by some Black, Asian and Minority Ethnic groups | would
emphasise the importance of addressing this through community pharmacies
(being typically embedded in local communities and with a high proportion of
people from Black, Asian and Minority Ethnic backgrounds in the pharmacist
profession and the cultural competence therein). The webinars with the
community, usually held outside working hours, were very well attended, which |
took as an encouraging sign of the sector's enthusiasm for contributing to the
response. The current Chief Pharmaceutical Officer continues to hold national

webinars with senior NHS pharmacists, albeit less frequently.
Training for vaccinators

All those involved in delivering the vaccines, including pharmacists, were required
to undergo training. Different training was required for each vaccination. | was not
involved in the actual delivery of this training. Training for vaccinators, including
identification and management of adverse reactions and the reporting procedure
for adverse reactions, is discussed in Dr Dame Emily Lawson's statement,
including at paragraphs 94 to 101. My regular communications with pharmacists
(including via letters, webinars, and engagement through RCPs) was an additional
avenue for providing guidance on technical aspects of vaccine delivery (such as
how to store or draw up the vaccine), however given that vaccination was being
delivered by a large and diverse workforce it was important that there was a

national protocol training all vaccinators consistently.
Delivery and deployment of the vaccine

The vaccine delivery model, in terms of where vaccination sites were located, how
they operated, and those tasked with carrying out the vaccinations, is described in
the Vaccines Statement, including from paragraph 196, and in Dr Dame Emily
Lawson's Statement, including from paragraphs 64 to 130. | was not involved in

establishing criteria for approving vaccine locations, decisions selecting particular
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56.

57.

58.

locations, or in decisions on the volume of distribution to particular parts of the
country (though as noted | did advise on the importance of getting vaccines into

communities).

When the Pfizer vaccine was deployed, | was part of national webinars organised
with local vaccine leads by the Vaccine Deployment Programme, where | covered
technical and pharmaceutical issues. In December 2020 | also contributed to work
on designing and validating a methodology for transferring vaccines from GPs to
care homes while meeting the conditions of the Pfizer temporary authorisation. In
the circumstances this was an urgent and significant piece of work. The team
worked collaboratively and at pace to produce high quality materials in order to
allow safe and effective vaccination of a significant portion of some of the most

vulnerable members of the community.

Later, as the vaccine effort progressed, it became apparent that the ability to
provide vaccines outside of ordinary healthcare settings (such as pharmacies, GP
practices or hospitals) and instead in the community would be helpful in increasing
vaccine uptake and particularly in getting into communities where there had been
relatively lower vaccine uptake to date. Pharmacy regulations ordinarily restrict
some activities to within pharmacists' licensed premises, including providing
vaccines. | approved a protocol that expanded the definition of "associated
premises”, allowing pharmacists to vaccinate in a range of other settings including
care homes, village halls, mosques, and schools. The work to expand the
definition of associated premises built on work | had done in the previous year to
enable the flu vaccine to be delivered in a wider range of settings as well.
Community pharmacy responded well to that campaign, which was one of the

factors that gave me the confidence that we could expand vaccine sites further.

Efficiency and waste minimisation was an important element of the vaccination
programme. | was involved in advising on decisions on waste minimisation,
including the extraction of a "sixth dose" of the vaccine from vials originally
understood to have enough vaccine for five doses. The possibility of a sixth dose
originally came from the front line, when those administering the vaccine observed
there was sufficient volume for six doses, if "low dead volume" needles were used.

| provided technical advice to the Vaccine Deployment Programme that this
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59.

practice was a safe and efficient use of the vaccine supply, and also advised on
how we could ensure that this change in practice was rapidly adopted while still
preserving the professional discretion of the individual healthcare worker to assess
whether a sixth dose was feasible on a case by case basis [KR1/026]
[INQ000502244] [KR1/027] [INQ000502245].

| am asked about my consideration of socio-economic determinants, and
marginalised or vulnerable groups and communities, in my input into the vaccine
rollout. As noted my chief input into the vaccine rollout programme and strategy
was advising on the technical elements of the vaccine and its influence on
deployment. The pharmacist profession is diverse, with approximately 50%
identifying as Black, Asian, or Minority Ethnic. As the vaccine rollout progressed it
became evident there were some ethnicities with lower rates of vaccine uptake. |
engaged with Professor Kevin Fenton (then the Regional Director for London at
Public Health England), who had been engaged to conduct a summary of
stakeholder insights into factors affecting the impact of Covid-19 on Black, Asian
and Minority Ethnic communities to discuss this further and organised a specific
webinar to highlight and help address the issue. Disparities in levels of vaccine
uptake between different ethnicities continued to be one of the many issues |
addressed in my fortnightly webinars with pharmacists during the pandemic,
highlighting the problem and also innovative approaches to address it adopted by
some pharmacists — such as pharmacists going to mosques to deliver vaccines.
The importance of reaching diverse communities and addressing inequalities was
also set out in my correspondence with the profession from the beginning of
vaccination programme (discussed above). In August 2020 | had established the
Inclusive Pharmacy Practice programme which looked to examine how pharmacy
practice could play its part in addressing health inequalities, in part by improving
Black, Asian and Minority Ethnic representation in senior pharmacy leadership,
improving understanding of cultural competence in healthcare delivery, and taking
account of the concept of intersectionality. The Joint National Plan for Inclusive
Pharmacy Practice in England was published on 10 March 2021 and included a
focus on promoting vaccine uptake in Black, Asian, and Minority Ethnic

communities, and tackling health inequalities through disease prevention and
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60.

61.

62.

management [KR1/031] [INQ000498138]. The Inclusive Pharmacy Practice

programme continues today, drawing in the breadth of the pharmacy profession.
Delivery of vaccines across the four nations

My regular engagements with other four nations’ CPhOs included discussions
around mutual operational issues we faced with vaccine delivery. That included,
for example, challenges faced by pharmacy teams in handling and using vaccines,
and managing competing goals of 'the day job' while delivering vaccines at pace.
As noted these meetings were for the purpose of consulting with each other and
keeping visibility of challenges we were facing rather than for any sort of formal
decision making. My focus was on vaccine delivery in England rather than the
devolved administrations and so | am not able to comment on differences between

their vaccine delivery and England's.
Vaccine uptake, hesitancy, and safety
Vaccine uptake

| encouraged vaccine uptake directly, through my communications with the
pharmacy professions emphasising my expectation they would be vaccinated as
early as possible (see for example correspondence from myself and other heads
of profession on 27 January 2021 [KR1/028] [INQ000270001]) and by getting one
of my vaccinations publicly and with the press in attendance. The work to allow
vaccines to be deployed in a wide range of "associated premises" also supported
vaccine delivery in a range of community settings, which | consider to have been a
particularly helpful measure in reaching under-served communities. These types of

initiatives should be considered as part of future pandemic planning.

| generally had no involvement in direct messaging to the public (including on
misinformation), although | was involved in the work to produce materials for
community pharmacies to display. Pharmacists providing any NHS service would
also be expected to be in a position to discuss the treatment they are providing
(such as a vaccination) with the public. The main manner in which | may have
encouraged vaccine uptake was in my push for use of community vaccination

sites, including in particular community pharmacy. | am not aware what advice was
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63.

64.

65.

sought in relation to encouraging vaccine uptake, including among particular

groups or communities for whom lower uptake rates may have been predicted.
Vaccine safety

My role in advising on vaccine safety was primarily to advise on the technical
aspects of vaccine storage, movement, and deployment to maintain the integrity of
the vaccine, and then translating those technical requirements into operational

processes.

| am asked when | became aware of any risks associated with the Covid-19
vaccines and how these fed into my decision making. These questions do not
relate to the role of the CPhO. Vaccine safety is primarily the domain of the
MHRA. For example, | was not involved in assessing evidence around, or making
the decision to approve, the 15 minute waits introduced early in the vaccination
programme (discussed in Dr Dame Emily Lawson's statement, at paragraphs 94 to
96). This development did have implications from my perspective, because
potential vaccination sites such as community pharmacies needed to also have

adequate room for (socially-distanced) patients to wait after their vaccination.
Reflections on the vaccine programme

Concerns regarding the vaccine programme, future pandemic preparedness and

lessons learned

| did occasionally receive concerns about aspects of the vaccination programme.
My engagement with the profession including through webinars and RCPs meant |
was aware of queries or issues being raised in relation to rolling out the vaccine.
Where these were technical pharmacist matters that | could address | would do so.
On other occasions this feedback contributed to decisions to loosen or suspend
the ordinary NHS contractual obligations on community pharmacies to ensure they
could focus time and resource on vaccine and other Covid-19-related matters
(such as delaying the commencement dates for previously-agreed work unrelated
to Covid-19 or extending timeframes for updating practice leaflets). | also received
some correspondence from at least one member of the public raising issues

around the government's decision to remove Covid-19's classification as a High
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66.

67.

68.

69.

Consequence Infectious Disease, ivermectin, and consent to vaccination.
Generally these matters were outside of my role and so | directed others within my
office to direct such correspondents to the right place to access information or

raise concerns.

My recollection is that most of these issues raised with me did not relate to the
vaccination programme and instead related to the increased pressure on
community pharmacists during the pandemic (including as a result of changes in
the delivery of primary care), access to PPE and screens, and the impacts on the

profession of people being unwell and/or isolating.

My overall view of the Vaccine Deployment Programme was that it went incredibly
well, and the response of the pharmacy profession was extraordinary. | provided
input into decision-making around the deployment programme (as outlined above,
including on the importance of community vaccination and how to manage the
conditions of the temporary authorisation) and | was generally satisfied this input

was appropriately taken into account.

There would be merit in considering whether the CPhO should be more directly
involved in discussions and decision-making around vaccines in the event of a
future pandemic. The perspective of the CPhO, including on the practical elements
of actual delivery of a vaccine through existing pharmacy supply networks and by
pharmacists, would be valuable. | was not, for example, involved in discussions
around the way in which the Pfizer vaccine vials were to be packaged. It is
possible that CPhO input could have, for example, identified some of the benefits
of the vaccine being prepared in a ready to administer syringe, rather than a vial
that had to be split into several syringes, or advised on the benefits of receiving
the vaccines in smaller packages that might have enabled earlier wider
distribution. Of course the manufacturers would need to be ready to deliver this
approach, and there may well have been good reasons for the way in which the
vaccine was delivered, but in my view it would be helpful for the CPhO to be part

of these types of conversations in future.

Anocther issue warranting consideration is the extent to which the CPhO has

sufficient formal links into DHSC. While | was well engaged with DHSC as a result
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70.

71.

of the CPhO role having transitioned out of DHSC into NHS England while | was in
the role (and having held other roles in DHSC previously), that will not necessarily
be so for all future CPhOs. Given the CPhQO's role in advising not just NHS
England (including its Emergency Planning Resilience and Response team) but
the government generally on the use of pharmaceuticals, including vaccines, it is
important that the CPhO is well connected with DHSC Ministers, CMO, senior
policy officials, and relevant DHSC Executive Agencies and Non Departmental
Government Bodies, as well as other Government Departments such as the Home
Office (the lead on Controlled Drugs legislation) and the Ministry of Defence’s
pharmacy team. That connectedness will allow CPhO input and advice to be
received where it is needed during the inevitably accelerated processes put in

place to respond to an emergency.

| have already mentioned the challenge of delivering the vaccine at ultra-low
temperatures, as this was not a common mode. It might be helpful, in future, for
horizon scanning of pharmaceutical products to be incorporated into Emergency
Planning Resilience and Response processes including practice arrangements, so
that there is greater visibility of the types of medicines and vaccines that are in the

development pipeline and the types of requirements they may have.

Medicine regulation is strict and rigorous, and often for good reason. At times
during the pandemic however these regulations placed a significant burden on
delivery and deployment of the vaccine. Supply chain regulations imposed at times
almost impossible constraints on moving significant volumes of vaccines and
medicines across NHS legal boundaries (either within secondary or primary care,
or from one to the other) to meet patient needs, avoid waste, manage very short
shelf-life medicines, and respond to highly variable and unpredictable demand.
Addressing these regulatory barriers occupied a very significant amount of the
SPS capacity throughout the course of the pandemic and represented one of its
main contributions to management of pandemic medicine supply chains. These
significant barriers were largely successfully overcome owing to the dedicated
work of the SPS team. While these regulatory controls are an important safeguard
in ordinary times, it would be helpful to have some sort of mechanism whereby
regulatory controls are eased in an emergency to allow a greater degree of

flexibility and efficiency in the medicines supply chain. Pandemic planning (and
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72.

73.

other emergency planning) should include testing of the medicines regulations, to
ensure they are fit for purpose and keeping up with the significant and rapid

developments in pharmaceutical technology.
England’s preparedness for rolling out a mass vaccine in early 2020

The NHS’s long experience of delivering national vaccination programmes was to
its advantage in preparing for rollout of a mass vaccine. One of the features of a
mass vaccination programme (which distinguishes it from other aspects of the
pandemic preparedness) is that there will likely be a delay between a pandemic
materialising and a suitable vaccine becoming available. That delay will allow
some time for preparing for the rollout of the vaccine, as it did with Covid-19. For
example as the characteristics of the first vaccine became known but before the
temporary authorisation was granted, there was time to purchase and distribute
ultra cold storage freezers and, building on existing medicines distribution
arrangements, procure the necessary logistics. That said, it would be fair to say
that the above preparation was necessary before England could be said to be

ready for mass vaccination.

In terms of the role of pharmacists in rolling out a mass vaccine, community
pharmacies were of course already experienced in storing and administering
vaccines such as for influenza well before early 2020, which meant there was a
good level of relevant training and skill in community pharmacies. Hospital
pharmacists were also experienced in and well able to manage storage and local
distribution of some vaccines. When it came time to prepare community and
hospital pharmacy teams for the rollout of the vaccine in late 2020 the
characteristics of the first vaccine were known and therefore | was able to
commission SPS to prepare SOPs, for hospitals and later also primary care. There
was a degree of preparation and additional guidance required around the Pfizer
vaccine's specific requirements (including careful handling and ultra cold storage),
but given the pharmacy profession’s unique competence and skills in
understanding the characteristics of medicines they were well placed to play a
leading role in dealing with the Covid vaccines. Pharmacists generally played their

part in the vaccine rollout well and without incident (thanks to their professionalism
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and dedication) which suggests they were generally well prepared to take part in

rolling out a mass vaccine by the time they were called on to do so.

Use of pharmacists, GPs, hospitals, and mass vaccination centres in delivering

the vaccine

74. | am asked about the balance struck between the use of mass vaccination centres
and GP practices, and hospital and community pharmacies in delivery of the

vaccine.

75. The rollout of the vaccine occurred in phases, initially focused on hospital hubs
and then incorporating mass vaccination centres and community vaccination
(including GPs and community pharmacy). The initial focus on hospital hubs
reflected the limited availability of ultra-cold freezers outside of hospitals, the more
direct commissioning and management relationship between NHS England and
hospitals (as compared with GPs and community pharmacy who are contractors to
the NHS), and the regulatory controls that prohibited splitting the large boxes that
the vaccine initially came in (of around 1,000 doses — meaning a vaccination site
had to be able to provide a relatively large number of vaccinations in a few days to
avoid waste). The earlier period of the vaccine rollout was also characterised by
particularly high levels of vaccine uptake — in these early phases, there were high
levels of enthusiasm for vaccination and generally where vaccines were made

available they were used.

76. As | have described above, | recognised and advised on the importance of shifting
vaccines into the community early in the vaccine programme. Community
pharmacy was proactive in getting in contact with me and with other parts of the

health response to make sure we knew they were ready to play their part.

77. There were a number of features that allowed us to increasingly use community
pharmacy and GPs for delivery of the vaccine. In the very early days of the Pfizer
vaccine the conditions of the temporary authorisation, informed by the limited data
available on stability, meant we took a risk-averse approach to issues like how the
vaccine could be transported and how long it could be out of a freezer. As we
received more information and as the conditions of the temporary authorisation

changed, we were able to change some of the instructions on vaccine use —
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79.

including in ways which allowed greater participation from community vaccination
providers (for example, when the time period for which the Pfizer vaccine could be
defrosted was extended from 5 to 30 days [KR1/029] [INQ000329498]). The
introduction of the AstraZeneca vaccine and other vaccines that didn't have to be
kept at ultra-cold temperatures also gave us much greater flexibility. Similarly,
changes to package the vaccine in boxes with fewer doses allowed the vaccine to

be distributed more easily.

It is difficult to say whether an earlier shift to community pharmacy could have led
to higher uptake of the vaccine, including for communities that had lower rates of
uptake. Generally my view is that there are significant advantages to providing
healthcare services in the community. Community pharmacy is certainly an
important part of that, as were innovative approaches like taking vaccines to
places of worship and care homes, or buses going into communities to provide
mobile vaccination. It is also apparent that once the vaccine was widely available,
including in community pharmacies and GPs, and offered to most of the
population, there were groups who continued to choose not to get vaccinated. It is
difficult to speculate about whether vaccines being available in community
pharmacy earlier in the pandemic would have changed that choice and led to
higher vaccination rates in underserved communities. It also worth noting that the
practical constraints around supply chains, the particular requirements of handling
and delivering the Pfizer vaccine, the availability of ultra-cold freezers, the
additional pressures on community pharmacy arising from changes in the delivery
of primary care, and the need to negotiate contractual arrangements, would have
all prevented or restricted use of community pharmacy for vaccination at earlier
stages of the pandemic. High street pharmacies were involved in the vaccine
programme from an early stage, with the first vaccines delivered by community
pharmacy on 14 January 2021.

Notwithstanding the above, and as part of future emergency planning, resilience
and response, the role of community pharmacy in delivering mass vaccination
programmes should now be thoroughly embedded, and in doing so community
pharmacies should be included in practice exercise events and relevant planning
arrangements. Given community pharmacy is a contractor to the NHS, and

contractual framework negotiations can take time, it would be wise to ensure the
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core of any emergency mass vaccination deployment is already built in, thus
speeding up the ability for community pharmacy to play its part in mass
vaccination when it becomes necessary. | say this in the context that contractual
arrangements with community pharmacy, like other primary care contractors such
as GPs, are commercial in nature. Although, as | have noted, the CPhO is kept
separate from related negotiations, the CPhO will want to work with policy leads to
influence the overall pharmacy strategy from the point of view of the public sector

and patients.

| am also asked whether existing NHS resource and expertise, such as community
pharmacists and GPs, were overlooked in favour of creation of temporary systems
such as vaccination centres. | do not consider they were overlooked; they were an
integral part of vaccine delivery. The use of vaccination centres, which were set up
by hospital teams, particularly early in the vaccination rollout, reflected the
requirements of the Pfizer vaccine discussed above and the more direct NHS

management arrangements as opposed to primary care contractors.
Reflecting on vaccine safety issues and the MHRA

The MHRA Yellow Card system was commented on in Baroness Cumberlege's
2020 report, First Do No Harm. | provided evidence to Baroness Cumberlege's
investigation. The report addresses issues around side effects from two
medications and one medical device, but makes general recommendations about
how to improve patient safety. The Yellow Card system is discussed at 2.117-
2.121, where Baroness Cumberlege notes the system is not well known and is
underutilised, and recommends a publicly searchable database that includes all

adverse events for both medicines and devices.

The Patient Safety Commissioner (itself a position recommended by First Do No
Harm) has included, in her 2023-2024 Annual Report, a number of shortcomings
with the Yellow Card system (including varying reporting rates and barriers to
reporting) [KR1/032] [INQ000498139].

My understanding is that there may have been some improvements to the Yellow
Card system, including on the MHRA's website. My concern at the time was that

there was likely to be a level of underreporting of adverse events. | agreed with the
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view expressed by the Patient Safety Commissioner and Baroness Cumberlege
that mandatory requirements to report adverse events should be imposed on
healthcare professionals. | also support the recommendation for a publicly
searchable database of adverse events. There is always a need to widely
publicise to the public and professionals the need to report adverse events, and
why. In making these comments about the Yellow Card system, | am mindful that
the MHRA may have taken more steps to respond to First Do No Harm since | left
the CPhO role which | would therefore not be aware of, and so my comments

should be read in that context.

| am asked my view of the public's level of confidence in the MHRA. It is difficult
for me to comment on the public's view given my former role. | generally had a
good relationship with the MHRA and its predecessor agency through my work.
The medicines regulator’s central and paramount role is patient safety. In normal
times, medicines regulators across the world are looking to speed up regulatory
processes. This should allow quicker patient access to new, innovative medicines.
Speed of regulatory processes can also impact on the competitiveness and
success of a country’s economy, with many countries striving to improve wealth
through growing their life sciences sector. Whilst | understand regulatory methods
and arrangements have improved, which helps speed up a product’s journey
towards approval, it is critical that patient safety is not undermined. Of course with
an emergency such as the Covid pandemic, the public benefitted from MHRA
responding as quickly as possible to data being submitted by the manufacturer on
vaccine safety and efficacy. The balance of risk and benefit clearly leant towards

rapid deployment when the regulator was satisfied it was safe to do so.

Engaging with public concerns and increasing public trust in the safety of Covid-19
vaccines is an important goal that requires input from a number of perspectives.
From my own perspective, the key features of maintaining public trust and

confidence include:
a. demonstrating the effectiveness and safety of the vaccines

b. being open and transparent about the evidence and adverse effects; and
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c. finding ways to strategically communicate with the public about vaccines
— which could include measures like specific vaccination education
programmes in schools — and | see no reason why community pharmacy
could not play its part in engaging local communities to educate about
the risks and benefits of vaccines, framed within a culturally competent

understanding.
PART THREE: THERAPEUTICS AND MEDICINES
My role relating to therapeutics for treating Covid-19

86. This section sets out my role in the use of medicines used to treat Covid-19
directly — not in relation to medicines more widely (such as medicines used in a
critical care environment) which | understand is outside the scope of the Inquiry's
Module 4.

Rapid C-19

87. The Rapid C-19 process for enabling the use of existing and new therapeutics to
treat Covid-19 is described in the Therapeutics Statement (from paragraph 102),
and summarised in the statement of Professor James Palmer (INQ000474312, at
paragraph 19) as "a multi-agency collaborative group tasked with creating a more
rapid approach to appraising Covid-19 treatments and enabling them to be
provided to patients in a safe and timely manner." Rapid C-19 was able to
consider both new therapeutics and therapeutics that already existed and were
repurposed for using with Covid-19. As described in the diagram at paragraph 107
of the Therapeutics Statement, the CMO made decisions at two stages of each
therapeutic consideration in the Rapid C-19 process — the first on whether there
was sufficient evidence in support of deployment of the therapeutic, based on
studies into that therapeutic, and the second to approve the clinical policy and
CAS Alert! to enable deployment. My own input into Rapid C-19 was as one of
several people involved in reviewing the draft clinical use policies produced by the

group. For example | would check sufficient consideration had been given to

4 The Central Alerting System, or CAS, is a web-based cascading system for issuing
patient safety alerts, important public health messages, and other safety critical information and
guidance to the NHS and others.
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supply arrangements and that dosage and administration instructions were
accurate and operationally deliverable, as well as practical matters like ensuring
the CAS alert letter was addressed to the relevant personnel (including chief
pharmacists) so that they received the letter and policy directly and could act
swiftly to play their part in implementation. | would provide pharmaceutical input
before they were submitted to the CMO for the second of these decisions. | did not
provide formal input into the first part of the Rapid C-19 process, scanning and
assessing evidence in support of therapeutics, which as noted in the Therapeutics
Statement at paragraph 108 and by Professor James Palmer at paragraph 19,

was primarily undertaken by NICE).

Additionally, the senior pharmacist in the Specialised Commissioning team was
professionally accountable to me and was the person advising on therapeutics
including the work of Rapid C-19 from a technical pharmacist perspective. We
would regularly meet to discuss his work and he would seek my support and
advice as necessary, and he would contribute to the pharmacy professional
arrangements | established. | ensured this pharmacist fed into my wider
professionals’ network including the RCPs and SPS which in turn ensured a co-

ordinated approach to the pharmaceutical aspects of therapeutics deployment.

Other engagements in approval, procurement, supply and deployment of

therapeutics

Once the clinical use policies were approved and implemented following the Rapid
C-19 process, there was also an ongoing role in managing deployment and supply
of the therapeutics. There were a number of challenges around supply and
deployment of therapeutics. These included the managing supply in the context of
worldwide demand, some Trusts being required to dispense medicines they had
no previous experience with (including providing medicines by a new method — for
example mental health trusts being asked to provide intravenous medicines),
understanding and managing shelf life and shelf life extensions, packaging and
labelling matters, and varying speed of adoption by different practitioners. SPS
and RCPs engaged with pharmacists to address these issues — for example,
developing resources and policy procedural documents to provide knowledge, or

linking up Trusts with pharmacists who did have experience with given
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therapeutics with those that did not. Problems could be escalated up to my office
and/or through Covid Cells which led to efficient problem solving as well as giving
me good oversight of what issues were being faced on the ground. The
Therapeutics Statement includes discussion of the establishment of NHS Covid
Medicine Delivery Units (CMDUs) to provide community access to therapeutics
(from paragraph 160). | provided some input into the establishment of CMDUs,
and continued to keep abreast of developments around them to ensure my work
(such as on ongoing communications to the pharmacy sector) was aligned with the
CMDU process.

| am asked about how a patient in England would access antivirals or neutralising
monoclonal antibodies (nMABSs). | did not have significant involvement in this
function, and so | am unable to add more detail than what is contained in the
Therapeutics Statement, where this is discussed (in particular at paragraphs 160,
163, 164, 168-170, 172, and 176). Although in my brief time as SRO for antivirals |
worked on distribution routes for antivirals, the processes were still being

developed and were not finalised until after | left the role.

Communications from the Office of the CPhO were another way of supporting
deployment and delivery of new therapeutics — again through the regular webinars
which | hosted, online materials such as those on the SPS website, and through

RCPs' engagement within their respective regional networks.

My regular meetings with devolved administration CPhOs touched on deployment
and supply of therapeutics. In an effort to improve visibility of medicines supply
across the four nations, the third party provider tool used in England for monitoring
medicine stock levels (RXInfo programmes suite) was rolled out through the
devolved administrations (some of which had already been using it, albeit to a
lesser extent than England). This was a general medicine supply tool but will have
included Covid-19 therapeutics. Using a consistent system for monitoring stock
levels allowed greater exchange of information and informed movements of
medicines between the nations to address potential gaps in supply, and ultimately

will have helped address equity of supply across and within the UK.
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93. On 13 November 2020 the National Medical Director and | wrote fo all regional
medical directors, RCPs, provider trust medical directors, and hospital chief
pharmacists regarding corticosteroids including dexamethasone and
hydrocortisone [KR1/030] [INQ000414401]. The letter provided information on the
use of dexamethasone and links to additional guidance. The purpose of the letter
was to ensure that clinicians were fully aware of the circumstances in which
dexamethasone could be prescribed, and to ensure that due priority was given to

the need to accelerate the rate of the uptake of this important new treatment.
Prophylactics, including Evusheld

94. | was not involved in decision making around Evusheld. Responsibility for
authorisation rested with MHRA (as it does for all medicines), with Rapid C-19
responsible for considering clinical effectiveness and preparing clinical policy, as
outlined above. | am aware that Rapid C-19 did consider Evusheld on a number of
occasions, however it was never recommended for approval and so never reached

the stage where my input was sought.

95. | am asked whether sufficient action was undertaken to develop and make
available pre-exposure prophylaxis treatments, particularly for immunosuppressed
and immunocompromised people for whom vaccines are likely to be less effective.
Development of prophylactic drugs is carried out by pharmaceutical companies
and is not something | had involvement in as CPhO. Future pandemic planning
should certainly consider how best to protect those at higher risk and who may not
benefit to the same degree from vaccines, which will generally include
immunosuppressed and immunocompromised people, including through the use

of prophylactic treatments.

Future pandemic preparedness and lessons learned, in relation to

therapeutics and medicines
Stockpiling and supply chain resilience

96. While the focus of this part of my statement has been on Covid-19 therapeutics, |
am also asked more general questions around medicines stockpiling and supply

chain resilience. The significant increase in international demand for medicines
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during the pandemic gives rise to questions about how the UK can protect itself
from supply chain pressures in the event of future pandemics. Alongside these
pressures, medicines shortages in normal times are becoming too commonplace.
Brexit has put additional strain on the medicines supply chain for example through
additional regulatory burden for manufacturers. International tensions are rising
and supply chains for medicines are complex and global in nature, including for
the many components of a medicine, not just the active ingredient. The majority of
medicines used in the UK are out of patent and are supplied within a competitive
commodity market, where manufacture is typically abroad, often in Asia and other
parts of the world. Manufacture of medicines on UK soil is now very limited.
Alongside this, NHS and private sector capacity for manufacture of aseptically
prepared injectables (such as chemotherapy) is insufficient for future needs, albeit
a Government review chaired by Lord Carter of Coles to which | contributed
(Transforming NHS pharmacy aseptic services in England published by DHSC in
October 2020) offers the solution and should be fully implemented. Whilst DHSC
and the NHS have well developed methods to manage medicines shortages,
those methods will come under considerable further strain as medicines shortages
become an increasing problem. The increased digitisation of the medicines supply
chain should help if transparency of stock availability across the supply chain is
good, albeit the NHS lags behind branded medicines manufacturers in the use of
digital and automated technology, Al and blockchain in this regard. Therefore, in
my view, the Government should commission an independent review on whether
the medicines supply chain as currently constructed is suitable to meet both

everyday and pandemic planning needs of the UK.

Stockpiling therapeutics and critical medicines is one way of trying to prepare for a
pandemic or other emergency. Some other countries do exactly this. The EU is
planning to stockpile a range of critical medicines. The UK previously operated the
Essential Medicines Buffer Stock scheme. In this approach, the buffer stock was
rotated though the normal supply chain with Government then paying primarily for
storage alone, avoiding waste through medicines going out of date in a traditional
stockpile. As medicines continue to become increasingly complex, to more

frequently require refrigeration, and to often have shorter shelf lives, the logistical
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requirements of managing a dynamic stockpile like this becomes more difficult, but

a buffer stock approach may be suitable for more traditional but critical medicines.

Another measure, instead of or alongside a medicine stockpile, would be
increasing medicines manufacturing on UK soil. Provided that manufacture had
either contingent capacity or the ability to redirect capacity in emergencies, this
would be ancther way to help protect the UK supply chain, but should be one

subject for consideration in a wider medicines supply chain review.
Lessons learned regarding therapeutics

The Rapid C-19 process was, in my view, very successful, and demonstrated what
can be achieved by agencies engaging with each other and working
collaboratively to focus on resolving particular issues. It is important to recognise
that Rapid C-19 did not involve an acceleration of the medicine licensing process
conducted by the MHRA. Medicines that had not already been assessed as safe
to use (for a non-Covid-19 condition) still had to go through this process. For those
that already had a license, or that received one, Rapid C-19 enabled a much
faster process for assessing the effectiveness of the therapeutics against Covid-

19, and enabled their deployment widely and safely.

One of the lessons from the Rapid C-19 approach, outside of generating new
evidence for existing medication, was the benefits of collaborative work across
agencies. Such collaboration could be useful to, for example, speed up access to
new groundbreaking drugs. In doing so, it would be important to ensure that all
necessary actions were taken to ensure patient safety when said new medicine is

used in the real world (as opposed to through clinical trials).

Communications was one area in which we constantly sought to improve and
adapt throughout the pandemic, in order to respond to the changing situation. It
was important to be able to communicate with the pharmacy professions quickly
and widely, at times with a more streamlined process than would typically be used
outside of a pandemic. Future pandemic preparedness might include
consideration of pre-established and well-resourced routes for accelerated

communications at appropriate levels.
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102. Innovations introduced in response to Covid-19 were necessarily developed
quickly and in response to the evolving situation. Many of these innovations were
largely successful, often thanks to the dedicated work of those involved. In future,
consideration should be given to whether more can be done in anticipation of a
pandemic, so that fewer of these processes have to be designed responsively and
in real time. One example might be having a pre-established process for delivery
of intravenous medicines into the community (the function fulfilled by the CMDUs,

discussed in the Therapeutics Statement from paragraph 160).
PART FOUR: CONCLUSION

103. As well as the recommendations | have noted above, | have reflected on a broader
possible lesson to be taken from the pandemic. One way to ensure a joined up
approach between NHS England and DHSC would be including, within the whole
system preparedness independent statutory body recommended by the Inquiry's
Module 1 report, a chief pharmacist role reporting directly to the board, with a clear
mandate for therapeutics, medicines, and pharmacy, and who has a remit to
engage with NHS England and DHSC. Having this mandate within a single role
would help to emphasise the importance of a resilient medicines supply chain as
well as capacity planning and training within the pharmacy and other healthcare
professions, linking in with established medicines horizon scanning mechanisms to
enable the new body to be kept more informed about upcoming medicines and

providing specialist advice more directly.

104. | am asked whether | consider the CPhO role should return to DHSC rather than
sit within NHS England. In my view the more important issue is that the cross-
government, system-wide nature of the role is well understood across government.
That understanding would enable the CPhO to have effective and wide
engagement with other relevant bodies (for example, with the Joint Committee on
Vaccination and Immunisation, or the Vaccine Taskforce) and to be able to provide
pharmacy expertise to complement the medical and nursing expertise also
frequently inputting into relevant decisions. One way of encouraging
understanding of the cross-government nature of the role would be continuing to
have the CPhO situated within NHS England, but for it to also have a formal

function within government, such as being a member of the CMO's team. In my
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view this sort of arrangement would make it easier for the CPhO to engage with

other entities.

105. As CPhO | was able to identify what sort of technical pharmaceutical input and
oversight was likely to be needed by the pharmacy sector, and more broadly by
those involved in the vaccine rollout, and proactively distribute that information. In
the context of the need for a well-executed vaccine programme to maintain public
trust, complex and novel vaccines with stringent requirements, and an expectation
that the pharmacy sector play a central role in the vaccine rollout, there was need
for technical pharmacy issues to be addressed in a clear and consistent manner
by someone with the relevant technical pharmacy expertise, and for that expertise
and oversight to be deployed locally. It was clear from early on that the vaccine
rollout had to be delivered in a way that maintained public confidence, which
comes from confident and well-informed professionals. Responses to future

pandemics are likely to benefit from a similar approach.

106. | have previously had the opportunity to recognise and give thanks to the
pharmacy professions for their leadership and fortitude throughout the pandemic,
not only in the context of supporting vaccination and therapeutics delivery but
more broadly in continuing to provide vital services, often under enormous
pressure, while facing an evolving and at times frightening environment. | reiterate
those thanks here. It was a privilege to support pharmacy professionals in carrying

out their vital role throughout this enormously challenging time.
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Statement of Truth

I believe that the facts stated in this witness statement are true. | understand that
proceedings may be brought against anyone who makes, or causes to be made, a
false statement in a document verified by a statement of truth without an honest

belief of its truth.

seet: | Parsonal Data

Dated: 29 October 2024
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