Oncology Testing: Algorithmic Assays Effective: 07/01/2025

2025.2

Last Revision: 02/20/2025
Last Clinical Review: 01/31/2025

Breast Cancer Prognostic Algorithmic Tests

I.  The use of a breast cancer prognostic algorithmic test (i.e., EndoPredict,
Prosigna, MammaPrint) is considered medically necessary when:

A.
B.

The member is female (sex assigned at birth), AND
The member meets at least one of the following:
1. Postmenopausal status, OR

2. Greater than 50 years of age, AND

. The member has primary breast cancer that is ductal/NST, lobular, mixed

or micropapillary, AND

. The member’s tumor is estrogen receptor-positive, AND

The member’s tumor is human epidermal growth factor receptor 2
(HER2)-negative, AND

The member is considering treatment with adjuvant therapy (e.g,
tamoxifen, aromatase inhibitors, immunotherapy), AND

. The member has had axillary nodal staging and has the following node

status:
1. pNO (nodes negative pathologically), OR
2. pN1mi or pN1 (1-3 nodes positive pathologically)'.

[I.  The use of a breast cancer prognostic algorithmic test (i.e., EndoPredict,
Prosigna, MammaPrint) in individuals with 4 or more positive nodes is considered
investigational.

lll.  The use of the breast cancer prognostic algorithmic test Prosigna in individuals
with 1-3 node positive breast cancer is considered investigational.

IV.  The use of a breast cancer prognostic algorithmic test (i.e., EndoPredict,
Prosigna, MammaPrint) in men (sex assigned at birth) with breast cancer is
considered investigational.

Z’Z CONC=RT



Oncology Testing: Algorithmic Assays Effective: 07/01/2025
2025.2 Last Revision: 02/20/2025
Last Clinical Review: 01/31/2025

V.  The use of a breast cancer prognostic algorithmic test (i.e., EndoPredict,
Prosigna, MammaPrint) is considered investigational for all other indications.

"Prosigna is indicated for node negative disease, but not for disease with 1-3 positive nodes.
EndoPredict and Mammaprint are indicated for node negative disease and for disease with 1-3 positive
nodes.

DEFINITIONS

1. Adjuvant therapy is a medication (such as chemotherapy or endocrine therapy)
given after the surgical removal of a cancerous tumor.

2. Ductal/NST is a ductal breast cancer of no special type (NST), meaning the
cancer cells have no features that classify them as a specific type of breast
cancer when examined by microscope.
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