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INTRODUCTION KEY RESULTS: A NEGATIVE MCED RETEST RESULT INDICATES LOW LIKELIHOOD OF CURRENT CANCER, WHEREAS A PERSISTENT POSITIVE CONCLUSIONS
O The Galleri® multi-cancer early detection (MCED) RESULT INDICATES HIGHER LIKELIHOOD OF CANCER O The high specificity (99.5%) of Galleri suggests

testl uses ][T‘aC”h]icﬂe |9Da|\f|2”t19 3”? tatrgeted met_hylatlipn that <1% of tested individuals would have a false
oy S OHEEIEE 0 detett a Lantet Sgnan Clinical Decision Points and Diagnostic Outcomes Demographics Details of Diagnosed Cancers positive MCED result*
. . - Figure 1. Clinical Flow and Patient Outcomes Figure 2. Demographics of Patients With Retest (n = 145* Figure 3. Cancers Diagnosed After Retest (n = 12* O However, the positive predictive value of 44%
O This MCED test has been available by prescription J J Jrap ( ) J J ( ) indicates false positives must be taken into
the age of 50 or who have another cancer risk factor I ]
° . ] CSD ‘f\"th ﬁrs:t I_VI_CED_ test, ] O Out of >150,000 patients with Galleri results
7 ggﬁcl\ngSEa[?wéeggg 27?3323!8? 2 'Csahnaéi?s?gnf;‘?g‘%gm no cancer diagnosis after initial diagnostic work-up 68% Sal and at time of analysis, 1399 (0.9%) had a CSD
> _ . _ . alivary glandas result, and ~145 (10%) of these did not achieve
(CSO)1~3 N =145 (120 solid tumor CSO; 25 hematologic CSO) o t(h=2) diagnostic resolution after initial work-up and had
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_ _ > PTOvIC non-Hispanic Cancer O Early RWE shows that persistent CSD on Retest is
diagnostic work-up, typically directed by the MCED associated with a higher risk of cancer diagnosis,
test CSO prediction *x20% of patient records were missing race/ethnicity and 11% were missing previous cancer history HPV+ OPC (n=3) suggesting the need for close monitoring and/or
O If cancer is not found after an initial set of diagnostic Retest Ordered and MCED Result Received information; age and sex were available for all 145 patients. additional diagnostic evaluation in these patients
workups, HCPs can choose to repeat the MCED test B O The age range of patients with a Retest was 29 to 89 years and most Lung O No cancers have been diagnosed in patients with
vvit_hin ~8_—6 months from the original test result to help n =145 were male (Figure 2) NCSD on Retest, within a mean of 17 months of
guide patient management Residual Risk follow-up from their first test result
O Inarecent modeling study, when initial confirmatory Table 1. Imputed (Conservative) and Observed Residual Risk by Test and CSO Type ymphoma (n=2) O Further evaluation of diagnostic approaches in
testing (informed by CSO) did not provide diagnostic (n = 145) ongoing prospective clinical trials (PATHFINDER2
resolution, the residual risk of cancer was more than INCTO5155605], NHS-Galleri trial [ISRCTN
three times higher than the 3% NICE-recommended Observed Imputed Gallbladder 01431511]) and additional RWE may lead to
cancer risk threshold that warrants investigation in Retest Result Clinical Cancer Residual Residual formulation of the most effective diagnostic
symptomatic individuals?5 Status Diagnosis Risk, Risk, approaches
o " CSD NCSD Total | Available, N Confirmed, n n/N (%) n/Total (%)
O Management of this risk is therefore critical for HCP O Galleri retesting appears useful in those with a
decision making n =45 (31%) n =100 (69%) Residual Risk Before Retest by CSO Type CSD and no cancer found on initial diagnostic
O BJ ECT |VES Imputed RR = 29% (13/45) Imputed RR = 0% (0/100) First test, All CSOs 145 93 13 13/93 (14) @ 13/145 (9) Vaglna evaluation
O To report the real-world outcomes of patients with a Solid Tumor CSO 120 /3 11 11/73(15) = 11/120(9) LIMITATIONS
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second MCED test (Retest) J Y SOI'g;lémor hemg’gzl)oglc SOI'g;‘(")mor hemgtSCEI)OgIC Residual Risk After No Cancer Confirmation With Initial Work-Up by Retest Result and CSO Type Testes ariven manner typically found in a clinical study
CSD on Retest 45 53 13 13/23(57) | 13/45 (29) O Common biases in oncology RWE studies include
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Solid Tumor CSO 27 15 11 11/15(73) @ 11/27 (41) outcomes and heterogeneous timelines for the
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METHODS

Retest Data Collection

O Data are collected as part of a quality assurance/quality
improvement (QA/QI) program and performance

® New Primary Cancer up, and lack of uniform data collection for

See Methods for details of imputed versus observed residual risk calculations. CSD, cancer signal detected; clinical outcomes

CSO, cancer signal origin; NCSD, no cancer signal detected.

Cancer
n=4

O There may be diagnostic confirmation biases

O Preliminary observed residual risk calculations were between 0% (NCSD on Retest)

monitorina in order to characterize the use of the 0 - e . *One patient was confirmed to have cancer, but did not have cancer type available at time of analysis. _based O_ﬂ a CSD or NCSD Retest result,

MCED tes? in real-world clinical practice and evaluate Imputed RR Imputed RR and /3 O (CSD_ on ReteSt_ an_d solid tumor CSO)’ based on the limited clinical n =1 for cancer type unless otherwise noted. HPV, human papillomavirus; OPC, oropharyngeal cancer. mﬂuencmg further vark—up procedures done by
| , i i | outcomes available at this time (Table 1) | | | | | HCPS

MCED test execution and delivery o | | | | o O Of the 12 diagnosed cancers with confirmed AJCC cancer type information, only

O QA/QI data captured from outreach to HCPs include 41% (11/27) 11% (2/18) 0% (0/91) 0% (0/9) © Zrle‘lm(]gsa[r)yc;?%:ttzcsjtr:rswggglligsttri]aclcr:lé)lgtcl)?n(ii\gﬁi tie;v;gleenlof (NCSD on Retest) and breast and lung have a current USPSTF-recommended screening test® O T_his IS a preliminary data. set, with 3 small sample
demographics, medical history, current medical 0 ’ size, and the ongoing clinical studies and RWE
ConditgiJon%, test results, Canoeyr status, and cancer *Residual risk based on 13 cancers diagnosed after retest-initiated diagnostic work-up out of 145 patients Table 2. CSOs and Clinical Details of Cancers Diaanosed After Retest (n = 13) ev_|<_jerlwce gatf%ermg menﬂgned ab%\/e will be
type and stage (i]c diagnosed) with a retest. CSD, cancer signal detected; CSO, cancer signal origin; CSU, clinical status unavailable at ' < Critical to confirm any trends seen here

O Data reported here are for Retest results through ggesi’;?gjr'gsfgvﬁﬁgﬁj multi-cancer early detection; NGSD, no cancer signal detected: RR, residual risk; Retest CSO* Test 1 CSO* Diagnosed Cancer Type (AJCC) Cancer Stage Histologic Type Prior Cancer History
=0 March 2024 O Asof 20 March 2024, 145 patients had an MCED Retest (Figure 1) Breast Breast Breast v Adenocarcinoma, NOS No References

Remdgal R!sk. | | | 6 Mean time between the first MCED test and Retest was similar in the GSD and Breast Prostate Majér Salivary Glands V Infiltrating duct Caro.moma, NOS No 1 Kiein EA et al. Ann Oncol. 2021:509237534(21:02046-5,

O Residual risk is defined as the risk that cancer is NCSD groups Head and Neck Breast Vagina V Squamous cell carcinoma, NOS Yes 2. Liu MC, CCGA Consortium. Ann Oncol. 2020;31(6):745-759.

resent in the individual at the time of assessment ! ! . ] 3. Schrag D et al. The Lancet. 2023;402(10409):1251-1260.
given that a CSD result was observed with the first test O Retest CSD (n = 45): 5.0 months (SD 1.9) Head and Neck ead and Neck PV OPC Squamous cell carcinoma, HPV+ NO 4. Hudnut AG et al. Cancer. 2023;129(13):2056-2063.
and cancer was not found during the initial diagnostic O Retest NCSD (n = 100): 5.4 months (SD 2.2) Head and Neck Head and Neck HPV+ OPC Distant Recurrent Squamous cell carcinoma, HPV+ Yes 2. Ef;sitliidselinei N?z.bcl)_c;zc()jza Accessed 19Au§/28c3§4.A R
V | t| N . o N D 5 . D . . Oearcn or puplisnea cancer screening . ACCEeSSe ug .
Vallatio | | O Of these 145 patients, 118 (81%) had clinical follow-up reported through the Head and Neck ead and Neck Vvt OPC v Squamous cell carcinoma, HPV+ No 7. Castelo-Branco L et al. Ann Oncol. 2023:34(12):1097-1112.
© Observed residual risk is calculated using data only QA/QI program (see Methods for additional details) Lung _ung _ung | Adenocarcinoma, NOS NO Disclosures
from those with known clinical status at the last _ _ L L . _ | | |
follow-up contact O Mean time from first test to last follow-up contact was 13.3 (SD 84) months Lymphoid Lineage Lymphoid Lineage Hodgkin and NHL | Follicular lymphoma, NOS Yes ittﬁdyzfundedgéGRAlLt, Ir.wc.tC.iV\Qs 3 ls,peaker/tcé)ncs;él;?[wtlfor I\/Iyqu ng'etli% GARdAII._, anfd
. . . . . . . sStrazeneca. reports INStitutional support by , INC. aNad IS a oclentitic VISOTI TOr
O Imputed residual risk is a conservative risk estimate O Patients with no cancer diagnosis had Ionger mean follow-up time than those with Lymphoid Lineage Lymphoid Lineage Hodgkin and NHL NA Malignant lymphoma, non-Hodgkin, NOS Yes GRAIL, Inc. and Genetic Technologies Corp. MM, RJ, EH, EF, EK, JV, and RS are current
. . e | - : . . : f | f GRAIL, Inc., with equity in th .WJ and JF are clinical
that assumes all patients with an unknown clinical a Cancer diagnosis Neuroendocrine Neuroendocrine Testis NA Germinoma No consUltants for GRAIL. In. Al other authors deciare no 2?r?w§g¥mg ntorosts,
Statusﬂdo NOt hhave cancer at the Iasr: follow- | * 16.7 (SD 8.0) months for patients without cancer diagnosed (n = 72) Pancreas, Gallbladder Pancreas, Gallbladder Breast Distant Recurrent Infiltrating duct carcinoma, NOS Yes, Breast Aoknowledgements
up, refiecting tnat cancer is rare in the genera . . . . .
pgpulation I I * 10.3 (SD 3.7) months for patients with cancer diagnosed (n = 13) Pancreas, Gallbladder Pancreas, Gallbladder Missing \Y Adenocarcinoma, NOS Yes Funded by GRAIL, Inc. Substantial data analysis provided L2
_ _ _ _ _ _ by Victoria Le of GRAIL, Inc. Recognition extended to P> ¥8 Pos & .

& Bue o the [rited e of avelzble reelmeie O At the time of this analysis, 13 of 45 (29%) patients with a CSD Retest result were Stomach, Esophagus Stomach, Esophagus Gallbladder NA Adenocarcinoma, NOS No Yoobin Oh and Suzan Leake, formerly of GRAIL, INC...  qyiax potponce (a1 ..;tl':E
evidence (RWE), residual risk is not categorized by diagnosed with cancer (Figure 3, Table 2), compared to none (0/100) with an *First CSO only is listed; the Retest CSO most recently precedes cancer diagnosis. AJCC, American Joint Committee on Cancer staging manual, version 8; HPV, human papillomavirus; CSO, cancer signal origin; EﬁﬁﬁﬂgfSﬁi?gr'f;ft'aﬂfgraphio assistance provided by S eee oty g '.ﬁ.';
cancer type or the extent of diagnostic evaluation NCSD Retest result NHL, non-Hodgkin lymphoma; NA, not available; NOS, not otherwise specified; OPC, oropharyngeal cancer. Prescott Medical Communications Group, vr;;’:]betrep:;?uc;e: r:, o e ]
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