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Description of Service or Procedure

Oncology (breast), mRNA, gene expression profiling is a test for detecting genes associated with breast
cancer. Laboratory tests have been developed that detect the expression, via messenger RNA (mRNA) or
protein, of many different genes in breast tumor tissue.

The results produce a Recurrence Score that help figure out a woman’s risk of early-stage, estrogen-
receptor-positive breast cancer coming back (recurrence), as well as how likely the patient will benefit
from chemotherapy after breast cancer surgery. It also helps determine the likelihood of recurrance for
ductal carcinoma in situ (DCIS) and/or the risk of a new invasive cancer developing in the same breast.
In addition, what the benefit from radiation therapy after DCIS surgery will be.

Recurrence Score

e Recurrence Score lower than 18: The cancer or DCIS has a low risk of recurrence. The
benefit of chemotherapy for early-stage breast cancer or radiation therapy for DCIS is
likely to be small and will not outweigh the risks of side effects.

¢ Recurrence Score between 18 and 31: The cancer or DCIS has an intermediate risk of
recurrence. It’s unclear whether the benefits of chemotherapy for early-stage breast cancer
or radiation therapy for DCIS outweigh the risks of side effects.

¢ Recurrence Score greater than 31: The cancer or DCIS has a high risk of recurrence, and
the benefits of chemotherapy for early-stage breast cancer or radiation therapy for DCIS
are likely to be greater than the risks of side effects.
Breast Cancer.org. Oncotype DX Test, March 5, 2015.

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.
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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

Oncology (breast), mRNA, gene expression profiling may be covered for beneficiaries:
¢  When the Oncology (breast), mRNA, gene expression profiling is prescribed by a licensed
medical provider, enrolled in the Vermont Medicaid program, operating within their scope of
practice in accordance with Vermont State Practice Act, who is knowledgeable in the use of
Oncology (breast), mRNA, gene expression profiling and who provides medical care to the
beneficiary AND
¢ Who meet the clinical guidelines below.

Coverage Criteria

Patients with operable histologically confirmed adenocarcinoma stage I or II of the female breast who
have completed primary surgical treatment and meet the following criteria:
¢ The results of the genetic testing will directly impact surveillance or treatment; and
¢ The individual has breast cancer that is non-metastatic (node negative) or has a lymph
node with a micrometatstatic focus of <2mm; and
e The breast tumor is estrogen receptor positive, (ER+) or progesterone receptor
positive (PR+), or both; and
e The breast tumor is HER2 receptor negative; and
e The individual is a candidate for adjuvant chemotherapy (i.e., there are no clinical
factors that would prevent chemotherapy such as advanced age or a significant
comorbidity); and
¢ The individual has been counseled regarding the use of the test and the results will be
used to guide decision making regarding the use of chemotherapy; and
e Breast cancer is unilateral and non-fixed(i.e., tumor not adhered to chest wall); and
e Breast tumor size is 0.6-1 cm with moderate/poor differentiation or unfavorable
features (e.g., angiolymphatic invasion, high nuclear grade, or high histologic grade),
OR tumor size is >1 cm.
e Postmenopausal women with node-positive breast cancer are eligible for the test

Clinical guidelines for repeat service or procedure

e Requests for Oncotype occurring more than six months after diagnosis have not been
demonstrated to be medically effective.

e There is no literature supporting repeat Oncotype DX testing or the use of Oncotype DX for
testing multiple tumor sites from the same individual.
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Type of service or procedure covered

Currently the Oncotype DX test is the only genomic test for the early-stage breast cancer that is included
in the National Comprehensive Cancer Center Network (NCCM) and the American Society of Clinical
Oncology (ASCO) treatment guidelines

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

¢ The Oncotype DX test is not appropriate for women with metastatic (stage I'V) breast cancer.

¢ The use of gene expression assays in men with breast cancer is considered investigational.

¢ The use of gene expression assays to molecularly subclassify breast cancer is considered
investigational.

* The use of gene expression assays for quantitative assessment of ER, PR, and HER2
overexpression is considered investigational
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