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OVERVIEW

As part of the treatment of localized breast cancer, breast-conserving surgery is optimally achieved by
attaining tumor-free margins around the surgical resection site. Handheld radiofrequency spectroscopy for
intraoperative assessment of surgical margins (eg, MarginProbe) is intended to increase the probability that
the surgeon will achieve clear margins in the initial procedure, thus avoiding the need for a second surgery to
excise more breast tissue.

MEDICAL CRITERIA
Not applicable

PRIOR AUTHORIZATION
Not applicable

POLICY STATEMENT

Medicare Advantage Plans

Handheld radiofrequency spectroscopy for intraoperative assessment of surgical margins during breast-
conserving surgery is not covered as the evidence is insufficient to determine that the technology results in an
improvement in the net health outcome.

Commercial Products

Handheld radiofrequency spectroscopy for intraoperative assessment of surgical margins during breast-
conserving surgery is not medically necessary as the evidence is insufficient to determine that the technology
results in an improvement in the net health outcome.

COVERAGE
Benefits may vary between groups/contracts. Please refer to the appropriate Benefit Booklet, Evidence of
Coverage, or Subscriber Agreement for applicable not medically necessary/not covered benefits/coverage.

BACKGROUND

As part of the treatment of localized breast cancer, breast-conserving surgery is optimally achieved by
attaining tumor-free margins around the surgical resection site. Failure to achieve clear margins will often
require additional surgery to re-excise breast tissue. Currently, histologic examination of excised tissues after
completion of surgery is the only method to determine definitively whether clear margins were achieved.
Intraoperative methods of assessing surgical margins, such as specimen imaging, frozen section pathology,
and touch print cytology, are either not highly accurate, not commonly available, or require considerable time
and resources.

A device to detect positive margins should have a high sensitivity, indicating the ability to accurately detect
any tumor found in the margins, ideally above 95%. While specificity is less important, excess false-positive
margin detection would lead to additional unnecessary tissue removal. A new device should have a specificity
at least matching current standard best practices, estimated at 85%.
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The MarginProbe is an intraoperative device which uses radiofrequency spectroscopy to measure the
dielectric properties of tissue into which it comes in contact. Cancer cells and normal breast tissues produce
different signals. A handheld probe is applied to a small area of the lumpectomy specimen and analyzes
whether the tissue is likely malignant or benign. The device gives a positive or negative reading for each
touch. If any touch on a particular margin gives a positive reading, the margin is considered to be positive and
more tissue should be re-excised if possible. The device can only be used on the main lumpectomy specimen;
it cannot be used on shavings or in the lumpectomy cavity of the patient’s breast. Use of MarginProbe is
intended to increase the probability that the surgeon will achieve clear margins in the initial surgery, thus
avoiding the need for a second procedure to excise more breast tissue.

For individuals who have localized breast cancer or ductal carcinoma in situ (DCIS) undergoing breast-
conserving surgery (lumpectomy) who are evaluated with handheld radiofrequency spectroscopy for
intraoperative assessment of surgical margins (eg, MarginProbe), the evidence includes a randomized trial,
several historical control studies, and a systematic review. Relevant outcomes are change in disease status and
morbid events. In the randomized trial, histologic examination of surgical margins was not used in the control
arm. The outcome measure (complete surgical resection) was not directly clinically relevant and was biased
against the control arm, and patient follow-up was insufficient to assess local recurrence rates. The difference
in re-excision rates between the 2 trial arms was not statistically significant. Diagnostic characteristics of the
device showed only moderate sensitivity and poor specificity; thus, the device will miss some cancers and
provide frequent false-positive results. Although several historical control studies have shown lower re-
excision rates among patients in whom MarginProbe was used, the studies lacked adequate rigor to
demonstrate whether the outcomes are attributable to MarginProbe. The studies did not report recurrence
outcomes, which is important for assessing adequacy of resection. A randomized trial that assesses recurrence
rates is required to evaluate whether the net health outcome improves with handheld radiofrequency
spectroscopy compared with standard intraoperative surgical margin evaluation, including histologic
techniques. The evidence is insufficient to determine that the technology results in an improvement in the net
health outcome.

CODING

Medicare Advantage Plans and Commercial Products

The following code(s) is not covered for Medicare Advantage Plans and not medically necessary for

Commercial Products:

0546T Radiofrequency spectroscopy, real time, intraoperative margin assessment, at the time of partial
mastectomy, with report

RELATED POLICIES
None
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This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical
judgment in the treatment of your patients. Benefits and eligibility are determined by the membet's subscriber agreement or member certificate
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific
benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases
medically necessary services which are non-covered benefits), you may not charge the member for the services unless you have informed the
member and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation
agreement(s) for the applicable provisions. This policy is current at the time of publication; however, medical practices, technology, and knowledge
are constantly changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue
Cross & Blue Shield of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association.
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