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INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna companies. Coverage Policies are intended to provide
guidance in interpreting certain standard Cigna benefit plans. Please note, the terms of a customer’s particular benefit plan document
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may
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plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable
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treatment and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations. Proprietary information of Cigna. Copyright ©2014 Cigna

Coverage Policy

Cigna does not cover tomosynthesis-guided localization/biopsy because it is experimental,
investigational or unproven.

General Background

The presence or absence of carcinoma in a suspicious clinically or mammographically detected abnormality can
only be reliably determined by tissue sampling. A biopsy remains the standard technique for diagnosing both
palpable and nonpalpable breast abnormalities and is the preferred initial method of evaluating almost all breast
masses (Burstein, 2011). Studies have shown that the combination of a physical examination, radiographic
imaging and cyto/histo/pathological confirmation, also referred to as “the triple-test,” can produce accuracy
levels of over 90% when all three components are concordant for benign or malignant disease (Singhal, 2011).

The American College of Radiology ([ACR], 2011) has developed a standard way of describing mammogram
findings known as the Breast Imaging Reporting and Data System (BI-RADS). Indications for breast biopsy
include BI-RADS category four (i.e., suspicious abnormality) and category five (i.e., highly suggestive of
malignancy) lesions. Under certain circumstances when a mass or radiographic abnormality is categorized as
probably benign in the presence of high patient anxiety, family history of breast cancer, or poor likelihood of
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compliance with recommended six-month follow-up ima%ing, a breast biopsy may be recommended for category
three lesions (National Comprehensive Cancer Network” [NCCN®], 2014).

The advantages of minimally invasive breast biopsy methods relative to open surgical biopsy include less
discomfort for the patient, a reduction in scarring and cosmetic defect, less invasive procedure, and quicker
patient recovery. Several techniques may be used to obtain tissue samples, including fine needle aspiration
biopsy, core-needle biopsy with ultrasound or stereotactic (e.g., conventional core), vacuum-assisted core (e.g.,
automated or by the Advanced Breast Biopsy Instrumentation [ABBI®] system), automated excisional biopsy,
and wire localization. Wire localization is the standard of care for the localization of nonpalpable breast lesions
prior to excisional surgical biopsy. Radioactive seed localization has also been proposed as a means to facilitate
the operative excision of non-palpable breast lesions. Image guidance is also used for preoperative needle
localization.

Tomosynthesis—Guided Biopsy

The use of tomosythesis to guide breast procedures such as localization/biopsy is currently under investigation.
Breast tomosynthesis, also called three-dimensional (3D) breast imaging, is a mammography system where the
x-ray tube moves in an arc over the breast during the exposure. It creates a series of thin slices from which
numerous projection images are obtained. Data from these projection images are then manipulated using
reconstruction algorithms similar to computed tomography (CT) scans to produce thin-slice cross-sectional
images through the breast. The manufacturer of the Affirm Breast Biopsy Guidance System (Hologic, Inc.,
Danbury, CT) states that this biopsy option allows a radiologist to locate and target areas of interest for biopsy
using tomosynthesis (Hologic, 2014). However, the published peer-reviewed scientific literature has not
demonstrated the accuracy and clinical utility of three-dimensional (3D) digital tomosynthesis.

U.S. Food and Drug Administration (FDA): The Affirm Breast Biopsy Guidance System (Hologic, Inc.,
Danbury, CT) was granted approval by the FDA via the 510(k) process on January 11, 2013. The Affirm Breast
Biopsy Guidance System is considered substantially equivalent to another device already on the market which
is used with the Selenia Full Field Digital Mammography X-ray system to provide location of areas of concern
and pre-surgical localization for performance of breast biopsies on an upright mammography system. The Affirm
system is “intended to provide guidance for interventional purposes (e.g., biopsy, pre-surgical focalization or
treatment devices)” (FDA, 2013).

Literature Review: There is a paucity of studies in the published peer-reviewed scientific literature evaluating
tomosythesis-guided breast procedures. Few evaluation studies consisting of patient populations ranging from
39-118 have been conducted (Tucker, et al., 2014; Viala, et al., 2013). Reported adverse events have included
hematoma (n=8), hemorrhage (n=5), and infection (n=1) (Viala, et al., 2013; n=118 biopsies). Although results of
these preliminary studies suggest that 3D digital tomosynthesis may improve visualization of breast lesions over
conventional two-dimensional (2D) imaging, insufficient evidence exists to demonstrate safety and effectiveness
and to determine the role of this technology in breast biopsy or pre-surgical localization.

Professional Societies/Organizations

The National Comprehensive Cancer Network (NCCN) guidelines Breast Cancer Screening and Diagnosis
support the use of tissue diagnosis using needle biopsy (preferred) or needle localization excisional biopsy for
BI-RADS categories 4 and 5 lesions. According to the NCCN, breast biopsy is recommended if a suspicious
malignancy is identified by diagnostic mammogram and/or ultrasound (NCCN, 2014). The NCCN does address
tomosynthesis-guided breast interventions.

The American Cancer Society (ACS) supports the use of various biopsy techniques, including excisional biopsy,
wire localization, fine needle aspiration, core needle biopsy, stereotactic needle biopsy, stereotactic core needle
biopsy, and vacuum-assisted breast biopsy (ACS, 2014a). The ACS states that the role of breast tomosynthesis
in screening and diagnosing breast cancer is still unclear (ACS, 2014b).

Use Outside of the US
No relevant information.

Summary
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Evidence in the published, peer-reviewed medical literature investigating tomosythesis-guided breast
interventions is limited. Overall, there is insufficient evidence from which to draw conclusions regarding the
effectiveness and clinical utility. As such, tomosynthesis for breast interventional procedures is unproven.

Coding/Billing Information

Note: 1) This list of codes may not be all-inclusive.

2) Deleted codes and codes which are not effective at the time the service is rendered may not be eligible

for reimbursement

Experimental/Investigational/Unproven/Not Covered when used to report tomosynthesis—guided
localization/biopsy:

CPT* Codes | Description

76499 Unlisted diagnostic radiographic procedure

77061 Digital breast tomosynthesis; unilateral (Code effective 01/01/2015)
77062 Digital breast tomosynthesis; bilateral (Code effective 01/01/2015)

*Current Procedural Terminology (CPT®) ©2013 American Medical Association: Chicago, IL.
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