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Section 50-59, Percutaneous Image-Guided Breast Biopsy, is a new section that implements a new
policy that covers percutaneous image-guided breast biopsy.

This section of the Coverage Issues Manual is a national coverage decision (NCD). NCDs are
binding on all Medicare carriers, intermediaries, peer review organizations, Health Maintenance
Organizations, Competitive Medical Plans, and Health Care Prepayment Plans. Under 42 CFR
§422.256(b), an NCD that expands coverage is also binding on a Medicare+Choice organization. In
addition, an administrative law judge may not review an NCD. (See §1869(f)(1)(A)(i) of the Social
Security Act).

These instructions shall be implemented within your current operating budget.
DISCLAIMER: The revision date and transmittal number only apply to the redlined

material. All other material was previously published in the manual and
is only being reprinted.
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09-02 COVERAGE ISSUES - DIAGNOTIC SERVICES 50-56

50-56 HOME PROTHROMBIN TIME INTERNATIONAL NORMALIZED RATIO (INR)
MONITORING FOR ANTICOAGULATION MANAGEMENT

Use of the International Normalized Ratio (INR) allows physicians to determine the level of
anticoagulation in a patient independent of the laboratory reagents used. The INR is the ratio of the
patient's prothrombin time compared to the mean prothrombin time for a group of normal
individuals. Maintaining patients within the therapeutic range minimizes adverse events associated
with inadequate or excessive anticoagulation such as serious bleeding or thromboembolic events.
Patient self-testing and self-management through the use of a home INR monitor may be used to
improve the time in therapeutic rate (TTR) for select groups of patients. Increased TTR leads to
improved clinical outcomes and reductions in thromboembolic and hemorrhagic events.

Home prothrombin monitoring with the use of INR devices is covered only for patients with
mechanical heart valves. The monitor and the home testing must be prescribed by a treating
physician as provided at 42 C.F.R. 410.32 (a) and the following requirements must be met:

1. The patient must have been anticoagulated for at least three months prior to use of the home
INR device;

2.  The patient must undergo an educational program on anticoagulation management and the use
of the device prior to its use in the home; and

3. Self-testing with the device should not occur more frequently than once a week.

50-57.1 CURRENT PERCEPTION THRESHOLD/SENSORY NERVE CONDUCTION
THRESHOLD TEST (sNCT) NONCOVERED

The Current Perception Threshold/Sensory Nerve Conduction Threshold (sNCT) test is a diagnostic
test used to diagnose sensory neuropathies. The device is a noninvasive test that uses transcutaneous
electrical stimuli to evoke a sensation. There is insufficient scientific or clinical evidence to

consider this device reasonable and necessary within the meaning of Section 1862(a)(1)(A) of the
law and will not be covered by Medicare.

50-58  SINGLE PHOTON EMISSION TOMOGRAPHY — COVERED

Single-photon emission computed tomography (SPECT) acquires information on the concentration
of radionuclides introduced into the patient’s body. It is useful in the diagnosis of several clinical
conditions including:

e  stress fracture

e  spondylosis

e infection (e.g., discitis)

e tumor (e.g., osteoid osteoma)

e analyze blood flow to an organ, as in the case of myocardial viability

e differentiate ischemic heart disease from dilated cardiomyopathy.
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50-58 (Cont. - -

Frequency limitations: Contractor discretion.

In the case of myocardial viability, FDG PET may be used following a SPECT that was found to be
inconclusive. However, SPECT may not be used following an inconclusive FDG PET performed to
evaluate myocardial viability.

50-59  PERCUTANEOUS IMAGE-GUIDED BREAST BIOPSY

Percutaneous image-guided breast biopsy is a method of obtaining a breast biopsy through a
percutaneous incision by employing image guidance systems. Image guidance systems may be
either ultrasound or stereotactic.

The Breast Imaging Reporting and Data System (or BIRADS system) employed by the American
College of Radiology provides a standardized lexicon with which radiologists may report their
interpretation of a mammogram. The BIRADS grading of mammograms is as follows: Grade I-
Negative, Grade [I-Benign finding, Grade I1I-Probably benign, Grade IV-Suspicious abnormality,
and Grade V-Highly suggestive of malignant neoplasm.

A. Nonpalpable Breast Lesions.--

Effective January 1, 2003, Medicare covers percutaneous image-guided breast biopsy using
stereotactic or ultrasound imaging for a radiographic abnormality that is nonpalpable and is graded
as a BIRADSIII, IV, or V.

B. Palpable Breast Lesions.--

Effective January 1, 2003, Medicare covers percutaneous image guided breast biopsy using
stereotactic or ultrasound imaging for palpable lesions that are difficult to biopsy using palpation
alone. Contractors have the discretion to decide what types of palpable lesions are difficult to
biopsy using palpation.
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