
UNCLASSIFIED

UNCLASSIFIED

Ethical Considerations for Multi-Cancer Early 
Detection Testing

Eric Blackstone, Ph.D.
Bioethics Research Fellow

Dana-Farber Cancer Institute
Harvard Medical School

Boston, Mass.

5 June 2025
3:00 p.m.– 4:00 p.m. ET



UNCLASSIFIED

UNCLASSIFIED

Improving Health and Building Readiness. Anytime, Anywhere — Always

Presenter

Eric Blackstone, Ph.D.
Bioethics Research Fellow

Dana-Farber Cancer Institute
Harvard Medical School

Boston, Mass.

2



UNCLASSIFIED

UNCLASSIFIED

Improving Health and Building Readiness. Anytime, Anywhere — Always

Eric Blackstone, Ph.D.
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Disclosures

• Dr. Eric Blackstone has no relevant financial or non-financial 
relationships to disclose relating to the content of this activity.

• The views expressed in this presentation are those of the author and do 
not necessarily reflect the official policy or position of the Department 
of Defense, nor the U.S. Government.

• This continuing education activity is managed and accredited by the 
Defense Health Agency, J-7, Continuing Education Program Office (DHA, 
J-7, CEPO). DHA, J-7, CEPO and all accrediting organizations do not 
support or endorse any product or service mentioned in this activity.

• DHA, J-7, CEPO staff, as well as activity planners and reviewers have no 
relevant financial or non-financial interest to disclose.

• Commercial support was not received for this activity.
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Learning Objectives

At the conclusion of this activity, participants will be able to:

1. Summarize the current state of research regarding multi-cancer early detection 
(MCED) testing.

2. Identify current knowledge gaps and ethical issues raised.
3. Apply ethical principles to decisions about MCED testing.
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What is Multi-Cancer Early Detection?

• Blood test using cell-free DNA (cfDNA) to detect 50+ types of 
cancer
 Includes likely tissue of origin

• Available direct-to-consumer
• Several cancer centers have established early detection clinics 

offering MCED 
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Polling Question #1

How familiar are you with Multi-Cancer Early Detection (MCED)?

a.Not at all
b.Somewhat
c.Very 
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MCED at Dana-Farber and My Role

• Disclaimer: I am not an expert in the science behind MCED!
• I am collaborating with Dana-Farber’s MCED Clinic 
• The MCED Clinic at Dana-Farber:
 Provides counseling and testing
 Diagnostic workup for those with positive results
 Ongoing research evaluating MCED in various high-risk 

populations such as military veterans, people with familial or 
genetic risk factors, and patients with symptoms concerning 
for cancer
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MCED or MCD?

• Multi-Cancer Early Detection (MCED) vs. Multi-Cancer Detection 
(MCD)

• We currently lack data on whether cancers detected by these 
tests are found early enough to alter the course of the disease

• Often better at detecting late-stage cancers (more cfDNA in the 
blood) compared to early-stage, curable cancers
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Test Performance

PATHFINDER (US):
• Population: 6661 

asymptomatic patients
• Sensitivity = 28.9%
• Specificity = 99.1%
• Positive Predictive Value 

(PPV) = 38%

SYMPLIFY (UK):
• Population: 5461 patients 

with suspected malignancies
• Sensitivity = 66.3%
• Specificity = 98.4%
• Positive Predictive Value 

(PPV) = 75.5%

(Cotner & O'Donnell, 2024)
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Sensitivity by Cancer Stage

• Stage I = 18% 
• Stage II = 43%
• Stage III = 81%
• Stage IV = 93%

(Liu et al., 2020)
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PATHFINDER (1 of 4)

• 6,662 participants from US oncology and primary care clinics
• 92 positive tests (1.4%)
• 35 diagnosed with cancer (38% of positive results)
• 57 false positives (62% of positive results)
• Median time to diagnostic resolution = 79 days

(Schrag et al., 2023)
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PATHFINDER (2 of 4)

(Schrag et al., 2023)
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PATHFINDER (3 of 4)

(Schrag et al., 2023) 14
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PATHFINDER (4 of 4)

(Schrag et al., 2023)
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How Does MCED Compare to Other 
Screening Tests?

(Cotner & O'Donnell, 2024) 
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MCED and Primary Care

• Why should primary care worry about MCED ethics?
• Cancer screening is often managed through primary care
• Multiple studies have been conducted to evaluate MCED 

knowledge and interest for primary care patients/clinicians
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Concerns for Primary Care

• Limitations: small sample 
size (n=88) and low 
response rate (27%)

(Ueberroth et al., 2024)
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Primary Care Patient Interest

• Survey of primary care patients (n=159) in 2023
• 79% reported a high level of interest in MCED
• Positive association with: recommendation, convenience, ability 

to detect early-stage cancers
(Myers et al., 2023)
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Primary Care Receptivity

• Survey of PCPs (n=351) in 2022
• High receptivity and perceived competence
• High awareness of challenges: false positives/negatives, time to 

explain, cost, insurance coverage, provider knowledge
(Chambers et al., 2023)
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Primary Care Barriers

• Survey of 238 providers (159 PCPs and 79 OB-GYNs) in 2023
• Current barriers: lack of data, high out-of-pocket costs, and lack 

of insurance coverage
(Schroll et al., 2024)
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Public Attitudes

• Qualitative interviews with 27 US adults (ages 45-70)

(Crossnohere et al., 2024)
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Controversy

• Significant evidence gaps
• Harms of false positives
• Not approved by the Food and Drug Administration (FDA)
• Cost to patients (~$950) and to healthcare system

(Fleck, 2024)
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Evidence Gaps

• Comparison to standard of care
 Stage shift
 Survival and quality of life

• Limitations of studies assessing patient decision-making
 Hypothetical tests and decisions

• Other ethically relevant questions
 Appropriate populations to be offered testing
 Ethical standards for informed consent
 Best practices for results counseling
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Regulatory Status

• Not approved by the FDA - why?
• Laboratory-developed test (LDT)

 Can be prescribed by a physician
 Regulated by Centers for Medicare and Medicaid Services via 

Clinical Laboratory Improvement Amendments (CLIA)
 Limited oversight over reliability and quality
 Not routinely covered by insurers
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Current and Planned Studies

(Cotner & O'Donnell, 2024) 
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Ethical Considerations
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Beneficence

Advantages:
• Detects some cancers that 

currently have no screening 
strategy

• Earlier detection often 
means better outcomes

Risks:
• Lead time bias: Diagnosing 

cancer sooner does not 
necessarily mean they live 
longer

• Direct-to-consumer testing 
from a company may 
dehumanize the process of 
cancer diagnosis
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Nonmaleficence 

Advantages:
• Less invasive and lower risk 

than other methods
• Less likely to detect indolent 

cancers, making 
overtreatment less of a 
concern

Risks:
• False reassurance
• False positives
• Anxiety
• Costs of testing and follow-

up diagnostic procedures
• Opportunity cost: limited 

bandwidth for health 
behaviors
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Potential Harms 

(Rubinstein et al., 2024) 30
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Patient-Reported Outcomes from 
PATHFINDER

(Nadauld et al., 2025)
31



UNCLASSIFIED

UNCLASSIFIED

Improving Health and Building Readiness. Anytime, Anywhere — Always

Respect for Autonomy

Advantages:
• Health information can 

maximize autonomous 
decision-making if 
results are delivered with 
counseling and person-
centered care

Risks:
• Direct-to-consumer advertising 

may oversell benefits
• True informed consent is difficult 

to obtain with lack of data
• “Let the patient decide” does 

not obviate duty to provide 
evidence-based care
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Justice

Advantages:
• Blood tests are easier 

to obtain than other 
screening methods, 
potentially increasing 
access

Risks:
• Specialized clinicians 

needed to counsel patients
• Currently expensive
• Research needs 

generalizable samples
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Health Maximization

Advantages:
• Early diagnosis for 

multiple cancers could 
improve overall public 
health

Risks:
• Societal opportunity cost
• Research has yet to show 

stage shift
• Uncertain improvement in 

overall survival and/or quality 
of life
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Efficiency

Advantages:
• Screens for 50 cancers 

at once
• Could make screening 

for rarer cancers cost-
effective 

Risks:
• We currently lack data to 

assess whether public health 
benefits justify the cost to the 
healthcare system
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Talking with Patients about MCED

• What are the potential benefits?
 It is possible that the test would find cancer early, before symptoms are 

showing. We think that this could lead to a better outcome, but this has not 
been proven yet.

 If the result is negative, it could be reassuring for you.
• What are potential risks?

 No studies have proven that MCED testing is better than no testing.
 Insurance may not cover testing or diagnostic workup.
 So far, most positive results are false positives, which may cause anxiety, 

overtreatment, and added costs.
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Talking with Patients about MCED, continued

• How should I make this decision?
 First, this should not replace standard screening recommendations. MCED 

is not currently recommended by any major organization.
 Consider the costs and limitations of our current data. Are you going to take 

the test one time? Yearly?
 You may want to wait until ongoing studies have been completed. You could 

consider participating in research if you are eligible and interested.
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Polling Question #2

Would you recommend MCED testing for your patients?

a. Yes
b. No
c. Unsure
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Key Takeaways

• While MCED tests show promise in detecting many cancers for 
which we currently lack screening, they have yet to prove that 
they lead to better outcomes.

• The current availability of MCED tests (and significant cost) 
despite this uncertainty raises concerns for informed consent, 
non-maleficence, and justice.

• Primary care providers should consider whether and under what 
circumstances they would recommend MCED given current 
limitations, and how best to communicate with patients.
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Questions?
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2025 JUNE CCSS: Evidence-Based Approaches for Advancing Excellence in Primary Care
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you must register by 4:00 p.m. ET on June 6, and then you must complete the course evaluation and posttest for 
each session by 11:59 p.m. ET on Thursday, June 19, 2025. 

1. Visit the main event page at https://www.dhaj7-cepo.com/content/2025-jun-ccss to register for the 
live event or to log in to your account if already registered.

2. On the main event page, select the “Get Started” tab (located in the menu below the event title on the 
desktop and at the bottom of the page on mobile devices). Note: This tab will not appear unless you 
are registered and logged in to your account.

3. Under the “Get Started” tab, scroll down to a session you attended and select “Claim credit.”
4. Proceed to take the evaluation and posttest to obtain your certificate after the session has ended.

All completed courses and certificates are available in your account. Refer to your Pending Activities for sessions 
you have yet to complete. You must complete the required course items by Thursday, June 19 to receive credit.

Questions? Email DHA, J-7, CEPO at dha.ncr.j7.mbx.cepo-cms-support@health.mil. 
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