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Description of Service or Procedure

The BRCA gene test uses blood for DNA analysis to identify changes (mutations) in either one of two
breast cancer susceptibility genes — known as BRCA1, BRCA?2 (breast cancer) or Hereditary breast-
ovarian cancer (HBOC) or BRCA 1/2 syndrome. Genetic counseling should be included as part of BRCA
gene testing. The BRCA gene test identifies individuals that carry an inherited BRCA gene mutation and
may provide an estimate of the individual and/or family risk of breast and ovarian cancer.

The BRCA gene test identifies only 5-7% of breast cancers and is indicated only for women and men who
demonstrate a moderate to high risk for breast cancer estimated between 10 to 25% based on personal or
family history. The BRCA gene test is not recommended for women at average risk or low increased risk
of these gene mutations. The BRCA gene test is also indicated for women with a personal or family
history of ovarian cancer.

A BRCA gene mutation is rare, occurring only in about one in 300 to 800 people. Inherited BRCA gene
mutations may be responsible for only 5 to 10% of breast cancers and about 10 to 15% of ovarian cancers.
Women from a high risk family with a positive BRCA1 mutation have a greater than 80% lifetime risk of
inheriting breast cancer and a 45 % risk of developing ovarian cancer by age 70. The majority of breast
and ovarian cancers that occur are not related to BRCA gene mutations but are based on relative family
and personal risk factors.

The selection of candidates for BRCA1 and BRCA?2 testing is based on the probability of the presence of
a BRCA mutation; less than a 10% probability is considered low risk, a 10 to 25% probability is
considered a moderate risk, and a probability of 25% or greater is considered a high risk. The American
Society of Clinical Oncology (ASCO) guidelines recommend that women with a greater than 10%
likelihood of carrying a BRCA mutation, based on family and genetic background, should be offered
genetic testing. Current recommendations call for follow-up of individuals with BRCA1 and BRCA2
mutations with counseling and yearly breast cancer screening, which may include yearly mammograms
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beginning at age 25 to 35 years and monthly breast self-examinations beginning at age 18 to 21 years.
Prophylactic mastectomies at a young age substantially improve survival in patients with strong risk
factors and positive BRCA gene mutations.

Disclaimer

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

Medicaid Rule

7102.2 Prior Authorization Determination

7103 Medical Necessity

Medicaid Rules can be found at http://humanservices.vermont.gov/on-line-rules

Coverage Position

A BRCA gene test may be covered for those beneficiaries:

e  When the BRCA gene test is prescribed by a licensed medical provider enrolled in the Vermont
Medicaid program who is knowledgeable in the use of the BRCA gene test and who provides
medical care to the beneficiary AND

*  When the clinical guidelines below are met.

Coverage Guidelines

The Department of Vermont Health Access (DVHA) may cover BRCA1/2, HBOC, and BART, including
the BRCA1 and BRCA? full sequence analysis and full duplication/deletion analysis for beneficiaries
when the following criteria are met:

1. Women with a personal history of breast cancer and one of the following:
a. Breast cancer diagnosed at age 45 years or younger
b. Breast cancer diagnosed at 50 years or younger and one of the following:
- at least one first or second degree blood relative with breast cancer at age 50 years or
younger
- at least one first or second degree blood relative with epithelial ovarian cancer
- has bilateral breast cancers
- limited family history or no family history because adopted
c. Breast cancer diagnosed at any age and one of the following:
- at least 2 first or second degree blood relatives with breast cancer or epithelial ovarian
cancer
- the member has two breast primaries and one first or second degree blood relative with
breast cancer diagnosed age 50 years or younger
- at least one first, second, or third degree blood relative with known BRCA1 or BRCA2
mutation.
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- amember ethnically associated with a higher mutation frequency (Ashkenazi Jewish,
Icelandic, Swedish, Hungarian, or Dutch)
- two close relatives, on the same side of the family with pancreatic adenocarcinoma at any
age.
OR
Women without personal history of breast cancer or epithelial ovarian cancer
a. at least three first or second blood relatives with breast cancer or epithelial ovarian cancer
b. atleast two first or second degree blood relatives with one of the following:
- epithelial ovarian cancer
- breast cancer age 50 years or younger
- one relative diagnosed with multiple primaries or bilateral breast cancer
- one first or second degree blood relative with breast cancer age 50 year or younger and
another first or second degree blood relative with epithelial ovarian cancer
- one first or second degree blood relative with multiple primary breast cancer and another
with epithelial ovarian cancer
c. Women with one or more first or second degree blood relatives with one of the following:
- male with at least one first or second degree blood relative with breast cancer
- breast cancer or epithelial ovarian cancer and member with increased risk due to ethnic
background
d. Women with one first degree blood relative with both breast cancer and epithelial ovarian
cancer
e. Women with first, second or third degree blood relatives with BRCA1 or BRCA2.
OR
Women with a history of epithelial ovarian cancer
OR
Men with any of the following:
a. A first, second, or third degree blood relative with a BRCA1 or BRCA2 mutation.
b. Personal history of breast cancer
OR
Women with a personal history of pancreatic adenocarcinoma at any age with two close relatives
(on the same side of the family) with pancreatic adenocarcinoma, breast cancer and/or epithelial
ovarian cancer.
OR
Breast cancer is diagnosed at age 60 years or younger and is triple negative.
OR
Women or men with a personal history of pancreatic cancer and Ashkenazi Jewish ancestry.
OR
Men with a personal history of prostate cancer (Gleason score >7) and a first, second or third
degree blood relative (on the same side of the family) with at least one of the following:
- Breast cancer, <50 years of age)
— ovarian cancer
- pancreatic cancer
prostate cancer (Gleason score >7)
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Definitions:

1.

A first degree blood relative shares 50 % DNA (mother, sister, daughter)
2. A second degree blood relative shares 25 % DNA (grandmother, aunt, niece)
3. A third degree blood relative shares less than 25% DNA (cousin, great grandmother, great aunt)

BRCA Testing Documentation Requirements:

1.

2.
3.

4.

The member’s PCP, internist, family practitioner, or gynecologist must provide at a minimum a
three generation pedigree of breast and ovarian cancer to confirm the family history.

A supporting statement how this genetic test will be used in the immediate care of the member.
A statement who will provide genetic counseling as to the appropriateness of the test and
interpretation of the results.

Informed consent has been given.

BRAC Analysis Rearrangement Test (BART™) requests: In the event the BRCA Analysis is
negative, the lab will automatically run the BART™ on all samples of patients that they determine have a
significant cancer history based on the medical documentation supplied to them by the requesting
provider.

The BART may be requested without the BRCA in the following:
History of BRCA testing with negative results and the meet the following criteria:

1.

2.

3.

4.

5.

6.

Breast cancer before the age of 50: Two or more first or second degree relatives with breast
cancer before the age 50 and/or ovarian cancer at any.

Ovarian cancer at any age: Two or more first or second degree relatives with breast cancer
before the age 50 and/or ovarian cancer at any.

Male breast cancer at any age: Two or more first or second degree relatives with breast
cancer before the age 50 and/or ovarian cancer at any.

Breast cancer at or after age 50 and ovarian cancer at any age: One or more first or second
degree relatives with breast cancer before the age 50 and/or ovarian cancer at any.

Breast cancer before age 50 and ovarian cancer at any age: No additional relatives
required.

Patients with a known large rearrangement in their family.

Clinical guidelines for repeat service or procedure

The same criteria apply as for the initial use.

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

BRCAvantage Plus (BRCA1, BRCA2, TP53, STK11, PTEN, CDHI, PALB?2) is considered experimental
and investigational.
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