Intro & Validation

e LamPORE is a testing method developed by Oxford Nanopore consisting of two key stages:
o RT-LAMP to amplify the original RNA virus
o Nanopore sequencing of the viral RNA fragments
e This allows for rapid cycle times (60-90 mins to result) whilst providing extremely precise
detection of the virus
e The test is also being adapted to detect multiple respiratory viruses simultaneously which will
be vital for the winter flu season
The variable cost is £13 per test, falling to £9 at high volume
It can be deployed on two different machines:
o GridlION — high throughput desktop sequencer capable of processing up to 10,000
samples in a 12-hour day
o MinlON - portable sequencer suitable for rapid-response analyses capable of
processing up to 2,000 samples per day
e Retrospective validation worked carried out by PHE at Porton Down, Derrick Crook in Oxford,
and Andrew Beggs at Uni. of Birmingham show sensitivity of 100% and specificity of 98.7%
e This work has primarily been done on swabs, but UoB will be carrying out more work to validate
the process with saliva

Timings & Implications for NHS

e DHSC has purchased 450,000 tests and 10 GridIONs to use as part of an initiation phase to
assess the real-world usability and throughput of the LamPORE test. The key aims are to:
o Assess usability outside of controlled lab conditions and with unfamiliar operators
o Refine lab protocols / SOPs
o Demonstrate real-world throughput of GridION (including with automation)
o Validate the use of saliva (via a study of asymptomatic NHS staff)
e This will start on 17t August and run for 4-6 weeks across Pillar 1 & 2 sites
o Pillar 1
= Sheffield NHS
University of Birmingham
GSTT
Crick Institute
Cambridge NHS
= Norfolk & Norwich (NNUH)
o Pillar 2
= Alderley Park Lighthouse Lab
e After this, the aim will be to roll the technology out to:
o Additional large NHS labs and LHLs to create high throughput centres in every region
o DAs
o Smaller NHS labs where resourcing and space is more limited, and sending to a larger
lab in the region is not an option
o Testing sites in the community (e.g. Primary Care Hubs, GPs)
e This second phase of rollout will commence from September (subject to validation and HMT
approval) and available volumes are expected to scale as follows:
o October — 50k per day
o November — 100k per day
o December — 140k per day
o January — 140k per day
e Aside from completion of validation and the initiation phase, there are a number of key decisions
required before rollout:
o Capacity split between Pillar 1 & 2
o Capacity split between the NHS regions and DAs
= Capacity per region
= # of locations per region

Point of Contact

e QA & Validation
o Angela Douglas —

e Diagnostics Innovation Team
o Zain Sood —
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