OFFICIAL SENSITIVE 1 April 2020

Briefing note on the option of creating a decentralised network of PCR testing

Situation:

You (PSl) have asked us to evaluate supplementation of the centralised testing hubs with a
decentralised network of smaller diagnostic laboratories

Recommendation:

Whilst there may be some advantages of decentralised testing these are vastly overwhelmed by the
drawbacks. Primarily this is because it would require 100 sites each delivering 1000 tests to match
the capacity of one centralised laboratory, thus multiplying any inefficiencies accordingly.

Additionally, the primary limiting factor is PCR reagents and consumables, rather than availability of
laboratories, staff, or PCR machines.

We do not recommend attempting to increase testing capacity by standing up decentralised testing
facilities. We have tested this with John Bell who agrees with our model.

For Approval:

If you agree, we suggest using the following policy statement on centralised testing that we can use
to politely decline offers from small local laboratories:

Careful analysis has shown that a centralised model of testing is the right model for delivering COVID
19 testing for key workers across the UK at this time. We will keep this under review.

Background:
Decision to setup centralised laboratories:

At the first No.10 call when they key worker testing programme was created a decision was made to
setup three centralised national test centres for COVID19 testing.

Centralising the laboratories supports several efficiencies:

e Simplified logistics for both samples and laboratory consumables

e Enables stock management of resources (equipment and consumables)
e Supports validation of accuracy (i.e. consistent quality control)

e Reduces duplication of effort

e Enables equipment to run 24/7 with on-site maintenance

e Supports a standardised reporting mechanism

Advantages of supporting a decentralised network

e Increased resilience — if one site is unable to operate out the overall impact is small
e Potential to increase testing capacity if managed well
e  Workforce could work locally, needing less pastoral care

Disadvantages of supporting a decentralised network

Whilst there may be some advantages of decentralised testing these are vastly overwhelmed by the
drawbacks. We would end up needing to ‘micro-manage’ a complex network of partners with
different equipment, skills and expertise.
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Logistics

Logistics for three centralised sites is already complex

Samples must arrive in quantity that matches capacity and samples must arrive at the
diagnostic laboratory within a specific window

o Itis paramount that we don’t risk a situation where a sample is not processed
The laboratory reception must have the correct containment level and equipment for
unpackaging a class B pathogen
Sophisticated stock management is required to ensure the laboratory can deliver the
promised number of tests day in day out.

Competition for scarce resources

The primary limiting factor for testing capacity is PCR reagents and consumables, rather than
availability of laboratories, staff, or PCR machines.
There is global demand for PCR reagents and consumables, and a finite amount available in
the UK
John Bell has communicated that there are only two companies currently able to supply
standardised test kits in the UK at scale — Thermofisher and Roche — all available capacity
from these companies is being consumed by either the NHS or our centralised facilities.

o Anything from outside this capacity will be non-standardised setups.

o This links through to the validation points below.
Satellite laboratories will be competing with both the NHS and our centralised laboratories
for reagents and consumables
It is much easier to manage stock demands for a small number of large sites, than for many
small sites.

Validation

The Milton Keynes Laboratory is going through a rigorous site-specific process of validation.
NHSE have been very pragmatic and supportive and are allowing this to happen in parallel to
test delivery.

Both other centralised labs will go through this process, and we are creating a setup pack
that will streamline this process for each of them. Nevertheless, this validation is onerous
and needs to take place at each site, which would distract a huge amount for resource from
NHSE/PHE if we moved to a distributed network

Reporting

Testing, interpreting, and reporting of results outside of the NHS requires a Laboratory
Information Management System (LIMS) to be integrated with the reporting mechanism {in
this case NHS BSA). This is complex, needs site licences, and is to validation in a similar way
to the tests themselves.

NR

Key Worker Testing Programme
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