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UK COVID-19 INQUIRY

WITNESS STATEMENT OF MADELAINE MCTERNAN CB

I, Madelaine McTernan, Chief of Defence Nuclear, Ministry of Defence, Whitehall,
London SW1A 2HB, will say as follows:

INTRODUCTION

1. | make this statement in response to a request from the UK COVID-12 Inquiry
(“the Inquiry”) dated 7 December 2023 made under Rule 9 of the Inquiry Rules

2006 asking for a witness statement in connection with Module 4 of the Inquiry.

PROLOGUE

2. My involvementin the response to COVID-19 commenced in March 2020 (prior
to the formation of the Vaccine Taskforce (“the VTF”) and ended at the end of
September 2022 when the VTF was wound up. Initially, | was the Lead
Negotiator for the VTF taking over as Director General and Senior Responsible

Owner in mid-December 2020.

3. The VTF had three key objectives though they evolved and received different
emphasis and required different approaches at different stages of the
pandemic as the country’s needs changed. These objectives, which | refer to
in more details below were:

(i} secure access to promising vaccine(s) for the UK population and achieve
lasting immunity;

(ii) make provision for international distribution of vaccines; and
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(i) strengthen the UK’'s onshore capacity and capability in vaccine
development, manufacturing and supply chain to provide resilience for this

and future pandemics

4. | regard the VTF to have delivered significant successful outcomes across a
range of objectives that it was set and | would highlight the following

achievements:

a) the UK was the first country to secure access to an approved vaccine
and was the first country to commence a vaccine deployment
programme;

b} the UK was the first country to deploy both the Pfizer/BioNTech and
Oxford/AstraZeneca vaccines;

c) the UK was the first country to commence a vaccine booster study in
May 2021 (the ground-breaking COV-BOOST ftrial, sponsored by the
VTF) with the first booster jab given in September 2021;

d) by September 2022, 150m doses of COVID-19 vaccine had been
administered to people aged 12 and over in the UK, its Crown
Dependencies and overseas territories;

e) we worked with Pfizer and Moderna to ensure we had timely access to
the new class of bivalent vaccines to protect from the original virus and
variants (and were the first country to approve these in August 2022
and the first to use them in September 2022);

f) the UK offered 100m doses for donation and delivered 84 million
vaccines by June 2022. Over 75 million were donated to COVAX, the
international vaccine-sharing initiative, and c¢.8 million directly to
countries in need. We also entered into ‘swap’ deals for efficient use of
vaccines where countries had different demand profiles; and

g) we agreed a deal with Moderna in 2022 to onshore mRNA vaccine
manufacture that will provide ongoing access to respiratory vaccines
(scalable in the event of a future pandemic) and establish a research

and development facility in the UK.

| believe these achievements were delivered by setting (and following) a clear
strategy to deliver our objectives, that prioritised pace, adapted processes
that supported swift decision making without compromising assessments of

risk and managed complexity and uncertainty effectively. Further, we
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partnered with industry in a way that involved much closer working than

typical in this space that again supported swift delivery and risk management.

STRUCTURE, ROLE, PEOPLE AND PROCESSES

5. In March 2020 | was working for UK Government investments (“UKGI")," which
is a government company (an arm’s-length body) wholly owned by HM
Treasury (“HMT”) and focussed on corporate governance and corporate
finance projects in Government. HMT sent an email to UKGI requesting a
director to provide help to what was then the Department for Business, Energy
and Industrial Strategy (“BEIS”) on their work with the University of Oxford
(“Oxford”) and their development of vaccine technology in responding to
COVID-19. | was content to take on the role and was brought in as a Director
working on vaccines in March 2020. The VTF had not, at that stage, been

established.

6. At the time of taking on this role it has to be remembered that neither | nor any
of those involved at that stage understood the full scale of the challenge that
the country and world were facing though of course the unfolding tragedy of
what was happening in other nations (as | recall the horrifying news in particular
from ltaly) and the unprecedented step of national lockdowns was extremely

sobering.

7. The VTF was brought together in April 2020 at the direction of Sir Patrick
Vallance, whose idea it was. He had previously set up a cross
industry/academia advisory board, but this could not fulfil the role of the VTF
as many of those involved had conflicts of interest. The VTF was initially
established as a team within BEIS and was not a separate body/entity; its
accountability was consistent with usual government governance, i.e.,
Secretary of State/Permanent Secretary/Director General and Senior
Responsible Owner. The Chair was appointed by the Prime Minister and
initially reported to the Prime Minister and was not a government employee and

so had no formal delegated authority.

11 originally qualified as a corporate lawyer and spent much of my career in investment banking
before joining UKGI in 2017. The initial request from HMT was based on my experience working
within the private sector. | am now a civil servant employed by the Ministry of Defence.
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8. The VTF was based on a model of bringing together a multidisciplinary team
from across government, the medical profession and industry. Although the
members of the VTF came from different backgrounds having different skillsets
and experience, a common frait was a determined, outcome focused mindset.

In my opinion, this was a key to success.

9. There was not a formal appointment process for anybody involved in the first
iteration of the VTF steering group. Members of the Government decided who
was appropriate to join it. Further recommendations were made when the VTF
had initially been established and the Chair of the VTF, Dame Kate Bingham,
and the first Director General of the VTF, Nick Elliott, also had their own

recommendations. The process of creating the VTF was an organic one.

10.1 did not have to be ‘appointed’ to the VTF as | was already working in
government. My initial role on the VTF was that of Lead Negotiator (a Director
level position, reporting to the Director General) and a member of the Steering
Group. | was a member of the VTF from its inception in April 2020 until its core
functions moved to the UK Health Security Agency (“UKHSA”) and the Office
for Life Sciences (“OLS”) in October 2022.

11. 1 was promoted to the position of Director General of the VTF on 18 December
2020. | reported to Sarah Munby, the Permanent Secretary of BEIS, from this
date and then also to Sir Christopher Wormald from 1 March 2021 when the
VTF became a joint unit split between BEIS and the Department of Health and
Social Care (“DHSC”). The VTF employees remained within BEIS but
accountability was split between BEIS (for onshoring) and DHSC (for vaccine

procurement).

12. During my time on the VTF | interacted with a number of ministers. When | first
joined in March 2020, | worked under Sir Alok Sharma until Kwasi Kwarteng
was appointed Business Secretary on 8 January 2021. On 28 November 2020
Nadhim Zahawi became the junior minister with responsibility for the VTF. On
1 March 2021 ministerial responsibility transferred from BEIS {o the Secretary
of State for Health and Social Care and from this date | worked with Matt
Hancock, Sajid Javid and Steve Barclay. The ministerial panel established in
2020 involved other ministers from HMT and the Cabinet Office, and as DG |
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13.

14.

15.

16.

met regularly with the Prime Minister, including weekly vaccine meetings
through March 2021.

All key decisions relating to the VTF were made by Ministers and the
accountabilities were structured exactly as per the Civil Service model. For
example, there was no delegated authority fo the Chair or any external
advisors. Decisions were initially taken by the BEIS Secretary of State and the
Chief Secretary to the Treasury and then later for any investments over £150
million, by a panel of Ministers (DHSC, HMT, Cabinet Office, BEIS, FCDO —
where relevant — and sometimes also the Prime Minister). Investments below

£150 million were generally managed within BEIS.

| interacted with all the members of the VTF Steering Group on a regular basis
(we met daily, starting at 08:00, for much of 2020). A list of the key individuals
who | interacted with is set out in (MM/1 - INQOO0500065). The VTF had ¢. 800
staff at its peak. | feel that we had a broad skillset amongst our appointees and
were adept at asking who the most effective people for the project were.
Building a team of people with the right expertise o tackle the problem faced

was crucial.

Dame Kate Bingham chaired the VTF between May 2020 and December 2020
and brought considerable sector expertise and huge drive to the VTF. Sir
Richard Sykes was appointed Chair in June 2021 and he remained until its
functions were transferred in October 2022; he too was an excellent Chair with
outstanding industry and vaccine expertise, as well as considerable experience
in a Chair role. Clive Dix acted as interim Chair between December 2020 and
April 2021 having been a leading member of the Steering Group through 2020
in particular leading on the assessment of the candidate vaccines as the

portfolio was assembled.

The inquiry has asked me to comment on Clive Dix’s role and reasons for
leaving the VTF. Mr Dix was the Interim Chair of the VTF after Dame Kate left.
He was not formally appointed Chair (as he was interim pending the decision
to run a process to appoint a new Chair). | supported the decision for Mr Dix to
act as Interim Chair. As | recall, he aspired to have greater executive authority
but this was not consistent with the Chair’s role and Ministers did not seek to

change the scope of the role (see paragraph 13 that summarises VTF
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17.

18.

19.

governance). Mr Dix did not agree with all decisions made by the VTF, including
the decision made in early 2021 to accept some doses of the OU/AZ vaccine
produced by the Serum Institute of India. That decision was made by Ministers
and the Prime Minister was consulted. Ministers were aware of Mr Dix’s views.
Mr Dix was the CEO of a company called C4x Discovery that entered into a
drug licensing deal with Sanofi in April 2021. Mr Dix told me his reason for
leaving the VTF was that he needed to return to his role as CEO to manage
that deal. The Chair role was then advertised and Sir Richard Sykes was
formally appointed and remained Chair until the VTF was wound up. Bringing
together a range of expertise and experience supported different views being
raised and debated within the VTF which likely contributed to its success.
Decisions were ultimately Ministers’ but actions and advice were undoubtedly

improved through challenge and discussion.

The VTF was initially set up in April 2020 with the main aim of finding a vaccine
as quickly as we could, although this was formalised into a set of objectives: (i)
secure access to promising vaccine(s) for the UK population and achieve
lasting immunity; (ii} make provision for international distribution of vaccines;
and (iii) strengthen the UK'’s onshore capacity and capability in vaccine
development, manufacturing and supply chain to provide resilience for this and

future pandemics.

| can recall Sir Patrick Vallance informing me that even if a candidate vaccine
reached Phase 3 clinical trials it still only had a 10-15% chance of being
successful. In March/April 2020 | worked across HMG and with Oxford
University on the priorities for the licensing of their candidate vaccine. | focused
on establishing the right priorities for HMG. We wanted to make sure that the
UK could secure first access to any eventual vaccine, as well as ensuring
affordable access for the developing world. Oxford were very amenable to
working with government and | can recall having many conversations with
Professor Sir John Bell at Oxford. They were similarly focussed on making sure

a vaccine would be available to the developing world.

Through 2020, my role was to negotiate the deals with the vaccine companies.
The VTF pursued a portfolio strategy and this was agreed at an early stage.
This was not unique: the US, the EU, Covax and others were all pursuing the

same sfrategy (and ultimately, there was significant overlap in the vaccine
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portfolios). We sought to spread our picks across different vaccine platforms
including the newer mRNA vaccines (Pfizer/BioNTech, Moderna) and more
established vaccine types. The reason was to increase our chances of securing
access to a successful vaccine given we believed the chances of success were
relatively low. An expert team was assembled to review a very broad range of
potential vaccines and make recommendations on their likelihood of clinical
success. For those with promise, our manufacturing experts also reviewed

production capability.

20. We knew that speed in securing deals was essential as demand for any
successful vaccine would vastly outstrip supply for some time. The VTF’s
assessment of candidate vaccines considered their potential effectiveness as
well as the ability of companies to successfully deliver them. Each company
had different objectives and so the deals were not uniform. Given we were
making deals before the vaccines had been approved or manufactured, we had

to think about deal terms differently vs. a typical medicine procurement.

21. Once it had secured vaccine orders, the work of the VTF did not become easier,
but it was rather faced with a set of different challenges. Booster vaccines
presented a challenge with several vaccines approved or, potentially to be
approved, we sought to ensure we had access to the right vaccines (i.e. those
with the best effectiveness at boosting immunity), at the right time (as the JCVI
sought to target the winter season and shelf life of these vaccines was short)
and in the right quantities (MM/2 - INQ0O00500064).

22. 1 did not ‘leave’ the VTF but rather my involvement wound down as its functions
were transferred in October 2022.2 | did not transfer to either UKHSA or OLS
because at this stage of the pandemic, COVID-19 vaccine procurement was
returning to business as usual state and did not require that level of senior
involvement. As | recall, approximately 90 members of the VTF transferred to

UKHSA to provide continuity including the then VTF programme director.

2] took on a new role as DG for a new Energy Supply Taskforce in September 2022 when Liz
Truss was Prime Minister. I retained some involvement however in the VTF until the onshoring
deal with Moderna was finalised in December 2022.
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23. The VTF was responsible therefore for vaccine selection, contracting with
suppliers and then working with them to manage delivery. This was done on
behalf of the UK pursuant to a Memorandum of Understanding with the
devolved nations. Through the pandemic we worked with the devolved nations,
for example providing supply projections to the other nations in order for them
to be able fo plan their deployment effectively. Doses were shared in proportion
to the Barnett formula. Regulation of the vaccines was undertaken by the
(independent) Medicines and Healthcare products Regulatory Agency (“the
MHRA"), recommendations about who should receive vaccines and which
vaccines was determined by the Joint Committee on Vaccination and
Immunisation (“the JCVI”), policy decisions were the remit of DHSC and the
vaccine rollout was managed by the NHS. The VTF did interact with each of

these bodies as set out below.

The MHRA

24. The MHRA is an independent regulator and it was critical that its independence
was, and was seen to be, maintained given the public needed to have
confidence that any vaccine it approved had been subject to the same rigorous
standards as it always upholds. For that reason, contact between the VTF and
the MHRA was carefully managed; however we did ensure our potential
suppliers had the correct contacts and kept abreast of the regulatory process
through discussions with MHRA/suppliers given this was the final step prior to
initiating the rollout. For clarity, the VTF had no role or influence in the MHRA'’s

regulatory decision making.

25. Regulatory approval of the vaccines was obviously a key step and takes time.
Dame June Raine, the CEO of the MHRA, led her organisation to focus on the
right outcomes and not process (for example, did they have the required data
rather than focussing on whether the data had been formatted in the style used
for the FDA vs. the MHRA'’s usual form) which contributed to the manufacturers

having confidence in the MHRA'’s ability to move appropriately swiftly.

PHE and UKHSA

26. PHE typically procure some vaccines for the NHS but in this case simply took

ownership of the vaccine as it was delivered to their distribution centres. The
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VTF worked with PHE to manage that interface. UKHSA, PHE’s successor
organisation, assumed responsibility for COVID-19 vaccine procurement from
November 2022.

The NHS and the deployment programme

27. The NHS was responsible for the rollout of the vaccination campaign. We
worked very closely with the NHS team before and during the deployment
phase. Planning for deployment with the NHS and the relevant suppliers started
far in advance of approval of a vaccine as it was critical that the NHS had all
the relevant information about the characteristics of the potential vaccines
(from transportation and storage requirements, to vial sizes and numbers of
doses per vial through to how it would be administered). The different vaccines
had different requirements (for example the mRNA vaccines had to be
transported and stored at -80°C). This planning was absolutely critical to the
ability to scale up the deployment. 15m doses of vaccine were administered by

15 February 2021, meeting the target set.

28. Once deployment had started, we continued to work closely with the NHS team
on supply forecasts and weekly deliveries. Manufacture and supply of new
vaccines was not easy; we were working with suppliers to maximise supply to
the UK as they continued to scale up manufacture of these brand-new
vaccines. We were typically receiving multiple shipments per week and
deliveries could change (either the day or volume of delivery). Close working
was required to be able to manage this as smoothly as possible. In the early
months of the deployment programme, vaccine was being consumed almost
as fast as we could supply it and the aim was to minimise time from delivery to
jabs. Deployment was managed by Dame Emily Lawson who did a

phenomenal job planning and executing this programme.

29. There was immense focus on delivery across government. Through most of
2021 we held daily meetings chaired by the Health Secretary with weekly
meetings chaired by the Prime Minister held in No 10. | exhibit some examples
of the materials produced for the PM meetings, plus the post-meeting readouts
from 3 February 2021; 26 May 2021; 16 June 2021 and 20 July 2021 (MM/3 -
INQ0O00421505; MM/4 - INQO00500060; MM/5 - INQO00500061; MM/6 -
INQO00479236; MM/7 - INQO00354729; MM/8 - INQO00500062). Each week,
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| would attend to provide an update on supply and the NHS would focus on
deployment. These meetings would cover progress against targets and details

of vaccine take up separated into different demographics.

The JCVI

30. The JCVI made recommendations to the Health Secretary on who to vaccinate,
in what order and with what vaccines. We worked closely with the JCVI to
support and inform their decision making by keeping them updated on the
progress of our vaccine portfolio (which vaccines may be available, quantities
and timing). This became more of a two-way dialogue as the pandemic
progressed, particularly as we were in discussion with manufacturers regarding
newer vaccines formulated to target different COVID-19 variants and planning
for the best timing of booster campaigns. We wanted to ensure we had the right
quantity of vaccine to meet JCVI recommendations on who should receive a
booster and timing was critical as the vaccines had limited shelf life and so we
needed to target deliveries at the right time. Of course, our interests were
aligned with the JCVI in wanting to ensure we had access to the best vaccines.
The VTF sponsored several studies including the groundbreaking COV-
BOOST study that assessed the ability of a range of vaccines (and candidate

vaccines).

2020 — ESTABLISHING THE VACCINE PORTFOLIO

31. The primary focus in 2020 was to secure access to a vaccine, as fast as
possible (MM/9 - INQO00500055):

a) The UK was the first country to agree vaccine supply deals with
Oxford/AstraZeneca and Pfizer/BioNTech;

b) The UK was the first country to commence a vaccine deployment programme
and the first country to deploy both the Pfizer/BioNTech and
Oxford/AstraZeneca vaccines; and

c) It was estimated that vaccination had saved the lives of over 120,000 people
in the UK by mid-September 2021.

10
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Heads of terms

32. My role, as Lead Negotiator, was to agree deals with our chosen suppliers. A
specialist team was established to conduct due diligence on a very broad range
of candidate vaccines under development around the world. That team focused
on their potential clinical success as a vaccine; another team assessed their

deliverability (i.e. ability of suppliers to scale up manufacturing).

33. 1t was critical to move quickly to secure commitments. The US had the
reassurance of the Defense Production Act of 1950 that allowed the
government to prevent companies exporting vaccine from the US. Early in my
involvement | sought legal advice regarding the application of this law. We
sought to ensure that supply chains for our vaccines were in Europe rather than
the US and we fried to maximise what could be done onshore. Of our initial
deployed vaccines, Pfizer/BioNTech was manufactured in Belgium and our
supply of Oxford University/AstraZeneca was largely manufactured in the UK
(AstraZeneca had established regional supply chains to serve different

markets).

34. From the companies’ perspective, they each had potentially a successful
vaccine but they did not know whether it would be successful at the point they
were seeking deals. | was told that only 10-15% of vaccines in phase 3 (the
final phase) of clinical trials ended up receiving regulatory approval. But they
also knew that there were a large number of candidate vaccines at various
stages of development, the need (or market depending on their perspective)
was global and so demand would be enormous. It was in their interest to strike
deals quickly, not least because many were incurring costs (e.g. for
manufacturing scale up) ahead of knowing whether they had a viable vaccine
and wanted to share that risk. Some of the companies were seeking to make a
profit and some companies were looking to supply at cost. This all influenced
allocation strategies — most operated some form of first come, first served’
although at least one company was seeking to allocate across nations. Others,
like AZ, sought to deal with demand by establishing regional manufacturing
hubs to try to maximise supply but this came with its own difficulties as not all

hubs were equally successful in their ability to manufacture vaccine.
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35.

36.

37.

b)

c)

38.

It was critical that we were able to move quickly. In negotiating the deals, we
sought to agree heads of terms as the first step. These were generally legally
non-binding, but publicly announced so represented a firm commitment from
both sides. This was important as it allowed us to move more quickly than
seeking to agree detailed confracts straight away (particularly given the
contracts had to be bespoke given the unusual characteristics of what we were

contracting for).

The heads of terms set out the key elements of the deal. This typically included
price, number of doses, allocation principles (what proportion of available
vaccine we expected to receive when), liabilities, upfront payments (and
whether/when refundable) and which facilities we would be supplied from.
Approval for the heads of terms was through the Business Secretary and Chief

Secretary to the Treasury.

We sought to prime the system to ensure that we could move very quickly to

secure Ministerial decision making approval as we were ready. This included:

being very clear about our portfolio strategy from the outset so the approach
was understood and supported by Ministers and officials as relevant across
HMG;

being equally clear that we wouldn’t run these deals as a tender process (i.e.
bringing them all onto the same timetable). This wouldn’t have been possible
(they were all at different stages of development) and would have slowed us

down to the lowest common denominator; and

frequent engagement with senior officials from other depariments whose
approval would be sought — particularly HMT — so they were aware of the status
of negotiations (and saw draft documents as we progressed them) and key
issues and could keep their Ministers up to date. We also established a VTF

Portfolio Board for regular updates on strategy and progress.
This approach ensured we could highlight key risks and ensure they were

understood before we presented documents for approval. Key examples of this

were!:
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a) Price. Pricing varied between suppliers from at cost (OU/AZ) to commercial
prices. We did negotiate costs and needed to demonstrate to Ministers how we

had ensured we would not be overpaying;

b) Non-refundable deposits. Suppliers sought to share costs for clinical trials and
manufacturing scale up by requiring up-front payments that typically were not
refundable if their vaccine did not receive regulatory approval (MM/10 -
INQOO0500056_pg2, paragraph 3); and

c) Indemnities. The USA has a statutory indemnity scheme and at the outset of
the pandemic, the pharma industry lobbied for parallel schemes to be
established in the UK and across the EU. This was rejected; however we did
negotiate contracted indemnities with each manufacturer (individually) and as
a key element of the deal these were typically outlined in the heads of terms
and Ministers needed to understand how we negotiated these and what the

potential liability might be.

39. We established a portfolio of 7 candidate vaccines. Key details are set out in
"A review of the Vaccine Taskforce’ (MM/11 - INQO00399474).

Contract stage

40. We followed the heads of terms by entering into detailed contracts. Whilst we
of course engaged to understand the terms on which Government typically
sought to contract for vaccines, the fact that these vaccines were not yet
approved, manufacturing had not been scaled up (or in some cases, facilities
built) as well as the complex subject of liabilities for a brand new product (and
for the RNA vaccines, a new type of vaccine technology), a standard form
approach could not work. Typically, government does not contract for vaccines
that have not received regulatory approval. For example, manufacturers could
not give firm commitments to supply particular volumes to a particular timetable
that could be measured as key performance indicators with financial penalties
for missing deadlines. Vaccine development was too uncertain at that point so
much had to be done on a ‘reasonable endeavours’ basis. Enforcing

contractual penalties was less important than getting the vaccine supplied.
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41. These contracts were legally binding and very detailed. They were all bespoke
and whilst contained some common elements (such as indemnities), each was
individually negotiated recognising the different position of each of the suppliers

and our desire to ensure we got the appropriate deal each time.

42. Once we were ready to sign a contract, this was accompanied by a business
case (as required in Managing Public Money) which is a lengthy and detailed
assessment of the deal. A business case will be reviewed through internal
approval processes (culminating in approval from a Minister in that
Department) and if it exceeds its financial delegations, will then be submitted
to HMT and the Cabinet Office for approval.

43. In 2020, vaccine contracts were under BEIS’ remit and so we used the BEIS
approval process (the Projects and Investment Committee) with an expedited
3-week timeline. We had a broad range of departments with an interest in the
vaccine contracts and so we established the Ministerial Panel to ensure
Ministers could discuss the business case with officials in a single forum.
Initially, the Ministerial Panel comprised Ministers from BEIS, DHSC, HMT and
the Cabinet Office. The VTF would share the business case with officials from
these departments ahead of the meeting in order that they could review and
advise Ministers. This approach ensured all Ministers had the same
understanding and the opportunity to ask questions directly of the VTF team
regarding the approach. | exhibit examples of the VTF Ministerial Panel
readouts/minutes for the meetings held on 16 November 2020; 11 March 2021
and 29 March 2021 (MM/12 - INQ000401303; MM/13 - INQ000401343; MM/14
- INQO00401346) The inquiry has directed me to a document headlined “VTF
recommendations” from December 2020 (MM/15 - INQ0O00330659). | cannot
recall reviewing or discussing this document but at that time my key focus was

maximising vaccine supply as we were commencing the roll out.

2021 - THE ROLL OUT, BOOSTERS AND INTERNATIONAL ASSISTANCE

44, As the UK moved into deployment at the beginning of 20213, the primary areas

of focus were to maximise supply, execute the international donation

3 Note: deployment was managed by the NHS, not the VTF
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45.

a)

b)

c)

d)

46.

47.

48.

programme and secure access fo vaccine for the booster programme in the

autumn.

Highlights:

Secured sufficient quantity of vaccine to meet the target of 15m vaccinations
by 15 February 2021 (just over 2 months from the first vaccination);
Commenced international donations in July 2021;

Sponsorship of the COV-BOOST clinical trial to help ensure we had the best
vaccines to boost with; and

Launched the first booster campaign in September 2021 using the

Pfizer/BioNTech and Moderna vaccines.

The Pfizer/BioNTech vaccine received regulatory approval from the MHRA in
December 2020 and the first vaccine of the rollout was administered on 8
December. From that point, the key focus switched to securing our supply and
maximising volume for the NHS to deploy. The OU/AZ vaccine was approved
shortly after and began to be deployed in January. The UK began to deploy the

Moderna vaccine as well in April 2021.

The VTF worked very closely with our suppliers through this period with
dedicated project teams holding daily calls with the relevant supplier to monitor
progress, manage challenges and look for opportunities to accelerate supply.
Although the vaccines had received approval at this stage, the suppliers were
still scaling up manufacture, each batch had to be shipped in compliance with
the required handling instructions and final tests made on each batch before it
could be deployed meaning that supply was not completely predictable.
Working closely with our industry partners with greater transparency was key
in managing this period. We continued to work closely with the NHS to provide
a clear view of the supply forecasts to support the detailed deployment planning

that was required.

There were challenges in that period: the French closed the border at the end
of December 2020 under their COVID-19 restrictions which risked disruption to
the delivery of our vaccines and Pfizer reduced deliveries in January 2021 as
they reconfigured their production facility in Belgium. Such issues were

managed working across HMG and continued engagement with our suppliers.
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49. In January 2021, against the backdrop of a dispute with AstraZeneca regarding
vaccine supply, the EU Commission announced the introduction of the
requirement for companies to seek authorisation for the export of vaccines. AZ
had pursued a strategy of setting up regional manufacturing hubs to supply its
customers. The dispute with AstraZeneca stemmed from challenges the
company had with its European manufacturing hub which was not performing
as well as Oxford Biomedica in the UK. The characteristics of that vaccine
meant it was not necessarily easy to replicate success across the different
facilities. The UK sent engineers over to the European hub and connected them
with Oxford Biomedica to share best practice to enable them to become more
efficient in producing the vaccine. | worked closely with the Cabinet Office and
the FCDO and in particular Sir Tim Barrow (then Political Director of the FCDO)
through the first quarter of 2021 to engage with the EU Commission and avoid

disruption to our supply of vaccine from the EU.

50. In June 2020 HMG had announced funding of £48 million to support the global
vaccine procurement initiative, COVAX. This was later increased by a further
£500m. In addition, in June 2021, the Prime Minister announced that the UK
would donate 100m doses of COVID-19 vaccine and the VTF worked with the

FCDO to deliver this commitment.

51. The first vaccines to be donated were delivered to Jamaica in July 2021. By
the end of June 2022, the UK had offered over 100m doses for donation of

which approx. 84m were donated, the vast majority via COVAX.

52. Through the pandemic the VTF sought to manage vaccine stocks efficiently
and avoid stockpiling or wasting vaccines, which had short shelf lives,
particularly in the early stages of deployment (as more data was generated, the
manufacturers were able to secure longer shelf life from regulators). In order to
better match supply to planned deployment, and avoid wastage, we entered
into a couple of vaccine swap deals. In September 2021 we agreed to allocate
4 million Pfizer/BioNTech vaccines to Australia and 1 million to the Republic of
Korea. Those countries were in need of more doses at that time. The UK
received the same number of doses later in the year allowing us to better match

our supply with demand.

16

INQO00474380_0016



53. The VTF also continued to manage its contracts effectively. We had sought to
include provisions that would allow termination or reductions of order size and
cost recovery where possible (noting some of the companies would not agree
to such terms). This was a balance of seeking to ensure we had the right
vaccines available for the JCVI to advise deployment of whilst balancing value
for money for the taxpayer in ensuring we weren’t paying for vaccines that were
not in the end required (where the companies had agreed contractual
provisions that gave us these rights). This resulted in reduced orders with

Sanofi/GSK, Janssen, Novavax and the cancellation of the order with Valneva.

54. The VTF sponsored several clinical trials that were very valuable in helping the
JCVI form its recommendations on vaccination strategy and the VTF to form its
ongoing procurement strategy. These trials included ‘ComCov’ (the use of
different vaccines in the primary two dose course) and ‘COV-BOOST’ which
tested the boost efficacy of the vaccines in our portfolio following a primary
course of either Pfizer/BioNTech or OU/AZ. We received updates from the
Chief Investigator of the COV-BOOST study, Professor Saul Faust, as the
study progressed and this work was invaluable in helping shape the booster
programme. The JCVI used this data in its recommendations for the 2021
booster programme to use Pfizer and Moderna vaccines for boosting (unless
contraindicated) noting “In particular, mRNA vaccines provide a strong booster
effect”. The VTF had increased its orders for Pfizer vaccine that meant the JCVI
were able to make this recommendation. This shows the ongoing work of the
VTF in actively pursuing a strategy to ensure the UK had access fo the best

vaccines at the right times to offer continued protection.

2022 — OMICRON AND BIVALENT VACCINE, ONSHORING AND WIND DOWN

55. As we entered 2022, the focus continued to be to have the right vaccines, in
the right quantity at the right time, but with updated vaccine to better protect
against variants and also to secure future resilience through onshoring vaccine

production.
56. The Omicron variant was identified as a variant of concern towards the end of
2021 and | recall there being greater concern about the potential of this being

an ‘escaped’ variant meaning existing vaccines would be less effective against
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it. The VTF had discussions with both Moderna and Pfizer from December 2021
regarding potential plans to formulate new vaccines from that period onwards
and the companies were assessing options to reformulate to focus on the new
variant as well as develop bivalent vaccines targeting two variants in a single
vaccine. In February 2022, Moderna launched a clinical trial in the UK for its

Omicron variant vaccine.

57. Through 2022, the VTF continued to work very closely with both companies as
they trialled their new vaccines and we continued to engage with the JCVI.
These updated vaccines required the same process of clinical trials and
regulatory approvals (and of course manufacturing) and this meant ,again, time
was of the essence in order to have vaccine available for the autumn boost

programme.

58. The UK was the first country to approve a COVID-19 bivalent vaccine when the
MHRA approved the Moderna bivalent vaccine in August 2022 and Pfizer's
bivalent vaccine was approved by the MHRA in early September. The JCVI
issued advice on the 2022 booster campaign in August, recommending the use

of these vaccines.

59. The third of the VTF’s objectives was to establish greater onshore vaccine
manufacture. Other work undertaken by the VTF in this respect is outlined
below but in 2022 we agreed a long-term partnership deal with Moderna that |
regard to be a key achievement of the VTF. Access to RNA vaccine was
considered desirable due to the speed with which vaccine could be formulated
and of course its success during the pandemic. Other options to deliver
onshoring aims were considered but the Moderna Strategic Partnership aligned
most closely with those aims (MM/16 - INQOO0500066). The heads of terms of
the deal were agreed and announced in June 2022 and the full contract was
agreed, approved and announced in December 2022. Whilst the final deal was
approved after the transfer to UKHSA of responsibility for COVID-19 vaccines,
key members of the VTF (including Matt James, my commercial director)
continued to work to finalise the deal and take it through the HMG approvals

process.

60. The deal is structured as a long term (10 year) partnership deal under which:
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b)

c)

61.

62.

Moderna would establish a research and development facility in the UK and
commit to substantial investment in R&D in the UK (through establishing clinical
trials here and fund PhD posts and research programmes);

Moderna would also establish a manufacturing facility in the UK. This is
designed to be scalable to up to 250m doses of vaccine a year and with an
obligation to hold stock of key materials as preparedness for a future pandemic;
and

The UK agreed to purchase respiratory vaccines from Moderna that can include

COVID-19 vaccine and other respiratory vaccines as they are developed.

The facility is being built at Harwell in Oxfordshire and is due to be open in
2025. In May 2024, Moderna received FDA approval of its RSV vaccine and in
June announced positive phase 3 trial results for its combined COVID-19 and
flu vaccine (there is currently no approved combined COVID-19 and flu vaccine

from any supplier).

The VTF was always intended to be a temporary organisation focused on
delivering specific outcomes with clear objectives. The organisation continued
to work throughout the period where the challenges of managing COVID-1¢
were acute and it was appropriate to have that level of senior experience to be
brought to bear on difficult and evolving challenges. In 2022 we assessed that
the situation was easing: vaccine availability was increasing and the public
health impact of COVID-19 no longer acute. It was decided to wind down the
taskforce at the end of September 2022. That timing was chosen at it would
allow us to ensure preparation for the 2022 autumn boost was complete. | was
asked towards the end of August 2022 to take on a new (short term) role in
energy by which time we were winding down most of the VTF’s activities (save
for completing the Moderna deal) as noted above. It was agreed to transfer
some VTF staff (as | recall, around 90 posts) to UKHSA. We advertised for a
Director to manage that team and the VTF programme director was appointed

on an interim basis.
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DEVELOPMENT, PROCUREMENT, MANUFACTURE AND APPROVAL OF
VACCINES

63. | have set out in the preceding sections the approach and areas of focus over
the life of the VTF. In this section | have sought to further elaborate on specific

themes the Inquiry has asked about.

64. The UK’s decision to opt out of the EU procurement scheme in respect of the
development and procurement on vaccines was, in my view, a significant one.
| believe that the EU was relatively slow in contracting with companies. | recall
there being a debate about whether or not to join with the EU’s approach to
procurement, but | was not closely involved in those discussions. | do know that
a condition of us joining that scheme would have been the requirement to
abandon all bilateral deals we were progressing. Participating in the scheme
could have had benefits from the greater purchasing leverage of the scale;
however, we would of course had less control over decision making. In opting
out of the EU procurement scheme the UK was, in my opinion, able to vaccinate

its citizens faster than if the UK had joined it.

65. The process for obtaining approval for VTF spending from the Treasury was
fast in the early stages of the pandemic for a number of reasons. Departments
were aligned in their objectives and combatting COVID-19 was clearly the
Government's top priority. Close engagement from early in 2020 meant that
Ministers supported the strategy being pursued, could be given regular updates
on progress and so were sighted on key considerations before the point we
needed to ask for formal approvals. Whilst the VTF spent significant sums, we
were still of course required to demonstrate value for money in the normal

course.

66. To demonstrate value for money, a business case was constructed by the VTF
comparing a probability adjusted cost saving of avoiding continued lockdown
cost vs. the cost of investing in our vaccine portfolio. Given we did not know
whether any vaccine would be successful, the VTF’s strategy was to invest in
a portfolio of vaccines from different vaccine platforms. Ministers were taken
through this strategy and it was reviewed (and endorsed) by Sir Richard Sykes
in 2020 (he was later appointed Chair of the VTF). As part of formulating the

business case, the VTF also looked at the different types of vaccines and how
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67.

68.

69.

70.

they would be assessed from a medical and manufacturing perspective to
ensure they were deliverable. It was explained to Ministers that the contracts
would not be ‘standard’ and that the country would likely have to spend money

on potential vaccines that might not turn out to be successful.

A Ministerial Panel was set up in 2020 comprising the Ministers whose approval
was required for key spending decisions. It included the Business Secretary,
the Heath Secretary, the Chief Secretary to the Treasury, a Cabinet Office
Minister, the Vaccines Minister (following the creation of this post at the end of
2020) and later an FCDO Minister also attended. This enabled us to address
all the relevant minsters in the same place and allow them to raise questions
and jointly consider key aspects of the approvals being sought. This was
efficient; it allowed us to work in parallel rather than in sequence and | would
suggest that discussion in this forum can support better decision making. The
VTF engaged with officials from each department and provided business cases
and supporting documentation in advance to ensure officials were able to brief

their Ministers in advance of meetings.

To my mind this shows how we can operate within our usual structures with
Ministers making key decisions and meet the requirements of Managing Public
Money by changing ways of working that prioritise delivering outcomes rather

than following process.

| talked a lot about “partnering” with the companies. This started with the
approach to contracting; understanding what their concerns and objectives
were in an exceptionally unusual environment, building relationships and
negotiating from there. The VTF set up programme teams to deal directly with
the companies once an agreement had been made to contract with them. We
sought to build greater transparency with the suppliers in order that we could,
together, better anticipate issues and risks and work together to mitigate them.
Working closely in this way meant we could closely track progress and plan for
how we would operate if and when a vaccine was approved. This was all with

the objective of maximising volume into the UK as fast as possible.

| recall that there were also occasions in December 2020/January 2021 where
some countries were not yet fully ready with their own deployment plans

meaning we were able to accelerate delivery to us of (relatively small)
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71.

72.

a)

b)

d)

73.

additional volumes as this helped our suppliers manage supply efficiently
(MM/17 - INQOOO500057).

The key challenges | can recall in the scale up of the manufacturing processes
were that in general every company was slower than they hoped to be. | can
also specifically recall Pfizer informing us in January 2021 that they were
reconfiguring their plant in Belgium to increase production and they shut it for
three weeks (MM/18 - INQOO0500058). Scale up of supply was to some extent
constrained due to demand for equipment, for example bio-reactors. Some
vaccines rely on biological processes that can be hard to replicate meaning
that yield was not uniform across all facilities. This isn’t particularly surprising
given the scale and ambition of what the sector was attempting. | would
contrast the UK approach of trying to work with suppliers to resolve problems

with the EU Commission’s decision to take legal action against AstraZeneca.

A challenge for the UK that was identified early on was the lack of production
facilities for vaccines in the UK giving rise to concerns about production
capacity generally to meet the overwhelming need as well as the potential for
export control fo disrupt supply. We sought o increase available facilities in the
UK:

Oxford Biomedica: early in the pandemic, the VTF funded additional
bioreactors at this facility which produced much of the OU/AZ vaccine deployed
in the UK;

Wockhardt: in 2020 the VTF secured capacity at this fill finish’ facility in Wales
where the OU/AZ vaccine was botiled;

Vaccines Manufacturing and Innovation Centre (“VMIC”). Additional funding
was provided by the government to VMIC in 2020 fo accelerate its build with
the aim of providing additional manufacturing capacity. The facility was not
completed in sufficient time to be of use during the pandemic and, in 2022,
VMIC’s board took the decision to sell the facility to contract manufacturer,
Catalent; and

Cell and Gene Therapy Catapult, Braintree (“CGTC"). In July 2020 the VTF
provided investment into CGTC to support potential production of vaccine but

it was not needed for this purpose.

The inquiry has asked that | address the impact of the sale of Catalent on the

UK’s ability to develop and manufacture vaccines at speed in the face of the
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74.

b)

next pandemic. | believe the board of VMIC engaged with industry to fry to
secure vaccine manufacturing contracts but was unable o secure sufficient
interest to underpin a business case and subsequently made the decision to
sell to Catalent. | believe the deal with Moderna (described at paragraphs 59-
61) offers an excellent opportunity to develop and manufacture vaccines at

speed as well as other investments in the UK described below.

Certain of our suppliers within our portfolio sought to establish or expand
facilities in the UK:

Valneva. HMG entered into a contract with Valneva in 2020 for their candidate
vaccine that they planned to manufacture in Scotland and would use pre-
payments from the contract {o fund expansion. This contract was terminated in
September 2021 in accordance with its terms. By that stage, the UK was
focused on boosters and the COV-BOOST study indicated that other vaccines
performed relatively better than the Valneva vaccine. | have been asked by the
inquiry to comment further on this decision and confirm that | supported the
decision to cancel this contract and that our relationship with the company and
sector were considered. It may be noted that the contract was negotiated and
agreed with the company and included termination provisions that were relied
on. In making decisions about contract management, government must
consider value for money for taxpayers. It is not my view that industry generally
would expect government to fail to consider this in their relationships in the
same way we did not expect companies to put aside their own commercial

interests during the pandemic.

Novavax. We entered into a contract with Novavax for 60m doses of their
candidate vaccine in October 2020. It was intended that this vaccine would be
manufactured at a contract manufacturing facility in the UK. However, whilst
the vaccine was approved by the MHRA in February 2022 for use as a primary
course, this was after the backstop date in our contract which gave HMG the
right to reduce or terminate the contract. An amendment was agreed with
Novavax whereby the UK would purchase 16m doses, the majority (15m)
conditional upon the JCVI recommending deployment and the Health Secretary

endorsing that recommendation;
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c) Pfizer / BionTech. Later in the pandemic (2022) Pfizer started manufacture of
its vaccine at contract manufacturer ThermoFisher in Swindon who invested in
expansion at this facility; and

d) Moderna. In 2022 the VTF agreed a significant strategic partnership with
Moderna for the future production of respiratory vaccines for the UK. Further

details are set out in paragraphs 59-61 above.

75. Following the UK’s leadership in the vaccine response to the pandemic, other
manufacturers chose to invest in UK based facilities, including:

a) In December 2021, contract manufacturer Fujiflm Diosynth announced a
significant expansion in its UK facilities;

b) In 2021, Cytiva and Pall Corporation, a supplier of equipment to the pharma
sector announced the establishment of a new manufacturing facility in the UK;
and

c) In September 2021, the Serum Institute of India invested £50m into Oxford

Biomedica to expand their manufacturing facilities.

76. | have been asked to explain the role played by the NHS Vaccine Registry, but

| did not have any involvement in it.

VACCINE DELIVERY IN ENGLAND, WALES, SCOTLAND AND NORTHERN
IRELAND

77. As set out in the ‘Structure, Role, People and Processes’ section above, the
VTF was responsible for the delivery of vaccines to fridges at PHE. We also
worked with PHE and the NHS to ensure that there was full preparation for
deployment to ensure that the NHS had all of the information it needed to plan
and execute the rollout (e.g., working through how the vaccines would be
packaged, how many doses there were per vial, what the size of the shipments
would be, how they could be handled, etc.) but the VTF was not responsible

for deployment.

78. Similarly, the VTF was not involved in eligibility or prioritisation, which was for
JCVI/ICMO/DHSC.
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PUBLIC MESSAGING

79. The VTF was not involved in public messaging on uptake or misinformation;
this was for the NHS and DHSC.

VACCINE SAFETY ISSUES

80. Vaccine safety (and therefore any causes of public mistrust) were for the MHRA
and DHSC. Where risk was identified in respect of the Oxford
University/AstraZeneca vaccine, this led the VTF to increase its order of the
Pfizer vaccine for boosters, but this was the only impact such risk had on our

work.

INDEPENDENCE AND IMPARTIALITY OF MHRA

81. Please see paragraphs 24-25 above. In my experience the MHRA was

completely impartial and data led.

PROPHYLACTICS

82. Members of the VTF did undertake some initial work in relation to antibody
products such as Evusheld but | was not closely involved in this and | would
suggest that the Inquiry direct these questions to those who were in the
Therapeutics/Antivirals Taskforces who | believe made the eventual

recommendations about procurement.
LESSONS LEARNT
83. | believe there are many lessons to be learned from the VTF that can be applied
to other situations. However, the context must be recognised; during this period

clearly COVID-19 was the absolute priority across Government. That

notwithstanding, | would suggest the following lessons might be learned.

a) Establishing the right multidisciplinary team: we needed the greatest expertise

across a broad range of disciplines in order to make the right decisions and
deliver the vaccine. Assembling a senior team from the public and private

sector and academia, with the breadth of skills and experience in the Steering
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b)

d)

Group (and further into the VTF) was extremely powerful. We had expertise in
viruses and vaccines; critical to assessing candidate technology,
manufacturing (to assess deliverability), public health, finance and commercial,
policy, programme management and delivery. We also secured the right
advisers; principally our legal advisers Clifford Chance led by Stephen Reese.
We had the right senior experienced people rolling up their sleeves to deliver

an outcome.

We had outcome focused objectives and a clear strategy to achieve them: the

overriding objective in 2020 was to deliver vaccine as soon as possible. We
had a clear strategy: to secure access to a portfolio of candidate vaccines
across different vaccine technologies to maximise our chances of success.
This was the same strategy as Europe and the US and we knew that demand
for any successful vaccine would be overwhelming and therefore moving fast

to secure our chosen vaccines would be critical.

We did not need to externalise the VTF from government to deliver. We used

effective governance to support swift decision making: Government establishes

processes with the objective of ensuring taxpayer money is spent well. This
can result in a focus on following process rather than focussing on the right
outcome. The VTF was simply a team within a government department and did
not have significant financial delegations. It was right that it complied with the
principles of Managing Public Money, but we managed our governance in a
way that supported swift decision making whilst also allowing Minsters to take
final decisions with adequate information about the risks and potential benefits

of what were an unusual set of contracts.

We approached our vaccine deals as bespoke business deals rather than

‘procurement’: again, for good reasons, government commercial teams have a
standard approach to procurement. In this situation, we were dealing with a
range of counterparts (from universities through small biotech to big pharma)
that had differing resources and objectives and each candidate vaccine was at
a different stage of development (making it harder to assess them head to
head). Therefore, each deal needed to be treated individually to secure the best
outcome for us (maximising the quantity of vaccine available to the UK at the

earliest stage whilst also reducing risk / not overpaying).
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e)

f)

9)

We partnered with industry in a different way: the contracts were not standard;

we were contracting for products that did not exist at the point we were
committing. Industry was working in a different way; typically they would
sequence clinical trials, regulatory approvals and scaling up manufacturing.
The imperative of the pandemic meant they tried to do much more in parallel
e.g., scaling up manufacturing before they knew whether the vaccine would
prove sufficiently effective and/or be approved by regulators. This impacted
how we contracted but it also impacted how we worked with our industry
partners. We sought greater transparency and a more collaborative approach
to solving issues, contingency planning and generally working together to
ensure the process from manufacture to delivery to deployment was as smooth
as possible. This helped {o save time and ensure the NHS roll out could be

ramped up swiftly.

We remained agile in responding to a changing landscape through the course

of the pandemic. The job was not done when the first vaccines were secured.

Challenges continued to present and we often had to deal with uncertainty. We
sought to reduce risk throughout, for example maintaining optionality in the way
we secured and subsequently managed our vaccine portfolio. We sought better
data where possible, for example through funding critical clinical trials. We
remained nimble and were not afraid to change tack when circumstances

changed (including the constant evolution of the virus).

The VTF Steering Group was unified by our mindset: whilst the backgrounds

and experience of the Steering Group (through the first and later phases of the
pandemic) was broad, we shared a similar mindset. Everyone was completely
committed to delivering on our objectives, undaunted by the challenge and
focused on ‘how’, not ‘could we’. | would observe a similar mindset in several
of my senior colleagues involved in other aspects of the vaccines work e.g., at
the NHS and MHRA. This demanded considerable levels of resilience and
resolve from all involved in the future of an unprecedented national and global
crisis. Particularly through 2020, before we knew we had a vaccine, this
required huge focus and tenacity often as many of our staff also dealt with a

new way of working in lockdown and concerns about family and friends.
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STATEMENT OF TRUTH

| 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.

| Personal Data
Signed: |
Dated: 03/10/2024
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