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bjective

* To assess the performance of a multi-cancer detection
test for detection of symptomatic gynecological cancers
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~ Multi-Cancer Detection Test

Blood-based test using cell-free DNA
[ )
+ Cancer Signal ___, .,

% — &) Detected
v — . J > (B — Diagnostic Diagnostic
—_— i' Bl work-up resolution
Multi-cancer Blood drawn Test report :
detection test and shipped generated i?)??;élggzl
ordered
Multi-Cancer Detection Tests can:
o Detect the presence of cancer signals in blood
o Predict the anatomic cancer signal origin
« Potentially be used for diagnostic resolution of symptomatic cancers
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he Cir'c_u'lafih;g Cell-Free Genome Atlas Study
(CCGA Study; NCT02889978)

Prospective, multicenter, case-control, observational study

Study Goals Study Design

Develop and validate a blood- a A A
based multi-cancer detection A P\P\ ——
test analyzing plasma cell-free 'Q‘ro\’a‘,c\ E—) ﬁ' @ E—) o
DNA (cfDNA) to detect cancer A A A

signals across multiple cancer 15 754 participants Blood samples Follow-up
xge;ggr‘] :;rgﬁgﬁ]neously pl‘edICt; with/without cancer all participants for 5 years
(142 sites) (vital status,
Tissue samples cancer status)
cancer only
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| CCGADMded Into 3 Pre-Specified Substudies
BN CCGAl EEEEEN CCGA? NN CCGA3 )

Assay Refinement and

Classifier Development?

‘Targeted Methylation Further refined for use
Whole Genome (identified k_ey mfo_rmatlve as screening tool
Methylation methylation regions; o o
(identified as method for training and validation of Clinical validation
further development) a machine-learning supporting product
classifier) launch

IKlein E, et al. J Clin Oncol. 2018;36(15) suppl. DOI: 10.1200/JC0.2018.36.15 suppl.12021. 2Razavi P, et al. Poster presented at: American Society for Clinical
Oncology 2017 Annual Meeting; June 2-7, 2017; Chicago, IL. Abstract 11526. 3Liu MC, et al. Ann Oncol. 2020;31(6):745-759. DOI: S
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CCGA Substudy 2

Validation Analyzable Set
\N:1308 (Cancer n=703; Non-cancer n:605)/

l

Applicable Population for Current Analysis
Clinically Presenting Cancer n=518
Non-cancer2 n=398

l

Population with Gynecological Cancers

n=60
(cervix, ovary, uterus, vagina, vulva)
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The Multi-Cancer Detection Test Performed
with High Specificity

Participant Group Cancer Signal Not Detected/ | Specificity (95% CI)
Total (n/N)

Non-cancer participants? 396/398 99.5% (98.2-99.9%)
Non-cancer participants

with non-mallgnan.t. 15/16 93.8% (71.7-99.7%)
confounding conditions at

enroliment®



Sensitivity of the Multi-Cancer Detection Test Varied
by Cancer and Clinical Stage

Cancer Sensitivity in Participants with Clinically Presenting Cancer
(95%-ClI; Cancer Signal Detected/Total [n/N])

_ Stage |l Stage Il Stage IV All Stages

0,
All Clinically 27.0% 58.8% 85.1% 92.5% (62 22?'47/00 3%
Presenting Cancer? (20.0%, 35.5%; 33/122) (49.1%, 67.9%; 60/102) (77.7%, 90.4%; 103/121) (87.1%, 95.8%; 136/147) .344(3/’518.) o
Cervix 33.3% ) 100.0% ) 50.0%
(1.7-79.2%; 1/3) (5.1-100.0%; 1/1) (15.0-85.0%; 2/4)
Ovar 0.0% 0.0% 83.3% 66.7% 70.6%
y (0.0-94.9%; 0/1) (0.0-94.9%; 0/1) (55.2-95.3%; 10/12) (20.8-98.3%; 2/3) (46.9-86.7%; 12/17)
Uterus 15.6% ) 100.0% 100.0% 25.0%
(6.9-31.8%; 5/32) (43.9-100.0%; 3/3) (5.1-100.0%; 1/1) (13.8-41.1%; 9/36)
Vagina ] i 100.0% i 100.0%
g (5.1-100.0%; 1/1) (5.1-100.0%; 1/1)
Vulva ] i 50.0% i 50.0%
(2.6-97.4%; 1/2) (2.6-97.4%; 1/2)
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Accuracy of Cancer Signal Origin Prediction was High

Cancer Cancer Signal Origin Prediction Accuracy?
(95% ClI; Correct Signal Origin Detected/Total [n/N])

- : 91.7%
b
All Clinically Presenting Cancer (88.3-94.3%; 300/327)
Cervix 100.0%
(34.2-100.0%; 2/2)
Ovar 100%
y (75.8-100.0%: 12/12)
Uterus 88.9%
(56.5-99.4%; 8/9)
Vagina 100%
g (5.1-100%; 1/1)
0
Vulva 0%

(0.0-94.9%; 0/1)
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In this subgroup analysis from the pre-specified, second CCGA sub-study:

N\

The multi-cancer detection test performed with:
-High specificity

-High accuracy for cancer signal origin prediction

Sensitivity of the test varied depending on the cancer and clinical stage
-Subgroups had limited sample size

Findings support the potential use of this multi-cancer detection test for
diagnostic resolution of symptomatic gynecological cancers
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