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PURPOSE: The purpose of this policy is to define Genetic Testing for Breast and Ovarian cancer, Familial
Adenomatous Polyposis and Lynch Syndrome and the criteria for medical necessity for Humana Healthy
Horizons in Louisiana.

POLICY AND PROCEDURE:

Policy: Genetic Testing Clinical Coverage Policy
Procedure:

Genetic Counseling
Counseling before and after all genetic testing is required. Counseling must consist of at least all of the
following and be documented in the member’s medical record:

® Obtaining a structured family genetic history;

® Geneticrisk assessment; and

w Counseling of the member and family about diagnosis, prognosis, and treatment.

Genetic Testing Breast and Ovarian Cancer
Genetictesting for BRCA1 and BRCA2 mutations in cancer-affected individuals and cancer-unaffected
individuals to be medically necessary when the member meets one or more of the following criteria:
e Individuals with any blood relative with a known BRCA1/BRCA2 mutation;
e Individuals meeting the criteria below but with previous limited testing (e.g., single gene
and/or absent deletion duplication analysis) interested in pursuing multi-gene testing;
e Individuals with a personal history of cancer, defined as one or more of the following:
o Breastcancerandoneor more of the following:
= Diagnosedage< 45 years; or
= Diagnosedatage 45—50years with:
e Unknown or limited family history; or
e Asecond breast cancer diagnosed at any age; or
e >1close blood relative* with breast, ovarian, pancreatic, or
high-grade (Gleason score = 7) or intraductal prostate cancer at any
age
= Diagnosedatage< 60 years with triple negative (ER—, PR—, HER2-)
breast cancer;
= Diagnosedatany age with:
e Ashkenazilewishancestry; or
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e 21 closeblood relative* with breast cancer atage < 50 years or
ovarian, pancreatic, or metastatic or intraductal prostate cancer at
any age; or
e >3 totaldiagnoses of breast cancerin patient and/or close
blood relatives*
= Diagnosedatany age with male breast cancer; or
= Epithelial ovarian cancer (including fallopian tube cancer or peritoneal
cancer) at any age;

o Exocrine pancreatic cancer at any age;

Metastatic or intraductal prostate cancer at any age;

High-grade (Gleasonscore > 7) prostate cancer at any age with:
= Ashkenazilewishancestry; or
= >1closeblood relative* with breast cancer at age < 50 years or ovarian,
pancreatic, or metastatic or intraductal prostate cancer at any age; or
= >2close blood relatives* with breast or prostate cancer (any grade) at
any age

o A mutation identified on tumor genomic testing that has clinical implications if
alsoidentified in the germline

o Toaidin systemictherapy decision-making, such as for HER2-negative
metastatic breast cancer

e Individuals with a family history of cancer, including unaffected individuals, defined as
one or more of the following:

o An affected or unaffected individual with a 1st-or 2nd-degree blood relative
meeting any of the criterion listed above (except individuals who meet criteria
only for systemic therapy decisionmaking); or

o An affected or unaffected individual who otherwise does not met criteria above
but also has a probability > 5% of a BRCA1/2 pathogenic variant based on prior
probability models (e.g., TyerCuzick, BRCAPro, Pennll)

*For the purpose of familial assessment, close blood relatives include first-, second-, and third-degree
relatives on the same side of the family (maternal or paternal):
e 1st-degreerelatives are parents, siblings, and children;
e 2nd-degree relatives are grandparents, aunts, uncles, nieces, nephews, grandchildren,
and half siblings; or
e 3rd-degreerelatives are great-grandparents, great-aunts, great-uncles, great
grandchildren and first cousins.
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Genetic Testing for Familial Adenomatous Polyposis
Genetic testing for adenomatous polyposis coli (APC) gene mutations to diagnose familial adenomatous
polyposis (FAP) is medically necessary whenthe member meets the following criteria:
e Personalhistory of 2 20 cumulative adenoma; or
e Known deleterious APC mutationin first-degree family member.

Genetic Testing for Lynch Syndrome
Genetic testing for Lynch syndrome is medically necessary when the member meets the following
criteria:

e Amsterdamll criteria; or
e Revised Bethesda Guidelines; or
e Estimatedrisk> 5% basedon predictive models (MMRpro, PREMMS5, or MMRpredict).

Amsterdam Il Criteria: There must be at least three relatives witha Lynch Syndrome associated cancer
(cancer of the colorectal, endometrium, small bowel, ureter or renal pelvis) and ALL of the following
criteria should be present:
=  One must be afirst-degreerelative to the other two;
=  Two or more successive generations must be affected;
= One or more must be diagnosed before 50 years of age;
= Familial adenomatous polyposis should be excluded in the colorectal cancer; and
=  Tumors must be verified by pathological examination.
Revised Bethesda Guidelines: One or more criteria must be met:
= Colorectal or uterine cancer diagnosedin a patient who is less than 50 years of age;
= Presence of synchronous (coexist at the same time), metachronous (previous or
recurring) colorectal cancer, or other Lynch Syndrome associated tumors**;
= Colorectal cancer with the MSI-H*** histology**** diagnosedin a patient who is less
than 60 years of age;
= Colorectal cancer diagnosed in one or more first-degree relatives with a Lynch syndrome
related tumor, with one of the cancers being diagnosed under 50 years of age; and/or
= Colorectal cancer diagnosed in two or more first- or second-degree relatives with Lynch
syndrome relatedtumors, regardless of age.

NOTE:

**Hereditary nonpolyposis colorectal cancer (HNPCC)-related tumors include colorectal, endometrial,
stomach, ovarian, pancreas, ureter andrenal pelvis, biliary tract, and brain (usually glioblastoma
as seenin Turcot syndrome) tumors, sebaceous gland adenomas and keratoacanthomas in
Muir-Torre syndrome, and carcinoma of the small bowel.

***¥MSI-H - microsatellite instability—high in tumors refers to changes in two or more of the five National
Cancer Instituterecommended panels of microsatellite markers
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****presence of tumor infiltrating lymphocytes, Crohn’s-like lymphocytic reaction, mucinous/signet-ring
differentiation, or medullary growth pattern

ADDITIONAL RESOURCES:

Louisiana Department of Health, Louisiana Medicaid Managed Care Organization (MCO) Manual;
Updated June 30, 2022. MCO_Manual 2022-06-30.pdf (la.gov). Accessed August 16, 2022.

VERSION CONTROL:

Version.Review.Approval History

Department: |[PurposeofReview [Reviewed and Date: Additional Comments:
ApprovedBy:

Clinical Policy Development [Tiffany LeBlanc 8/18/2022

Clinical Policy Review Patricia Jones/Cali 8/22/2022
Brou

Clinical Policy Review Dr.lan Nathanson, VP [8/22/2022
Medicaid Clinical

Clinical Adoption Review Medicaid Quality 8/25/2022 |Committee approved. Ben
Governance Thompson, Committee Chair
Committee

DISCLAIMER:

Humana follows all federaland state laws and regulations. Where more than one stateis impacted by
anissue, toallow for consistency, Humana will follow the most stringent requirement.

This document is intended as a guideline. Situations may arise in which professional judgment may
necessitate actions that differ from the guideline. Circumstances that justify the variationfrom the
guideline should be noted and submitted to the appropriate business area for review and
documentation. This (policy/procedure) is subject to change or termination by Humana atany

time. Humana has full and final discretionary authority for its interpretation and application. This
(policy/procedure) supersedes all other policies, requirements, procedures or information conflicting
with it. If viewing a printed version of this document, please referto the electronic copy maintained by
CMU to ensure no modifications have been made.

NON-COMPLIANCE:
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Failing to comply with any part of Humana’s policies, procedures, and guidelines may result in
disciplinary actions up to and including termination of employment, services or relationship with
Humana. In addition, state and/or federal agencies maytake actionin accordance with applicable laws,

rules and regulations.

Any unlawful act involving Humana systems or information may result in Humana turning over all
evidence of unlawful activity to appropriate authorities. Information on handling sanctions relatedto
non-compliance with this policy may be found in the Expectations for Performance, and Critical Offenses
policies, both of which may be found in the Associate Support Center via Humana’s secure intranet of
Hi! (Workday & Apps/Associate Support Center).
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