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&P =¥ Early Diagnosis National Ambition

- Currently 58% of cancers are diagnosed at Stage | & |l
- National ambition is to increase this to 75% by 2028

Estimated impact of interventions on the early diagnosis rate
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NHS

Cancers without a screening programme England
account for majority of cancer cases and deaths

Incidence’ Mortality?

Cancers with
screening?
Cancers without
screening




NHS

Multi-cancer early detection tests can detect signs England
of many types of cancer

e Tumours shed substances into
the blood, such as tumour cells,
proteins and tumour DNA
(known as cell-free DNA).

e Multi-cancer early detection
(MCED) tests can detect many
different cancers from a sample
of blood - screening individuals
for any cancer, instead of
screening for individual cancers.

e MCED tests complement
existing screening approaches.
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Not to scafe




The Galleri multi-cancer early detection test  Eengland
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Predicting Cancer Signal Origin(s)

The Galleri test has 21 possible Cancer Signal Origins (CSOs)

CSO reported What is included CS0 reported What is included

Anus
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Tract
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Breast
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Colon, Rectum

Head and Neck

Kidney

Liver, Bile Duct

Lung

Anus Lymphoid Lineage
Bladder, Renal Pelvis, Ureter, Urethra Melanocytic Lineage
oid Li &
Skeletal muscle and other connective Myel neag
tissue, Vascular tissue, Bone and cartilage | Neuroendocrine Cells of
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Pancreas, Gallbladder
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Melanocytic Lineage
Myeloid Lineage
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NHS

Galleri key performance features England
Based on a prospective, observational study of people with and without cancer (NCT02889978)'

>350 99.5% 51.5%
Cancer types Specificity Sensitivity
Cancer types Proportion of people Proportion of people
diagnosed following a without cancer who with cancer who
‘Cancer Signal received a ‘Mo Cancer received a ‘Cancer
Detected’ result Signal Detected' result Signal Detected’ result

The Galleri test does not detect a signal for all cancers and not all cancers can be detected in the blood.
False positive and false negative results do occur.




Sensitivity of Galleri cancer signal detection LIS

by cancer type’ England
Cancers with common Cancers without common screening
screening options: 46.2% options: 53.0%
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NHS

Galleri key performance features England

Based on a prospective, interventional, return-of-results study in people with and without
cancer symptoms (NCT04241796)"

43.1% 88.0%

Positive predictive value Cancer Signal Origin (CSO)
prediction accuracy
Proportion of people with a Proportion of correct first (or
‘Cancer Signal Detected’ result second) CSO prediction(s) among
diagnosed with cancer participants with cancer and a

‘Cancer Signal Detected’ result

The Galleri test does not detect a signal for all cancers and not all cancers can be detected in the blood.
False positive and false negative results do occur.
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NHS

Galleri demonstration projects in the NHS England

In 2020, the NHS and healthcare
company GRAIL, LLC announced a
partnership to transform cancer
outcomes in a large testing
implementation programme

NHS-Galleri trial (ISRCTN91431511)! SYMPLIFY trial (ISRCTN10226380)2

e Randomised controlled trial e Observational prospective cohort study

e Approx 140,000 asymptomatic participants e Approx 6,000 symptomatic participants

e Designed to establish whether screening presenting to primary care and referred for
with the Galleri test reduces the incidence diagnostic tests for suspicion of cancer
of late-stage cancer when used in e Designed to evaluate the performance of
combination with existing NHS cancer the Galleri test for the detection of
screening programmes cancer in symptomatic patients in primary

care




Speeding up the pathway to business-as-usual england

Standard adoption pathway for new screening tests

- . Real world : Standard clinical

NHS-Galleri pathway

FReal world
implementation pdot

Evaluation

Standard clinical

NSC endorsement ST
practice
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NHS

Pilot timeline*: phased approach England

April 2024 June-Sept Oct-Dec Jan 2025- April-June

2024 2024 March 2026 2026
Decision Launch Phase 2 Phase 3 Phase 4
NHS England Pilot launches Further testingin Main phase Wind down
makes decision in July a broader group and 'mop up’
whether to of Cancer phase
initiate pilot Phase 1 Alliances

Early stage

testing and rapid

learning with a

small number of
Cancer Allances
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. INHS
Process overview England

Invitation Testing Referral

Booking Biosampling

Individual invited by Invitee books Blood sample Galler test performed Participants with a
NHS England local collected at ‘Cancer Signal Detected’
appointment local NHS sites test result referred to
secondary care

o The proposed delivery model for the pilot is to use local NHS phlebotomy services for blood sample collection.
o Participants with a 'Cancer Signal Detected' test result would be referred to local Trusts for diagnostic
investigation(s) on a non-specific symptoms two-week wait pathway.

O



NHS

Expected number of referrals is small* England

I otal number of participants in the pilot
1 million

Number of participants per year = 500,000

cstimated number of positives per
year (1%) = ¢.5000 referrals
[<0.2% of all cancer referrals]

c.20% positives
= ¢.2200 confirmed
cancers




NHS

Participant identification and invitation process gngiand

Invitation
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Eligible population Exclusion criteria Individual invitees Invitation sent Invitee receives
identified applied identified invitation

People aged between 50 and 77 inclusive and registered with a General Practitioner (GP) practice within a participating
Cancer Alliance region in England will be eligible to take part in the NHS-Galleri Intenm Implementation Pilot.




NHS

Participant booking process England
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Invitee goes to pilot Invitee confirms  Invitee encouraged Invitee agrees Participant Participant receives
registration webpage eligibility to ring helpline if fo take part books an confirmation of
or contacts call centre they have any appointment appointment
quesfions

Invitees receive a reminder if they have not completed a booking within two weeks of receiving their invitation,




Participant biosampling process England

Biosampling

e —

Participant attends Phlebotomist Participant blood Sample shipped
appointment confirms identity sample taken for testing
(GRAIL, US)

The proposed delivery model for the pilot is to use local phlebotomy services for blood sample collection,
» Phlebotomy commissioning would take place through Integrated Care Boards (ICBs).
« The National Biosampling Service Specification sets out standards of how biosampling would be developed.
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NHS

Participant biosampling logistics England
Biosampling
Front-end Middle Back-end
Location: NHS clinic Location: Pick-up hub Location: International carrier to GRAIL
Custody: NHS Custody: UK courier Custody: GRAIL

e — @ T — X
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LK. damsstic
Sample collection NHS clinical hub/ UK courier transit UK consolidator Carrier transit GRAIL receipt
at NHS clinics shipment TAT: Same-day or TAT. Same-day {international) GRAIL receipt &
TAT: Collect (GRAIL pick up point) next-day consclidation Customs processing
throwghout day TAT: Daily packing for clearance
pick up
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NHS

Sample testing England
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Detected’ L : Detected’ test Si Oriai
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\ e report
Blood sample §2"
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Galleri test
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Detected’ Signal Detected’
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NHS

Communicating test outcome England

Testing

test result

= ‘Cancer
’ Signal oAy Participant -
é Detected’ - ohoned @ Letter sent

- ‘No Cancer
S Signal - g Letter sent
== Detected’

test result

==




NHS

Participant referral to secondary care England

Referral

~- 3 & - X - e

‘Cancer Signal Central clinical Nurse informs Nurse sends Participant referred to
Detected’ test team receives a participant of confirmation appropriate non-
result ‘Cancer Signal result by letter to patient specific symptoms two-
Detected’ test phone and their GP week wait pathway via
report e-referral system

Participants who have a cancer signal detected by the test are referred o a non-specific symptoms two-week wait
pathway via the e-referral system

o A 'Cancer Signal Detected result is not a diagnosis of cancer.

» Diagnostic investigations must take place to confirm if the participant has cancer.




Within secondary care:

- Obvious single signal should be referred directly
to that tumour site

- 2 or more signals to be referred on appropriately
- No clear tumour site of origin to remain with NSS
- Guidance as to which tests required next per
tumour site
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NHS

Expected number of ‘Cancer Signal Detected’ results* gngland

Referral

An estimated 1-2% of participants are expected Around 40% of these people would be expected
to have a 'Cancer Signal Detected' test result®’ to have cancer following diagnostic testing
{Galleri test positive predictive value i1s 43.1%:2)

If the predicted Cancer Signal Origin does not result in a cancer diagnosis, it could mean the cancer could not be detected, is in
another location, or is not present.

Intreduction to the NHS-Gallen Interim Implemeniation Pilot




@ L, Projected BOB numbers
- I R T T

Total Eligible 595,367 188,676 239,241 167,450

10% expected 59,367 18,868 23,924 16,745
uptake over 2 yrs

Tests req per yr 29,768 9.343 11,962 8,373
Tests req per wk 572 181 230 161
Conversion to NSS 25 8 10 7

per month

Likely diagnosis 238 75 96 67




Any Questions?

https://www.nhs-galleri.org

jennifer.graystone@nhs.net



https://www.nhs-galleri.org/
mailto:jennifer.graystone@nhs.net
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