HM Government

\

Webinar: Update on the Covid-19 National
Testing Strategy and Lab Capacity

.

\ ]
ABHI ap i Bi A EYDRR
HealthTeCh fOI' Life Bringing medicines tolife UK Biolndustry Association



Department
of Health &
Social Care

Our National Effort for Diagnostics

Rt Hon Matthew Hancock MP

Secretary of State for Health and Social Care

HM Government \



oday’s Agenda

14:55-15:10 Tamsin Berry — Director, Department for Health and Social Care
National Testing Strategy, Pillars 3&4

Q&A
15:10-15:25 Dr. Sam Roberts - COVID-19 Director of Testing Supplies
National Testing Strategy, Pillars 1&2
Q&A
15:25-15:55 Future strategy — Catherine Byers, Deputy Director, Covid-19 National Testing Programme, The Department for
Update on Lab Capacity Health and Social Care

NHS lab capacity, an update on progress to date — David Wells, Head of Pathology COVID-19 Testing Cell

Switching large animal and food labs to Covid-19 testing — Professor Gideon Henderson, Chief Scientific Advisor,
The Department for Environment, Food and Rural Affairs

Current triage process for offers of lab capacity - Paul Webster, Validation Lead, New Lab Capacity Team
Explanation of the Triage Process - Paul Chambers, Deputy Director, COVID-19 Testing Triage Team
Q&A

15:55-16:00 Close- Lord Bethell
Close

7;&% 3 \
HM Government



The National Testing Strategy:
Pillars 3&4: Mass antibody testing

Tamsin Berry

Covid-19 Director, Department of Health and Social Care




Our National Testing Strategy

‘Pillar 1’ : Scaling up NHS swab testing for those with a medical need and, where
possible, the most critical key workers

‘Pillar 2’: Mass-swab testing for critical key workers in the NHS, social care

The strategy was announced > and other sectors

by the Secretary of State on
2"d April and has 5 key
strands

‘Pillar 3’: Mass-antibody testing to help determine if people have
immunity to coronavirus

‘Pillar 4’: Surveillance testing to learn more about the disease and help
develop new tests and treatments

‘Pillar 5’: Spearheading a Diagnostics National Effort to build a mass-testing
capacity at a completely new scale
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Work Stream 3 — Antibody Testing Update — Tamsin Berry, Director

* The third pillar in the Government’s testing strategy is antibody testing: we are focused on at scale home-based testing
to confirm whether people have had the virus and are producing antibodies.

* We are actively considering market-based solutions, however, so far, tests that have gone through the validation
process have not proven accurate enough to be rolled out for public use to provide individualised results. Information
on the methodology and results of the validation process is on BioArchive now. We continue to review new tests as
they become available.

* In the meantime, we have put out a call to arms to the British diagnostic industry to support efforts to develop a home-
grown test.

* Self organising, Industry has already responded impressively to this call to arms, with:
1) the UK Rapid Test Consortium (UK-RTC) to design and develop a bespoke Lateral Flow Point of Care Test, and
2) proposals for a high through put ELISA - We are working with the NHS, PHE and industry partners to explore how
high-throughput serological tests might facilitate better understanding of sero-prevalence across the country.

If we can find a test that meets our high clinical standards we hope to deploy antibody testing kits in large numbers.
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https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fcoronavirus-covid-19-scaling-up-testing-programmes&data=02|01|Annette.Rusling2%40beis.gov.uk|11f5850df40b4af8f56808d7e1e6336c|cbac700502c143ebb497e6492d1b2dd8|0|0|637226251123907417&sdata=mQJqwQqF3COrtTMifZNt6KRuM1qCAMtGnt5Fw%2BFGVhQ%3D&reserved=0
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Update on Pillars 1&2 Testing
Supplies

Dr Sam Roberts

Covid-19 Director of Testing Supplies




Our National Testing Strategy - Update

‘Pillar 1’ : Scaling up NHS swab testing for those with a medical need and, where
possible, the most critical key workers

and other sectors

> ‘Pillar 2’: Mass-swab testing for critical key workers in the NHS, social care
The strategy was announced

by the Secretary of State on
2" April and has 5 key
strands

‘Pillar 3’: Mass-antibody testing to help determine if people have
immunity to coronavirus

‘Pillar 4’: Surveillance testing to learn more about the disease and help
develop new tests and treatments

capacity at a completely new scale

> ‘Pillar 5’: Spearheading a Diagnostics National Effort to build a mass-testing
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Update on novel solutions challenge

Number of registered users on /

Number of submissions = 183

Dry Swabs for
use in virus
detection

30 submissions
2 ready to be
routinely
deployed
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Viral Transport l
Media

Transport Media
that inactivates
the virus

34 submissions
2 ready to be
routinely
deployed

Desktop PCR
equipment for
Point of Care
Testing
53 submissions
1 ready to be
routinely
deployed

platform =617

RNA
New Methods

50 submissions
11 ready to be
routinely
deployed

extraction:

v 1 Desktop PoCT test in contracting phase

v 5 routinely deployed RNA extraction methods distributed to diagnostics community on 17t April

? NEW

CHALLENGE!

Low volume
blood collection

16 submissions
0 ready to be
routinely
deployed

v First meeting with pathology networks to discuss feedback and scale up 24t April
v" Remaining routinely deployed methods for distribution this week
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= Including private Stats Round Up 22/04

submissions

@Registered users = 617 Total Comments = 623
IN EXPERT REVIEW = 39 IDEAS

WHAT CHALLENGES ARE USE
% of total visits to ear

ssssss

Dry Swabs

e w
om0

10 20 30

PCR Equipment

USER BEHAVOUR
Users by time of day

WHERE ARE USERS COMING FROM?

Facebook
3.5%

\' Medallia HORIZONS \\

UNIQUE VISITS - GENERAL PLATFORM DATA

® Pageavs © mig Tz snPage

Avg. Session Duration Unique Pageviews lew Users

00:05:01 41,756 6,154
bl Bt

o NAAAR A
BiA

»

HM Government

~




Q&A

I

HM Government



Update on Lab Capacity: Future
strategy

Catherine Byers
Deputy Director, COVID-19 National Testing Programme

Department of Health and Social Care
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Phased-wave approach to Laboratory Capacity

Wave 1 Laboratories
ISO 15189
Accreditation;
Independence of
Supply; Already
working with the NHS
or can transpose their
equipmentintoan
NHS Trust

Wave 2a Laboratories

ISO 15189
Accreditation;
Independence of
Supply; not currently
working with the NHS
but it would be
possible for them to
set up the connection
with NHS IT systems

Wave 2b Laboratories

Assurance that
operating near ISO
15189 practice;
Independence of
Supply; Already
working with the NHS

Increase in Demand for Testing Capacity & Increase in Availability of Supplies

[z]

Wave 3 Laboratories

Assurance that
operating near ISO
15189 practice;
Independence of
Supply; not currently
working with the NHS

Wave 4 Laboratories

Any Accreditation; No
Independence of
Supply; May or may
not be working with
the NHS

»

HM Government



Future strategy of Laboratory Capacity

We currently have the capacity in place for 100k a day via:-
* PHE/NHS pathology network
e Lighthouse laboratories
e Laboratory capacity programme

We have a line of sight to increase to 150-200k tests a day via maximising the current capacity, and bringing on
more Wave 1 & Wave 2 labs

We are considering options to get to 250k tests a day and beyond.

Looking to the future, issues to consider include;
* How to make best use of Wave 3 and Wave 4 labs
* The right mix of national provision and local provision
* How best to create surge capacity
* The role of industry
* How to develop innovative solutions, backed by the right tech

We want to engage with you on how we do all of this via the Webinars and bespoke stakeholder discussions
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Update on Lab Capacity: NHS Lab
Capacity

David Wells
Head of Pathology, COVID-19 Testing Cell
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NHS Lab Capacity

* NHS and PHE Laboratories building capacity with a secure supply chain.
* NHS Laboratories using a mix of suppliers from a broad base.

e All assays are fully validated and controlled, commercial CE marked kits are used in preference.

e Containment Level 3 workflow has g
been an issue. o000 Sosore 2kmiane | o
Although 2+ containment with risk 30,000 ' S | p 30650

assessment is possible.

25,000 25,000

20,850

* Instrument capacity is not an issue.

20,000

* Workforce constraints are not yet 15000 _ .
being felt. ; | 5
10,000 ?§_5M1C‘!.850 E 10,850 10.%350
* All NHS / PHE Laboratories are . 4487 G a0 40 | |
exploring new ways of increasing e = oo | 4600 agoo 5
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NHS Lab Capacity — What we are looking for?

* Laboratories with experience of undertaking Human diagnostic and screening activities.
Registered with CQC and proficient at working to ISO 15189 or ISO 17025 accreditation.

* Laboratories with experience of undertaking non-human diagnostic and screening activities.
Proficient at working to ISO 17025 accreditation or similar.

* Laboratories working with equipment and supplies independent of the NHS supply chain.
e Laboratories with existing IT links into the NHS
* Laboratories with experience in virology, molecular diagnostics, innovation and R&D.

e Organisations with innovative and scalable technologies...
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Update on Lab Capacity: Switching large
animal and food labs to Covid-19 testing

Professor Gideon Henderson
Chief Scientific Adviser

The Department for Environment, Food and Rural Affairs
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Department for Environment, Food and Rural Affairs

 The Defra Group is responsible for protecting and enhancing the natural
environment. It’s laboratory capability encompasses:

e Supporting the food and farming industry
i.  Food safety & contamination testing, monitoring veterinary residues

* Protecting animal & plant health and welfare

i. Identifying and controlling exotic & endemic pests and diseases in plants (e.g. Xylella)
and animals (e.g. Avian Influenza)

ii.  Surveillance of pests and diseases in plants and animals
iii. Responding to disease outbreak emergencies (e.g. Foot and Mouth)

* Environmental monitoring
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Defra Arm’s Length Bodies

Equipment, expertise and
staff to Milton Keynes
facility

Remaining capacity for
~6-8000 tests/day,
exploring data
management with the
NHS

Manufacturing own
reagents to reduce supply
chain pressure

Equipment to Glasgow
facility

Remaining capacity for
~800 tests/day, exploring
data management with
local PHE laboratory
Validation programme for
alternative diagnostic
methods (LAMP)

Pool of volunteer
scientists to support NHS
Teaching Lab in Leeds

Equipment to Randox
facility

PPE to NHS facilities in
Dorset region
Additional equipment
and expertise submitted
through the DHSC portal

Engaging with NHS
facilities in Exeter region
Equipment and expertise
submitted through the
DHSC portal
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Update on Lab Capacity: Current Triage
Process for Laboratory Capacity Offers
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Triage Process for Laboratory Capacity Offers

Submissions via
Offer Portal

Submissions via

other routes Database Triage
Collation of offers Assessment of offers
from multiple sources to determine which 0 0

wave they fall into T"T

New Lab Capacity Sub-Group*
Decisions based on recommendations
from Triage process

Offer Portal: https://www.gov.uk/guidance/help-the- pr—
government-increase-coronavirus-covid-19-testing-capacity —

Email: covid19triageservice@nhsbsa.nhs.uk H

Phone: UK: 0800 915 9965

outside UK: 0191 264 2321 Stakeholder Communications New Lab Capacity Group*
Clarification requests or advice on Ratification of sub-group
next steps decisions

* Expert review panels
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https://www.gov.uk/guidance/help-the-government-increase-coronavirus-covid-19-testing-capacity
mailto:covid19triageservice@nhsbsa.nhs.uk

Madicines & Healthcars

products
Regulatory Agency

Explanation of the Triage Process

Paul Chambers

Deputy Director, COVID-19 Testing Triage Team
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Running these calls and future communications

The response from industry has been huge — but in order to ensure we can quickly

respond to specific/deliverable offers — we are ramping up resource and putting new
systems in place

If responding to our future pillar 5

If you have an offer in response to
specific calls

calls or have other offers

e All information on

e Respond to email address below * Gov.uk testing page continue to
https://www.gov.uk/coronavirus-

e Triage teams will review - and be updated with further calls

testing respond asap — but unless a * Future webinars, and information
e Link through to specific web specific offer on immediate need will be run on other strands
forms to collect info we need — may take a bit of time.

(agenda tbc)
e Dedicated triage and case

management team — backed by
expert panels

covid19triageservice@nhsbsa.nhs.uk
0800 9159965
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https://www.gov.uk/coronavirus-testing
mailto:covid19triageservice@nhsbsa.nhs.uk
tel:08009159965
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Additional Resources

e Coronavirus (COVID-19) scaling up testing programmes

e Help the government increase coronavirus (COVID-19) testing capacity, a link to the specific web form to collect
information we need

* As highlighted in the webinar, in partnership with Crowdicity, we have launched a testing methods sourcing platform to
collect ideas on our specific challenges https://testingmethods.crowdicity.com/

* Update on Lab Capacity: Current Triage Process for Offers of Lab Capacity, submissions can be submitted via the offer
portal here: https://www.gov.uk/guidance/help-the-government-increase-coronavirus-covid-19-testing-capacity

* Professor Sir John Bell’s full paper outlined in the presentation last week has been published and can be found here:
https://www.medrxiv.org/content/10.1101/2020.04.15.20066407v1

‘f&% 26 \
HM Government



https://www.gov.uk/government/publications/coronavirus-covid-19-scaling-up-testing-programmes
https://www.gov.uk/guidance/help-the-government-increase-coronavirus-covid-19-testing-capacity
https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Ftestingmethods.crowdicity.com%2F&data=02|01|chandni.sangani%40officeforlifesciences.gov.uk|3ef19c57d8854ee720f908d7e79cd92a|cbac700502c143ebb497e6492d1b2dd8|0|0|637232533159206553&sdata=3kax%2BmMfj9DpMxy2TTVubPY9XuvnOEhXl0DZlM1wPCc%3D&reserved=0
https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fhelp-the-government-increase-coronavirus-covid-19-testing-capacity&data=02|01|chandni.sangani%40officeforlifesciences.gov.uk|3ef19c57d8854ee720f908d7e79cd92a|cbac700502c143ebb497e6492d1b2dd8|0|0|637232533159206553&sdata=3CzLSe57i7tKIMcqUWrFPEL0%2B2WQZtxY6gvyBTArqkY%3D&reserved=0
https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medrxiv.org%2Fcontent%2F10.1101%2F2020.04.15.20066407v1&data=02|01|chandni.sangani%40officeforlifesciences.gov.uk|3ef19c57d8854ee720f908d7e79cd92a|cbac700502c143ebb497e6492d1b2dd8|0|0|637232533159216546&sdata=al8d1iXnquejPLuvRnnzUaBpdSsd1T0x2rMuSUTcmxQ%3D&reserved=0

Close
Lord Bethell of Romford

Parliamentary Under Secretary of State, Department of Health and Social Care
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