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Description of Service or Procedure

The tumor protein p53 (TP53) gene suppresses tumor development by encoding a protein that inhibits
cells from growing and dividing too rapidly. Mutations to the TP53 gene can result in ineffective protein
production and thus impact the gene’s ability to suppress tumor development.

Li-Fraumeni syndrome (LFS) is a cancer predisposition syndrome associated with germline abnormalities
of the TP53 gene on chromosome 17. Li-Fraumeni syndrome is manifested by a tendency to develop
various malignancies at an unusual age, including breast cancer, sarcomas, brain tumors, and adrenal
carcinomas.

Disclaimer

Coverage is limited to that outlined in Medicaid Rule or Health Care Administrative Rules that pertains to
the member’s aid category. Prior Authorization (PA) is only valid if the member is eligible for the
applicable item or service on the date of service.

Medicaid Rule

Medicaid and Health Care Administrative Rules can be found at https://humanservices.vermont.gov/rules-
policies/health-care-rules/health-care-administrative-rules-hcar/adopted-rules

7102.2 Prior Authorization Determination
4.101 Medical Necessity for Covered Services
4.104 Medicaid Non-Covered Services

7405 Laboratory and Radiology Services

Page 1 of 3



Coverage Position

Genetic Testing of TP53 for Li-Fraumeni syndrome may be covered for members:

e When the device is prescribed by a licensed medical provider, enrolled in the Vermont Medicaid
program, operating within their scope of practice as described in the Vermont’s Office of
Professional Regulation’s website*, Statue, or rule who is knowledgeable regarding genetic testing
of TP53 for Li-Fraumeni syndrome, and who provides medical care to the member AND

e When the clinical criteria below are met.

* Vermont’s Office of Professional Regulation’s website: https://sos.vermont.gov/opt/

Coverage Criteria

Genetic Testing of Tumor Protein 53 for Li-Fraumeni syndrome is covered by Vermont Medicaid in
accordance with the National Comprehensive Cancer Network® Clinical Practice Guidelines in Oncology
for Genetic/Familial High-Risk Assessment of Breast, Ovarian, and Pancreatic Cancers. This guideline
may be found at: https://www.nccn.org/professionals/physician_gls/pdf/genetics_bop.pdf

Considerations: Providers requesting this test should provide pre- and post-test genetic counseling for the
member and family, if applicable.

Early and Periodic Screening, Diagnostic and Treatment (EPSDT): Vermont Medicaid will provide
comprehensive services and furnish all Medicaid coverable, appropriate, and medically necessary services
needed to correct and ameliorate health conditions for Medicaid members under age 21.

Please note, Vermont Medicaid Clinical Criteria is reviewed based on available literature, evidence- based
guidelines/standards, Medicaid rule and policy, and Medicare coverage determinations that may be

appropriate to incorporate when applicable.

Clinical criteria for repeat service or procedure

Genetic Testing of TP53 for Li-Fraumeni syndrome will be covered once per lifetime.

Type of service or procedure covered

Genetic testing of TP53 for Li-Fraumeni syndrome in accordance with NCCN guidelines as above.
Prenatal testing may be considered for at-risk pregnancies in situations where a specific TP53 mutation
has been identified.

Type of service or procedure not covered (this list may not be all inclusive)

Genetic testing for germline TP53 mutation for all other indications, including general screening of
healthy individuals with no family history, is investigative and unproven, and therefore NOT COVERED.
There is insufficient reliable evidence in the form of high-quality peer-reviewed medical literature to
establish the efficacy or effects on health care outcomes.
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Coding guidelines

Please see the Medicaid Portal at http://vtmedicaid.com/#/feeSchedule for fee schedules, code coverage,
and applicable requirements.

CPT Code CPT Code Description

81351 TP53 (Tumor Protein 53) (e.g., Li-Fraumeni syndrome) gene analysis, full gene
sequence

81352 TP53 (Tumor Protein 53) (e.g., Li-Fraumeni syndrome) gene analysis; targeted sequence
analysis (e.g., 4 oncology)

81353 TP53 (tumor protein 53) (eg, Li-Fraumeni syndrome) gene analysis; known familial
variant
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