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My Views/Opinions of MCDs

= A very promising technology but there is no evidence to date that these tests
provide any clinical benefit, even the low (and controversial (see Feng et al.,
JAMA, 2024) bar of reducing advanced stage cancer.

= Yet some of these tests are being offered to a public who are not being given
enough information to and/or cannot make an informed decision.

= You cannot extrapolate from SEER data the potential benefits of MCD testing.

= | do believe that one (or more) of these tests will be demonstrated to provide a
clinical benefit (“early detection”), but | don’t know which one(s), for whom, for
which cancers, and the magnitude of benefit.

= One size does not fit all.

= MCDs are definitely a disruptive technology. However, the healthcare
guidelines and infrastructure are not there to support their use. Those
marginalized individuals and communities will have significant challenges in
accessing the test and the downstream care following a positive result.

= There is a great need to evaluate these technologies without bias and financial
interest.
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Examples of MCD Assays
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The Vanguard Study

Randomization Interventions Objectives of Vanguard Study
Control Arm o Assess participant willingness for
03!30 + No Additional Tests randomization
({i}} Control Arm » Determine adherence to testing
All Arms and diagnostic follow-up
MCD 1 Arm Offered + Evaluate feasibility of protocol-
‘:::‘ Standard + MCD 1 Tests for defined diagnostic workflows
{" of Care Sl e » Determine reliability and
timeliness of blood specimen
MCD 2 Arm Cancer testing and return by MCD
o202 Screenings + MCD 2 Tests for companies

CancersC,DandE

« Identify facilitators and barriers to

()

recruitment/retention/compliance
of diverse participant groups

Estimated sample size for the Vanguard is 8,000 persons per arm
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Possible Platform Randomized Control Trial Design

Randomization

Control Arm
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' All Arms
MCD 1 Arm Offered
o202
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Interventions

No Additional Tests

Control Arm

MCD 1 Tests for

CancersA,BandC

MCD 2 Tests for
CancersC,DandE

MCD 3 Tests for

CancersE, Fand A

All
Cancer
Cases and
Cancer
Deaths
Captured
(+ Other
Data)

Primary Endpoints

All Cancer Deaths
Measured

Deaths Rates from
CancersA,BandC
Compared to Control Arm

Death Rates from
CancersC,DandE
Compared to Control Arm

Death Rates from
CancersE, Fand A
Compared to Control Arm
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Cervical Cancer Screening Care Continuum:
Screening is NOT just a Test

Recruit Collect HLY Manage Colpo &

Women Specimen Testlr_lg of HPV+ Biopsy
Specimen

Diagnosis
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County-Level Cervical Cancer Mortality ~2005
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Cervical Cancer Incidence Rates by Race in the USA
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Health Professional Shortage Areas (HPSA) - Primary Care

HPSA Scores are developed for use by the National Hearh Ssrvice Corps to deiermine priorities for e asslgament of ciricians.
from 1 tn 25 for primary care and mental health, 1 to 26 for dental healih. The higher the acore.the greater the prioriy. repaics

Data as of 09/16/2020

Figure 1.
Counties in Persistent Poverty: 1989 to 2015-2019
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Incidence Rates’ for United States by County

Cervix, 2010 - 2014
All Races (includes Hispanic), Female, All Ages

s

Puerto Rico

Notes:
Note: Alaska, DE, Hawaii and Puerto Rico are not drawn to scale
44 - Data for the United States does not include data from Nevada
4] - Data for the Minnesota and Kansas is not availible at the county level.
State Cancer Registries may provide more current or more local data
Data presented on the State Cancer Profiles Web Site may differ from statistics reported by the State Cancer Registries (for more information).
Incidence rates (cases per 100,000 population per year) are age-adjusted to the 2000 US standard population (12 age groups: <1, 19, &9, ... , B0-84,
85+). Rates are for invasive cancer only (except for bladder which is invasive and in situ) or unless otherwise specified. Rates calculated using
SEER*Stat. Population counts for dencminaters are based on Census populations as medified by NCL The 1969-2015 US Population Data File is used
for SEER and NPCR incidence rates.
Data have been suppressed to ensure confidentiality and stability of rate estimates. Data is currently being suppressed if there are fewer than 16
counts for the time period.
##* Data have been suppressed for states with a population below 50,000 per sex combination for American IndianfAlaska Native or Asian/Pacific
Islanders because of concerns regarding the relatively small size of these populations in some states.
Data not available for this combination of geegraphy, statistic, age and race/sthnicity.
Data for the United States does not include data from Puerto Rico
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NCI Cervical Cancer ‘Last Mile’ Initiative ‘SHIP’ Trial Network
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Where are the Gynecologists?

Distribution of American Congress of Obstetricians and Gynecologists

fellows and junior fellows in practice in the United States (Rayburn et al.,
Obstet Gynecol, 2012):

» Approximately half (1,550, 49%) of the 3,143 U.S. counties lacked a single
ob-gyn, and 10.1 million women (8.2% of all women) lived in those
predominantly rural counties.

» Such counties, located especially in the central and mountain west regions,
were commonly in designated Health Professional Shortage Areas.
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Availability of Gynecologic Oncologists in the USA
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MCD Care Continuum

Recruitment/ Diagnostic
Participation Verification
« Education * |Insurance/Ability to ¢ Access to « Accessto
* Medical Mistrust Pay providers who oncologists to treat
« Collection of know how to the cancer
Specimen (access manage a + result

to a phlebotomist) Access to imaging
* Insurance/Ability to
Pay
* Financial Toxicities
There are real
financial and
geographical barriers
to accessing a site
that can manage

these results and
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HPSA Areas and Facilities

HRSA Health Professional Shortage Areas (HPSA) - Primary Care

Health Resources & Services Administration

Health Professional Shortage Areas (HPSA) Facilities - Primary Care

Data as of 06/28/2020
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Healthcare Deserts, County by County

Counties where most people lack adequate access to pharmacies, primary care providers, hospitals, hospital beds, trauma centers, and/or low-cost
health centers.

Number of healthcare deserts

1 2 H: W s Hs
v

Population Living in a Hospital Desert

Percent of county's population living over 30 minutes from the closest hospital.

Deserts,
Deserts,
Deserts
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Population Living in a Primary Care Provider Desert

Percent of county's population living in a designated health professional shortage area (HPSA).
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State-Level Distribution of PET/CT

H: Hospitals
N: Non-Hospitals
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Total:
Hospitals: 1,228
Non-hospitals: 772
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Site-Specific Location of Imaging Equipment

Al Sites Included

Sites with Installed Imaging Equipment
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SDoH & Imaging in Marginalized Communities

Table 1: Associations Between Social Determinants of Health and Access to Imaging Needs in Breast Cancer and Acute
Stroke, With Proposed Strategies to Mitigate Such Disparities

Social Determinant

of Health

Breast Cancer Screening

Acute Stroke Imaging

Strategies to Implement

Economic

stability

Education access

and quality

Neighborhood
and built

environment

Social and

community
context

Health care access

and quality

Employment type affects prevalence

of breast cancer screening
utilization (22,26); cost is a
barrier to screening (22)

Higher education is associated
with increased participation
in breast cancer screening
(44,46,47)

Women in disadvantaged
neighborhoods are less
likely to undergo screening

mammography (64,65)

Women with higher social capital

are more likely to undergo
screening mammography

(83-85); limited availability of

accredited breast imaging facilities

in these neighborhoods (66)

Uninsured women are less likely

to undergo screening
mammography (98,99)

Economic instability delays
access to critical imaging
resources for early diagnosis
and management (29-31)

Higher education is associated
with timely diagnosis of

stroke (49)

The distance to a stroke center
tends to be longer in rural
regions (73); once patients
Secure access, disparities
in the use of advanced
imaging are reduced (75)

Limited evidence

Being uninsured is associated
with lower odds of
undergoing stroke imaging
(23,108)

Cost-effective imaging (33,34); financial
counseling (35); advocating for policy
changes (33,36)

Interpreter services (50,52); health
literacy assessment (8,43,44); health
care navigation support (53); cultural
competency training (8,36)

Design and accessibility of imaging centers
(76); health-promoting infrastructure

(36,77.78)

Engaging patients and their support
network (89); addressing structural
racism (8); diversity in the radiology
workforce (8); partnering with
community-based organizations (8,36);
community-based participatory research
(33,90)

Mobile van approach (112,113);
transportation assistance (115,116);
teleradiology (117,118); structured
imaging interpretation (119,120)
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Final Comments

= MCDs are a promising technology but people are not experimental
rats.

= Given the order-of-magnitude of greater complexity of MCD testing vs.
single cancer screening, are we ready? (No!)

= There are significant education, financial, and geographical (to name a
few) barriers to accessing MCD testing and the follow-up care. These
will differentially and negative affect marginalized people,
communities, and populations.

= Will those with these barriers chose MCD testing over proven, life
saving cancer screenings, especially cervical and colorectal that
actually prevent cancer?
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