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INTRODUCTION

O More than 2/3 of lethal cancers have no
recommended screening options!

A NOVEL BLOOD-BASED MULTI-CANCER EARLY DETECTION TEST DIRECTED DIAGNOSTIC FOLLOW UP, SUPPORTING ITS USE AS COMPLEMENT TO CURRENT RECOMMENDED SCREENING TESTS

Primary Analysis: Extent of Figure 2. Extent of Diagnostic Testing (Primary Analysis)

Diagnostic Testing With MCED-E

O Of true positive participants with information at time of analysis, 23/28 (82.1%) had a new cancer, and 5/28
(17.9%) had a recurrence. Of those with new cancer diagnoses, 13/23 (56.5%) were stage I-lll, including 9

Figure 4. Concordance Between MCED-Scr and MCED-E for Signal Detection

CONCLUSIONS

O In this interim analysis, a blood-based MCED test was safely
administered and detected signal from a broad range of cancers

O Overall performance metrics were consistent between MCED-E
and MCED-Scr with similar PPV and high accuracy of cancer
signal origin prediction

e MCED-Scr became available for use in June 2021 (Galleri®)

O Participants reported high satisfaction scores with MCED test
use, as well as a negligible impact on attitudes about future
compliance with established screening regimens

O Follow-up 12 months from MCED testing will allow for a
final assessment of the diagnostic work-up and MCED test
performance for both versions of the test
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Participant-Reported Outcomes

O Participants reported high test satisfaction (mean of 83.2 of 100-point scale; Figure 6)

MCED-Scr Test O 96% of participants with “cancer signal not detected” were likely or very likely to follow their healthcare

provider cancer screening recommendations both before and after MCED test; few participants (6%0)

changed their responses after the test result

Analyzable (n=6516°) Figure 6. Participant-Reported Outcomes With MCED-E: Total Satisfaction Questionnaire
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Adults 250 years enrolled .
from 7 US sites into 2 cohorts: MCED test Participant

with? and without additional risk

ordered Questionnaire®  and shipped generated

v

ik J based on the American Joint Committee on
6 Cancer (AJCC) Staging Manual version 8

S T t """" . O All blood samples were initially analyzed,
ope crawn est repor reported, and results returned using an early
version of the test (MCED-E)

O MCED-E test results were returned to

|

Signal Detected
Test result communicated
Provider determines follow-up Al participants:

physicians and communicated to participants
within approximately 30 days of blood draw

|

Signal Not Detected
Test result reported
Participant counseled

O Participants with MCED-E ‘cancer signal

prespecified to continue recommended detected’ result also received a cancer signal
| retest of bload screening origin prediction and underwent diagnostic
Diagnostic Resolution® MCZD test testing as directed by their medical team
Cancer or no cancer e T
l for screening O To optimize test performance, the study
v - sponsor developed a refined version of the
Cancer Status Cancer Status MCED test (MCED-Scr) based on data from
H: Assessed at 12 months Assessed at 12 months H: other studies. Remaining blood specimens were
reanalyzed with MCED-Scr; results were not
aPrevious history of cancer, smoking, and genetic risk; bAlso collected at other timepoints during the study; cDefined as date when study team determines to end diagnostic evaluation triggered by a “signal detected” test result. returned Wlth thlS teSt verSlon

MCED, multi-cancer early detection.

tests, clinical lab visits, clinic visits

O Time required to achieve diagnostic
resolution (number of days from when the
test result is returned through the reporting
portal to the date of diagnostic resolution)

Secondary Outcome: Test Performance
Measures and Participant-Reported
Outcomes

O Test performance measures for both MCED-E
and MCED-Scr includea:

O Cancer signal detection rate

O Positive predictive value [PPV] for cancer
signal detection (proportion of participants
with a cancer diagnosis among those with
‘signal detected’ results)

O Accuracy of cancer signal origin prediction

O Assessment of participant satisfaction with
MCED-E included a 3-item questionnaire

O Additional participants may reach diagnostic
resolution, and some currently categorized

as not having cancer (false positive) may be

O

found to have cancer

O Final results will likely have higher number
and types of tests, and time to diagnostic
resolution

O Multiple calculations for PPV and accuracy of
cancer signal origin prediction were performed

O MCED-E: Included a calculation of overall
PPV for cancer signal detection

provided for a total satisfaction score and
individual question ratings

Attitude towards future cancer screening
(pre- and post-test) was summarized
descriptively by MCED test result. The
proportion of MCED negative participants
who changed their responses was reported

SUPPORTING DATA

Participant Disposition
O PATHFINDER consented 6796 participants

between Dec 12, 2019 and December 4, 2020

O MCED-Scr: Included a minimal PPV estimate

for cancer signal detection assuming that
all discordant positives (MCED-Scr positive/
MCED-E negative) do not have cancer

O Participants undergoing diagnostic
evaluation who had not achieved resolution
were excluded from PPV calculations

O A total of 6662 were enrolled, and 6641 clinically
evaluable participants were included in the
interim analysis (63.5% female, 91.7% white,
24.7% with prior cancer); Figure 5

O Four study-related adverse events (3 anxiety
and 1 bruise at venipuncture site, all mild
severity) were reported

1 Other withdrawal
(prior to blood draw)

Y

¥ No cancer
ignal
Enrolled sane
" detected
(n—6662) (n=6537)
21 Retrospectively 27 Diagnostic
not eligible evaluation
v ongoing !
Clinically eligible Diagnostic resolution
(n=6641) (n=65)

5 Withdrew consent
after blood draw and Y

before valid test result
False
Y positive
Clinically evaluable (n=36)

(n=6636)

Blood samples were retrospectively processed with MCED-Scr. 2120 assay results were not evaluable for MCED-Scr. PDue to “no cancer signal detected” MCED-E result. cDiagnostic resolution achieved based upon MCED-E test result.
dParticipants who had a cancer signal detected by MCED-E that was confirmed upon diagnostic resolution. eParticipants who had a cancer signal detected by MCED-E that was not confirmed upon diagnostic resolution.

MCED, multi-cancer early detection (-E, early test version; -Scr, test further refined for screening).
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Score by Cohort (Secondary Endpoint)

With Additional Risk  Without Additional Risk Total
(n=3398) (n=2720) (N=6118)

Possible scores on the questionnaire ranged from O to 100, with higher scores indicating greater satisfaction. Satisfaction questionnaire was administered after diagnostic resolution for “Signal Detected” participants and post test for
“Signal Not Detected” participants. Excludes missing scores from 511 participants who did not complete a questionnaire.

MCED-E, multi-cancer early detection, early test version; SD, standard deviation. Clinical database lock: Mar 2021.




