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Medical Guideline Disclaimer
Property of EmblemHealth. All rights reserved. The treating physician or primary care provider must submit to EmblemHealth the clinical
evidence that the patient meets the criteria for the treatment or surgical procedure. Without this documentation and information,
EmblemHealth will not be able to properly review the request for prior authorization. The clinical review criteria expressed below reflects how
EmblemHealth determines whether certain services or supplies are medically necessary. EmblemHealth established the clinical review criteria
based upon a review of currently available clinical information (including clinical outcome studies in the peer-reviewed published medical
literature, regulatory status of the technology, evidence-based guidelines of public health and health research agencies, evidence-based
guidelines and positions of leading national health professional organizations, views of physicians practicing in relevant clinical areas, and other
relevant factors). EmblemHealth expressly reserves the right to revise these conclusions as clinical information changes, and welcomes further
relevant information. Each benefit program defines which services are covered. The conclusion that a particular service or supply is medically
necessary does not constitute a representation or warranty that this service or supply is covered and/or paid for by EmblemHealth, as some
programs exclude coverage for services or supplies that EmblemHealth considers medically necessary. If there is a discrepancy between this
guideline and a member's benefits program, the benefits program will govern. In addition, coverage may be mandated by applicable legal
requirements of a state, the Federal Government or the Centers for Medicare & Medicaid Services (CMS) for Medicare and Medicaid members.
All coding and web site links are accurate at time of publication. EmblemHealth Services Company LLC, (“EmblemHealth”) has adopted the
herein policy in providing management, administrative and other services to HIP Health Plan of New York, HIP Insurance Company of New York,
Group Health Incorporated and GHI HMO Select, related to health benefit plans offered by these entities. All of the aforementioned entities are
affiliated companies under common control of EmblemHealth Inc.

Definitions
Oncotype DX is a multiparameter gene expression assay that predicts the likelihood of breast cancer
recurrence in members with newly diagnosed early stage invasive breast cancer. The test is used to
guide use of adjuvant tamoxifen and adjuvant chemotherapy.
Guideline
Members with breast cancer are eligible for Oncotype DX coverage when all of the following criteria are
met:
1.
2.
3.
4.
5.
6.
7.

Newly diagnosed (< 6 months)
Stage I or II
Node-negative or with 1–3 involved ipsilateral axillary lymph nodes
Micrometastases < 2mm in size (considered node-negative [Stage pN1])
Estrogen receptor-positive
Human epidermal growth factor receptor 2 (HER-2/neu) negative
Member will receive Tamoxifen or Tamoxifen and adjuvant chemotherapy
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Limitations/Exclusions
1. Repeat testing and indications other than those listed above (e.g., colon cancer) are not
considered medically necessary.
2. Tests for genetic expression profiling other than Oncotype are not considered medically
necessary** (i.e., BluePrint™, HerMark® [covered for Medicare members only], H:I ratio,
Rotterdam/Veridex 76-gene prognostic signature, HOX13:IL17BR [two-gene signature]).
** Policies for covered exceptions: Gene Expression Profiling for Breast Cancer — MammaPrint®, Gene
Expression Profiling for Breast Cancer — Breast Cancer Index.

Applicable Procedure Codes
Use for Medicare
81519

Oncology (breast), mRNA, gene expression profiling by real-time RT-PCR of 21 genes, utilizing
formalin-fixed paraffin embedded tissue, algorithm reported as recurrence score (New code
effective 01-01-2015)
Use for Commercial

S3854

Gene expression profiling panel for use in the management of breast cancer treatment
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