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UK COVID-19 INQUIRY

WITNESS STATEMENT OF Helen Dent

I, Helen Dent, will say as follows: -

1. 1am the Chief Executive of the British In Vitro Diagnostics Association (“BIVDA").
I have held this post since 19 September 2023 initially on an interim basis and
then permanently from 22 March 2024. Between 29 June 2020 and taking up my
post, | was the Chief Operating Officer for BIVDA. Prior to joining BIVDA | led the
provision of managed service contracts for pathology laboratories at Abbott
Laboratories and was involved in the negotiations with the Department of Health
and Social Care for Covid-19 Antibody contracts.

2. | confirm that the contents of this statement are true and accurate to the best of
my knowledge and belief.

3. BIVDA's previous Chief Executive was Doris-Ann Williams, who retired in
September 2023. She was in post for the period of time the Inquiry has asked
me to comment upon.

4. Inorder to complete this statement, | have reviewed records kept by BIVDA of
our activities during the relevant period. | was not personally involved in all
activities described.

5. BIVDA is the national trade association for in vitro diagnostics (“IVDs") in the UK.
Formed in 1992, our approximately 240 members range from SME’s to global
enterprises. While we focus our efforts in the UK, the global nature of the IVD
market means we work closely with European counterparts and many of our
members have international portfolios. Many of our members offer products
which test for Covid-19.
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10.

1.

12.

13.

| report to a board of directors, all of whom have significant experience and
expertise within the diagnostic and health industries.

Our mission is to place diagnostics at the heart of healthcare. We advocate for
the industry into government and the NHS. We work in partnership with other
trade associations, patient groups, academia and research facilities to ensure
that the needs of patients and the industry are placed into policy. We also
support members with training and networking events.

Our staff have significant expertise and experience in the development,
procurement, and usage of [VDs. During the pandemic, IVDs were a key
component of the government response. As a result, many of our members were
involved in the response and approached BIVDA for support.

For transparency, two current members of BIVDA staff worked for NHS Test and
Trace during the time this statement covers. A third worked for NHS Supply
Chain.

Our President, Angela Douglas MBE, was the Deputy Chief Scientific Officer for
NHSE from 2018-2023. She was seconded to the Department of Health and
Social Care (DHSC) during the pandemic response, to provide scientific
expertise and leadership. Angela worked with the Technical Validation Group
(TVG), the Covid Genomics Group (COG-UK), and was part of the Variance of
Concern Assurance Group (VOCAG) in UKHSA. Angela also chaired the NHS
Pathology Quality Assurance Group and the NHS Clinical Engineers Assurance
Network during the pandemic. After retiring in October 2023 from the NHS,
Angela took up her BIVDA role on 15t December 2023.

Paul Fisher was a senior civil servant with DHSC and then UKHSA. He worked
on the LAMP programme, ultimately leading it as programme director, and then
led the regulatory approval of COVID-19 test devices (“CTDA”) from May 2022.
He also led the quality assurance team for COVID-19 for a short period of time
and while at UKHSA, was responsible for some of the Science Directorates
response to modules one and two of the Inquiry. Paul has been BIVDA’s
Director of Policy and Programmes since October 2023.

Beth Loudon has been BIVDA's Director of Market Access since September
2024. During the pandemic response she was Category Director for Pathology
and Diagnostics at NHS Supply Chain and accountable for the initial sourcing
strategy for swabs before transition of the activity into the Test and Trace
programme. Additionally during the period, she was responsible for supplier
negotiations and advising DHSC on contractual mechanisms for bulk purchase of
vaccine refrigeration.

Prior to the pandemic, BIVDA were not involved in any pandemic preparedness
activities with the NHS or Public Health England to the best of my knowledge or
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14.

15.

16.

17.

18.

belief.

On 11 March 2020, following the declaration of a Pandemic by the World Health
Organisation, Doris-Ann Williams of BIVDA sent a written update to members.
Members were informed the MHRA intended to look pragmatically at the need to
invoke the emergency derogation, or Emergency Use Authorisations (EUA) to
allow non-CE marked products, if the pandemic meant further increases in
testing numbers were required. Members were informed that not all EU
competent authorities were taking this approach. | infer from this that there was
communication between the MHRA and BIVDA. | exhibit a copy of the update as
HD-7/01 - INQ000598535.

In March or April 2020, BIVDA were contacted by Ed James, who was Head of
Procurement for the then Public Health England, seeking details of suppliers who
the government anticipated may be able to assist in respect of testing. Mr James
contacted Doris-Ann Williams specifically seeking information in respect of
certain suppliers; Fortress Diagnostics and Una Health. | exhibit a copy of the
email trail as HD-7/02 - INQ000598547.

The request was specific to these two companies and consequently BIVDA did
not provide Mr James with information relating to other suppliers. In hindsight this
was an error. Itis now known the government would have been happy to receive
details of other interested suppliers or for Mr James’ request to be forwarded to
BIVDA members. Arguably, had the government been in possession of fuller
information about Covid-19 tests and their availability from established, reputable
companies operating in the UK and supplying core laboratory tests to the NHS,
the government'’s decision-making around relating to the testing capacity of a UK
diagnostics industry may have been different.

As a result, BIVDA sent a Request for Information (RFI) to member companies
asking to provide details of tests for Covid-19 that they were able to provide
either through manufacture or supply, along with technical characteristics and
availability of product. This built a database of tests to present to government if
or when requested. Commercial details were not considered as outside the
scope of BIVDA. | exhibit a copy of the RFI as HD-7/03- INQ000598548 and a
copy of the database as HD-7/04 - INQ000598549.

BIVDA were involved in early government meetings under the leadership of
Sarah-Jane Marsh, Director of Testing at NHS Test and Trace. We were a key
contributor in meetings relating to testing which were led by Emma Stanton of the
Supplies, Lab, and Innovation Team. This team was tasked with leading the
expansion of testing supply, including labs, tests, consumables, reagents, and
components. The team was also tasked with driving innovations to support the
expansion of and improvements in the National Testing Programme, led by Alex
Cooper to deliver testing outside of pillar one. A copy of the relevant report is
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20.
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-

22.

23.

exhibited as HD-7/05 - INQ000598538.

BIVDA were asked to chair government run information webinars designed to
communicate widely with the UK diagnostics industry suppliers towards the end
of March 2020. These webinars supplemented the activity of the government
testing task force groups.

BIVDA also supported members through liaison with government officials during
online meetings, initially held weekly but reducing to fortnightly. These were
hosted by Lord Bethell as a way of getting information to members for
developments approved at top level. The government engagement process
presumably required them to liaise with industry representatives and in the same
way that ABPI, ABHI and BIA were also included in these meetings BIVDA were
supporting the government by participating and commenting on the discussions.
The meetings were commercial and in confidence and limited notes were sent
externally. The context of what Trade Associations would contribute was product
availability, regulatory challenges and industry readiness to support a ramp up in
testing numbers and requirements to ensure product was available. There would
be an element of technical input to assess proposals and solutions coming from
Test and Trace development. There were existing relationships organisationally
and personally from business as usual activity before the pandemic in this field.
The meetings were hosted by government departments with defined Senior
Responsible Officers and Ministers involved. They were on-line using GoTo
Webinar or Zoom initially and then moved to TEAMS as the government adopted
the platform more widely. Attendees should be recorded by the government and
BIVDA does not have a record of the attendees.

BIVDA’s External Affairs team regularly engaged with MPs and peers with a

series of briefings throughout the period. Copies of the two briefing are exhibited
as HD-7/06 - INQ000598536 and HD-7/07 - INQ0O00598537 respectively.

BIVDA were part of the government Testing Task Force via a roundtable/
discussion platform for raising sector questions. This involved a number of
people from industry and was led by Chris Molloy, CEO of the Medicines
Discovery Catapult, with PA Consulting as the Secretariat. BIVDA's role was to
relay information and represent companies with regard to technical and policy
queries that were discussed in this forum. It would be feedback to questions
asked by the Testing Task Force to assess their policy and practice, and
questions provided to BIVDA for resolution would have been asked of the
managing team. Details of the questions will likely be held by PA Consulting or
the government. Minutes were owned and circulated by government, not BIVDA.
The context would be manufacture, specifications, raw materials, regulatory and
product availability and viability.

BIVDA was part of a ministerial group, the COVID Response Group, which met
weekly. Membership including life sciences organisations such as the Crick
Institute, the MHRA as well as industry. The group was chaired by Lord Bethell
and Nadhim Zahawi MP. This was paused in September 2020.
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25.

26.

27.

BIVDA stood up an expert group for Covid-19 called the Covid Task Force. This
group was used by different government stakeholders to communicate with the
diagnostics industry. Any mass correspondence, information or request for
information from government was passed via this channel to our members. To
prevent other disciplines and working groups being taken over with Covid related
discussion or activity, BIVDA housed all our Covid-19 activities within this group.
Companies providing Covid tests made up only part of the BIVDA membership,
therefore a group that dealt with all covid matters was set up to avoid flooding
other meeting agendas with covid related activity. Any questions, and proposals,
consultations or issues with regard to Test and Trace would have been raised
and addressed through this group, Elements that were discussed included but
are not limited to the ability for service engineers to be allowed to travel during
lockdown restrictions so that they could service the analytical equipment running
the covid tests. Vaccination requirements for staff, requests for products and
information relating to products to be used for Test and Trace and the
laboratories running the services. Regulation and procurement relating to Test
and trace would also be discussed in this group along with technical detail such
as variant identification and genetic sequencing of the virus. There are four sets
of minutes with relevant information. | exhibit these as HD-7/08 - INQ000598542
, HD-7/09 - INQ000598543, HD-7/10 - INQ000598541, and HD-7/11 -
INQ000598540.

The first meeting in July 2020 covered the implementation of Pillars 1-5 from an
NHS Trust Incident Director in the Southwest and Head of Diagnostic
Transformation at NHS England, David Wells.

BIVDA regularly attended the COVID industry meeting with the Office for Life
Sciences and a Testing Task Force meeting focusing on antibody and serology
testing at this time. The context of what BIVDA contributed was product
availability, regulatory challenges and industry readiness to support the
government programmes for antibody testing, to see if there was immunity or
how immunity may or may not wane. Also to manage the liaison across
departments for regulatory requirements. There would be elements of technical
input to assess proposals and solutions coming from Test and Trace
development. There were existing relationships organisationally and personally
from business-as-usual activity before the pandemic in this field. The meetings
were hosted by government departments with defined Senior Responsible
Officers and Ministers involved. Individual attendee names are not known by
BIVDA, only that they are related to the managing government groups and
consultants drafted in to support the government response to the pandemic.

In September 2020, Rachel Merelie and Paulo Andrade from Test and Trace
consulted with BIVDA and our members about the New Supplier Mapping Labs,
Supplies and Innovation programme which intended to bring together testing,
contact tracing and outbreak management in an end to end service to help
prevent the spread of the virus. This meeting is detailed in exhibit HD-7/11 -
INQ000598540.
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28. In October 2020, DHSC informed BIVDA they expected new testing technologies
to become available and encouraged members to share innovation pipelines with
DHSC. They explained that they were hoping to use the new testing
technologies to test a higher proportion of the population over time. DHSC
wanted to build on the relationship already established with BIVDA and the UK
diagnostic industry, not just in the context of COVID, but for the handling of future
pandemics. Topics included the use of PCR types for point of care testing. They
also discussed a LAMP (Loop-mediated isothermal AMPIlification) programme,
lateral flow tests, and standing up a mass spectrometry work stream.

29. BIVDA were also members of an innovation fund set up to support UK
diagnostics industry. BIVDA coordinated the applications and communications
between government and industry for this fund.

30. In October 2020, the scope was changed following industry feedback to focus
around pain points and market failures to pursue innovative solutions.

3
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. At this time, Chris Molloy, Chair of National Industry Consortium for COVID-19
testing, met with BIVDA and members to discuss the national need for more
mass testing and how the UK diagnostics industry could assist the UK's
programme access the reagents it required and the manufacturing capacity to
deliver mass testing at pace. This meeting is detailed in exhibit HD-7/11 -
INQ000598540.

32. The Consortium focussed on three themes; reagents and consumables, self-
administered tests and lateral flow testing.

33. To meet the Consortium objectives there was a requirement to increase the
manufacturing capacity of the UK dramatically.

34. In November, BIVDA informed members that the coalition were seeking
companies with a lateral flow antigen test that hadn't been submitted through
either the New Technologies Assessment Group (NTAG) or the COVID-19
National DiagnOstic Research and Evaluation (CONDOR). Industry had been
asking for some time for government to stop direct awards without transparency
or competition.

35. While this arguably falls within the scope of Module 5 of the Inquiry, | would place
on record that had BIVDA been included in assessment and planning at an
earlier stage, itis likely that some of the confusion and lack of information relating
to tests, availability, regulatory compliance and performance and the subsequent
consequences could very reasonably have been mitigated. BIVDA had a greater
awareness of what tests were available, or what could reasonably be available in
a realistic timescale, which would have been useful to the pandemic response.
We also would have been able to work with members to inform government as
they worked to ensure that there was an appropriate regulatory framework in
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