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Clinical Trials 

NCI Division of Cancer Prevention
https://prevention.cancer.gov/mced
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 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.
 I do believe that one (or more) of these tests will be demonstrated to provide a 

clinical benefit (“early detection”), but I 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.

My Views/Opinions of MCDs
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Targeted Cancers
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Company Assay Technology 

Adela Bio AdelaTM cfMeDIP-seq; cfDNA fragmentomics

Biological Dynamics Tr(ACE) EV proteins; AI

Bluestar Genomics BluestarMCED cfDNA 5hmC-seq; fragmentomics

Burning Rock OverCTM ELSA-seq

Caris Life Sci cfDNA/cfRNA NGS; AI

Delfi Dignostics cfDNA fragmentomics

Early Diagnostics cf Methyl-Seq cfDNA mC-NGS

Exact Sciences CancerSEEK cfDNA NGS; protein markers

Freenome FMBT Multi-Omics/AI

Grail Galleri CpG-cfDNA NGS

LungLifeAI LungLB CTC FISH; Imaging AI

Natera cfDNA NGS; protein markers

Precision Epigenomics Sentinel-10 CpG-cfDNA qPCR

20/20 Gene Systems circul. Cancer Ag's; AI

Examples of MCD Assays
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The Vanguard Study

Estimated sample size for the Vanguard is 8,000 persons per arm

Presenter Notes
Presentation Notes
two intervention arms to b
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Possible Platform Randomized Control Trial Design
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Cervical Cancer Screening Care Continuum:
Screening is NOT just a Test
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County-Level Cervical Cancer Mortality ~2005

Freeman HP, Wingrove BK. 
Excess Cervical Cancer 
Mortality: A Marker for Low 
Access to Health Care in Poor
Communities. Rockville, MD: 
National Cancer Institute, 
Center to Reduce Cancer 
Health Disparities, May 2005. 
NIH Pub. No. 05–5282.



12

Cervical Cancer Incidence Rates by Race in the USA

WHO Cervical Elimination Goal

https://www.cdc.gov/cancer/cervical/statistics/index.htm
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HPSAs, 
Poverty, and 
Cervical 
Cancer 
Incidence
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1. Emory University School of Medicine, Atlanta, GA
2. Rutgers New Jersey Medical School, Newark, NJ
3. University of Michigan Medical School, Ann Arbor, MI
4. University of North Carolina School of Medicine, Chapel Hill, 

NC
5. University of Texas MD Anderson Cancer Center, Houston, 

TX
6. University of Oklahoma Stephenson Cancer Center, 

Oklahoma City, OK
7. University of New Mexico Health Sciences Center, 

Albuquerque, NM
8. University of Pittsburgh Medical Center/Magee-Womens 

Hospital, Pittsburgh, PA
9. University of Alabama at Birmingham School of Medicine, AL
10. Johns Hopkins University School of Medicine, Baltimore, MD
11. Louisiana State University Health Sciences Center New 

Orleans, LA
12. University of Miami Sylvester Comprehensive Cancer Center, 

Miami, FL
13. Virginia Commonwealth University School of Medicine, 

Richmond, VA
14. Weill Cornell Medicine and New York Presbyterian Hospitals, 

New York, NY
15. Cleveland Clinic Ob/Gyn and Women’s Health Institute, 

Cleveland, OH
16. University of Washington School of Public Health, Seattle, WA
17. University of Puerto Rico Comprehensive Cancer Center, San 

Juan, PR
18. Minneapolis VA Healthcare System, Minneapolis, MN
19. Yale New Haven Health, New Haven, CT

NCI Cervical Cancer ‘Last Mile’ Initiative ‘SHIP’ Trial Network

20. University of Pennsylvania Abramson Cancer Center, Philadelphia, 
PA

21. University of Mississippi Medical Center, Jackson, MS 
22. University of Utah Huntsman Cancer Institute, Salt Lake City, UT
23. University of Cincinnati College of Medicine, Cincinnati, OH
24. University of Louisville School of Medicine, Louisville, KY
25. University of California, San Francisco School of Medicine, San 

Francisco, CA
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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

Gynecologic Oncologists within 
50 miles, by US County

Gynecologic Oncologists per 
Hospital Referral Region

Shalowitz et al., Gynecol Oncol, 2015



17

1. Overview of the NCI’s Plans to 
Evaluate MCDs

2. Cervical Cancer and Health 
Disparities

3. Implementation Challenges for 
MCD



18

MCD Care Continuum

Recruitment/ 
Participation

MCD
Testing

Diagnostic 
Verification Treatment

• Education
• Medical Mistrust

• Insurance/Ability to 
Pay

• Collection of 
Specimen (access 
to a phlebotomist)

• Access to 
providers who 
know how to 
manage a + result

• 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 
provide care.

• Access to 
oncologists to treat 
the cancer
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HPSA Areas and Facilities
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Deserts, 
Deserts, 
Deserts



21

State-Level Distribution of PET/CT

Buck et al., J Nucl Med, 2010
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Site-Specific Location of Imaging Equipment

IMV Medical Info Div  (X.com)
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SDoH & Imaging in Marginalized Communities

Elmohr et al., Radiology, 2024
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 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?

Final Comments



www.cancer.gov     www.cancer.gov/espanol

THANK YOU!

POUND
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