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OVERVIEW
Many cancers appear to have a better prognosis if diagnosed eatly in their natural history. This has led to

efforts to detect preclinical cancers in asymptomatic individuals through screening. Cancer screening tests
such as ‘liquid biopsies’ that are minimally invasive and can simultaneously detect multiple types of cancer
have been called multicancer early detection (MCED) tests.

S

MEDICAL CRITERIA
Not applicable.

PRIOR AUTHORIZATION
No applicable.

POLICY STATEMENT

Medicare Advantage Plans

The use of multicancer early detection (MCED) tests (e.g., Galleri) is not covered for cancer screening as the
evidence is insufficient to determine that the technology results in an improvement in net health outcome.

Commercial Products
The use of multicancer early detection (MCED) tests (e.g., Galleri) is not medically necessary as the evidence is
insufficient to determine that the technology results in an improvement in net health outcome.

Some genetic testing services are not covered and a contract exclusion for any self-funded group that has
excluded the expanded coverage of biomarker testing related to the state mandate, R.1.G.L. §27-19-81 described
in the Biomarker Testing Mandate policy. For these groups, a list of which genetic testing services are covered
with prior authorization, are not medically necessary or are not covered because they are a contract exclusion
can be found in the Coding section of the Genetic Testing Services or Proprietary Laboratory Analyses policies.
Please refer to the appropriate Benefit Booklet to determine whether the member’s plan has customized benefit
coverage. Please refer to the list of Related Policies for more information.

COVERAGE
Benefits may vary between groups and contracts. Please refer to the appropriate Benefit Booklet, Evidence of
Coverage or Subscriber Agreement for applicable not medically necessary/not covered benefits/coverage.

BACKGROUND

Cancer is the second leading cause of death in the US following heart disease. Cancer is the cause of death in
1 of every 5 deaths in the US. In the US, more than 1.7 million new cases of cancer were reported in 2019,
and almost 600,000 people died of cancer.

Many cancers appear to have a better prognosis if diagnosed eatly in their natural history. This has led to
efforts to detect preclinical cancers in asymptomatic persons through screening. However, screening tests
have associated benefits and harms that must be considered when evaluating whether a test should be used in
a population.

Early detection of cancer has 2 components: eatly diagnosis and screening. Early diagnosis is the eatly
identification of cancer in gymptomatic individuals with the aim of reducing the proportion of individuals
diagnosed at a late stage. Screening is the identification of preclinical cancer or precursor lesions in apparently
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healthy, asymptomatic populations by tests that can be applied rapidly and widely in the target population. This
review focuses on tests for screening indications.

Cancer screening tests such as Tliquid biopsies’ that are minimally invasive and can simultaneously detect
multiple types of cancer have been called multicancer eatly detection (MCED) tests.

No MCED tests have been approved or cleared by the U.S. Food and Drug Administration (FDA). GRAIL,
Inc. announced in 2019 that its MCED test (Galleri®) had been granted breakthrough device designation by
the FDA.

Clinical laboratories may develop and validate tests in-house and market them as a laboratory service;
laboratory-developed tests must meet the general regulatory standards of the Clinical Laboratory
Improvement Amendments. Galleri is available under the auspices of the Clinical Laboratory Improvement
Amendments.

Laboratories that offer laboratory-developed tests must be licensed by the Clinical Laboratory Improvement
Amendments for high-complexity testing. To date, the FDA has chosen not to require any regulatory review
of this test.

For individuals who are being screened for cancer who receive multicancer early detection (MCED) testing
with Galleri, the published evidence includes case-control studies. Relevant outcomes are overall survival,
disease-specific survival, functional outcomes, quality of life, treatment-related mortality, and treatment-related
morbidity. Specifics of how the test should be used in practice, including the appropriate at-risk target
populations, frequency of testing, and follow-up of positive and negative test results, have not been fully
described. Performance characteristics for both the prediction of overall likelihood of cancer and the tissue of
origin are needed. Published clinical validity studies have used populations consisting of patients with an
established diagnosis of cancer and control populations of healthy individuals and as such, do not reflect the
intended-use population. Therefore, estimates of sensitivity, specificity, false-positives, false-negatives and
predictive values are not available for the intended-use population. No clinical utility studies have been
published; estimates of changes in cancer-specific mortality, quality of life, functional outcomes and rates of
overdiagnosis and overtreatment are unknown. The evidence is insufficient to determine that the technology
results in an improvement in the net health outcome.

CODING

Medicare Advantage Plans and Commercial Products

CPT codes have not been assigned to the test(s) addressed in this policy. Therefore, an Unlisted code(s) should
be used.

RELATED POLICIES

Biomarker Testing Mandate

Genetic Testing Services

Proprietary Laboratory Analysis (PLA)
Unlisted Procedures

PUBLISHED
Provider Update, November 2023
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CLICK THE ENVELOPE ICON BELOW TO SUBMIT COMMENTS

This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical

judgment in the treatment of your patients. Benefits and eligibility are determined by the membet's subscriber agreement or member certificate
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific

benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases

medically necessary services which are non-covered benefits), you may not charge the member for the services unless you have informed the member
and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation agreement(s) for

the applicable provisions. This policy is current at the time of publication; however, medical practices, technology, and knowledge are constantly
changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue Cross & Blue Shield
of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association.
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