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SCINTIMAMMOGRAPHY AND GAMMA IMAGING OF THE BREAST AND AXILLA

Audience
Medical Management

Purpose

Medical policies provide general support for applying Mountain Health Co-Op member policy
document coverage decisions and must reference the member-specific benefit plan document. The
terms of the member-specific Policy document may differ from the standard benefit plan on which
this medical policy is based. If there is a conflict between a member-specific policy document and
the Mountain Health Co-Op medical policy, the member-specific policy document supersedes this
medical policy. Any person(s) applying this medical policy must identify member eligibility, the
member-specific policy document, and related policies or guidelines before applying this medical
policy, including the existence of any state or federal guidance. Mountain Health Co-Op medical
policies are designed for informational purposes only and are not an authorization, explanation of
benefits, or contract. Receipt of benefits is subject to satisfaction of all terms and conditions of the
member-specific policy document coverage. Mountain Health Co-Op reserves the sole discretionary
right to modify all policies and guidelines at any time.

N/A

Policy/Procedure

Description:

Scintimammography, breast-specific gamma imaging (BSGI), and molecular breast imaging (MBI)
use radiotracers in nuclear medicine to detect breast abnormalities. These tests differ in gamma
camera technology, which may improve diagnostic performance for detecting small lesions. BSGI
uses a single-head breast-specific gamma camera and a compression device, whereas MBI uses
dual-head breast-specific gamma cameras that also produce breast compression. Preoperative
lymphoscintigraphy and/or intraoperative handheld gamma detection of sentinel lymph nodes are
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methods used to identify them for biopsy after radiotracer injection. Surgical removal of one or
more sentinel lymph nodes is an alternative to complete axillary lymph node dissection for staging
evaluation and management of breast cancer.

Scintimammography, BSGI, and MBI for Diagnosis

For individuals who have dense breasts or a high risk for breast cancer who receive
scintimammography, BSGI, or MBI as an adjunct to mammography, the evidence includes diagnostic
accuracy studies. Relevant outcomes are overall survival, disease-specific survival, test validity, and
treatment-related morbidity. Three prospective studies have assessed the incremental difference in
diagnostic accuracy when BSGI or MBI is added to mammography in women at increased risk.
Sensitivity was higher with combined BSGI or MBI and mammography, but specificity was lower.
Studies of women at increased risk of breast cancer and negative mammograms found that a small
number of additional cancers were detected, but the recall rate was relatively high. Studies tended
to include women at different risk levels (e.g., women with dense breasts and those with BRCA1).
Moreover, any potential benefits must be weighed against the risks of additional radiation
exposure. The evidence is insufficient to determine the technology's effects on health outcomes.

Scintimammography, breast-specific gamma imaging (BSGI), and molecular breast imaging (MBI)
are considered investigational in all applications, including but not limited to its use as an adjunct
to mammography or in staging the axillary lymph nodes. There is insufficient evidence to support a
general conclusion concerning the health outcomes or benefits associated with these procedures.
As such, it will not be noncovered consistent with plan documents.

Radiopharmaceutical and Gamma Detection for Treatment

For individuals who have breast cancer undergoing sentinel lymph node biopsy for detection of
axillary metastases who receive radiopharmaceutical and gamma detection for localization of
sentinel lymph nodes, the evidence includes three studies and a meta-analysis. Relevant outcomes
are overall survival, disease-specific survival, test validity, and treatment-related morbidity. A meta-
analysis and three additional studies have shown that using radiopharmaceuticals and gamma
detection for sentinel lymph node localization yields high success rates; additionally, diagnostic
performance generally achieves higher detection rates with radiopharmaceuticals than with
alternative methods (e.g., using only blue dye). The evidence has indicated that sentinel lymph
node biopsy provides similar long-term outcomes as complete axillary lymph node dissection for
control of breast cancer and offers more favorable early results with reduced arm swelling and
better quality of life. The evidence is sufficient to determine that technology results in a meaningful
improvement in the net health outcome.

Use of radiopharmaceutical administration and gamma detection (lymphoscintigraphy) for the
localization of sentinel lymph nodes in individuals with breast cancer may be considered medically
necessary. It will be covered when the appropriate criteria for medical necessity are met.

1. Staging for breast cancer; OR
2. Staging melanoma

The most commonly used radiopharmaceutical for breast-specific gamma imaging (molecular
breast imaging) is technetium-99 m (Tc-99 m) sestamibi. The most frequently used
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radiopharmaceuticals for sentinel lymph node detection, whether via lymphoscintigraphy or
handheld gamma detection, include Tc-99m-labeled colloids (e.g., sulfur colloid).

Technetium 99m (Tc99m) sestamibi is not indicated for breast cancer screening and is considered
investigational, and it will not be non-covered consistent with plan documents.

Scintimammography and BSGI for Treatment

For individuals who have breast cancer undergoing detection of residual tumor after neoadjuvant
therapy who receive scintimammography and BSGlI, the evidence includes diagnostic accuracy
studies and a meta-analysis. Relevant outcomes are overall survival, disease-specific survival, test
validity, and treatment-related morbidity. The meta-analysis of studies evaluating the accuracy of
BSGI for detecting residual tumor after neoadjuvant therapy found a pooled sensitivity of 86% and
a pooled specificity of 69%, compared with histopathologic analysis. No studies were identified that
compared the diagnostic accuracy of BSGI with other imaging approaches or investigated the
clinical utility of this potential application. The evidence is insufficient to determine the effects of
technology on health outcomes. Scintimammography and BSGI for treatment are considered
Investigational. As such, it will not be non-covered, consistent with plan documents.

For individuals who have breast cancer undergoing surgical planning for breast-conserving therapy
who receive scintimammography and BSGlI, the evidence includes a retrospective observational
study. Relevant outcomes are overall survival, disease-specific survival, test validity, and treatment-
related morbidity.

In the retrospective study, results suggested that magnetic resonance imaging identified more
patients than BSGI who were not appropriate candidates for breast-conserving therapy. Prospective
comparative studies are needed. The evidence is insufficient to determine the technology's effects
on health outcomes.

For individuals who have breast cancer undergoing detection of axillary metastases who receive
scintimammography and BSGI, the evidence includes diagnostic accuracy studies and systematic
reviews of diagnostic accuracy studies. Relevant outcomes are overall survival, disease-specific
survival, test validity, and treatment-related morbidity. A meta-analysis of diagnostic accuracy
studies found that the sensitivity and specificity of BSGI are insufficient for this technology to
replace the current standard practice, surgical nodal dissection. The evidence is insufficient to
determine the effects of technology on health outcomes.

CPT Codes

$8080 Scintimammography (radioimmunoscintigraphy of the breast), unilateral, including supply of
radiopharmaceutical

78195 Under Diagnostic Nuclear Medicine Procedures on the Hematopoietic, Reticuloendothelial
and Lymphatic System
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78800 Radiopharmaceutical localization of tumor, inflammatory process or distribution of
radiopharmaceutical agent(s) (includes vascular flow and blood pool imaging, when performed);
planar, single area (eg, head, neck, chest, pelvis), single day imaging

78801 Radiopharmaceutical localization of tumor, inflammatory process or distribution of
radiopharmaceutical agent(s) (includes vascular flow and blood pool imaging, when performed);
planar, 2 or more areas (eg, abdomen and pelvis, head and chest), 1 or more days imaging or single

area imaging over 2 or more days

78835 Radiopharmaceutical quantification measurement(s) single area (List separately in addition
to code for primary procedure)

A9500 Technetium Tc-99m sestamibi, diagnostic, per study dose, up to 40 millicuries
A9520 Technetium Tc-99m, tilmanocept, diagnostic, up to 0.5 mCi

A9541 Technetium Tc-99m sulfur colloid, diagnostic, per study dose, up to 20 mCi

1. O'Connor M, Rhodes D, Hruska C. Molecular breast imaging. Expert Rev Anticancer Ther.
Aug 2009; 9(8): 1073-80. PMID 19671027

2. Krag DN, Anderson SJ, Julian TB, et al. Sentinel-lymph-node resection compared with
conventional axillary-lymph-node dissection in clinically node-negative patients with breast
cancer: overall survival findings from the NSABP B-32 randomized phase 3 trial. Lancet
Oncol. Oct 2010; 11(10): 927-33. PMID 20863759

3. Ashikaga T, Krag DN, Land SR, et al. Morbidity results from the NSABP B-32 trial comparing
sentinel lymph node dissection versus axillary dissection. J Surg Oncol. Aug 01 2010; 102(2):
111-8. PMID 20648579

4. Ram R, Singh J, McCaig E. Sentinel Node Biopsy Alone versus Completion Axillary Node
Dissection in Node Positive Breast Cancer: Systematic Review and Meta-Analysis. Int J Breast
Cancer. 2014; 2014: 513780. PMID 25383226

5. DailyMed. Kit for the preparation of technetium TC99M sestamibi. 2019;
https://dailymed.nIlm.nih.gov/dailymed/druginfo.cfm?setid=8c03a854-185a-45d7-883f-
9f87e4750181.

6. Hruska CB, O'Connor MK. Nuclear imaging of the breast: translating achievements in
instrumentation into clinical use. Med Phys. May 2013; 40(5): 050901. PMID 23635248

7. Schillaci O, Spanu A, Danieli R, et al. Molecular breast imaging with gamma emitters. Q J
Nucl Med Mol Imaging. Dec 2013; 57(4): 340-51. PMID 24322791

8. GE Healthcare. Myoview (Kit for the preparation of technetium Tc99m tetrofosmin for
injection). 2017 April; https://www.gehealthcare.com/-
/issmedia/918cbfdcae184f449d731d4dcffc492f.pdf?la=en-us. August 25, 2022.

Proprietary and Confidential
Version History 1.1



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

Aarsvold JN, Alazraki NP. Update on detection of sentinel lymph nodes in patients with
breast cancer. Semin Nucl Med. Apr 2005; 35(2): 116-28. PMID 15765374

American College of Radiology (ACR). Appropriateness criteria: Supplemental breast cancer
screening based on breast density. 2021; https://acsearch.acr.org/docs/3158166/Narrative/.
Accessed August 7, 2024.

Hruska CB, O'Connor MK. Curies, and Grays, and Sieverts, Oh My: A Guide for Discussing
Radiation Dose and Risk of Molecular Breast Imaging. ] Am Coll Radiol. Oct 2015; 12(10):
1103-5. PMID 26435124

Hendrick RE. Radiation doses and cancer risks from breast imaging studies. Radiology. Oct
2010; 257(1): 246-53. PMID 20736332

Health risks from exposure to low levels of ionizing radiation: BEIR VII, Phase 2. Washington,
DC: National Research Council of the National Academies Press; 2006.

Berrington de Gonzalez A, Berg CD, Visvanathan K, et al. Estimated risk of radiation-induced
breast cancer from mammographic screening for young BRCA mutation carriers. J Natl
Cancer Inst. Feb 04 2009; 101(3): 205-9. PMID 19176458

Ernestos B, Nikolaos P, Koulis G, et al. Increased chromosomal radiosensitivity in women
carrying BRCA1/BRCA2 mutations assessed with the G2 assay. Int J Radiat Oncol Biol Phys.
Mar 15 2010; 76(4): 1199-205. PMID 20206018

Food and Drug Administration (FDA). 510(k) Summary: Gamma MedicaTM Instruments:
LumaGEM Scintillation Camera (K993813). 2000;
https://www.accessdata.fda.gov/cdrh_docs/pdf/K993813.pdf.

Rhodes DJ, Hruska CB, Conners AL, et al. Journal club: molecular breast imaging at reduced
radiation dose for supplemental screening in mammographically dense breasts. AJR Am J
Roentgenol. Feb 2015; 204(2): 241-51. PMID 25615744

Shermis RB, Wilson KD, Doyle MT, et al. Supplemental Breast Cancer Screening With
Molecular Breast Imaging for Women With Dense Breast Tissue. AJR Am J Roentgenol. Aug
2016; 207(2): 450-7. PMID 27186635

Brem RF, Ruda RC, Yang JL, et al. Breast-Specific y-Imaging for the Detection of
Mammographically Occult Breast Cancer in Women at Increased Risk. J Nucl Med. May
2016; 57(5): 678-84. PMID 26823569

Zhang Z, Wang W, Wang X, et al. Breast-specific gamma imaging or ultrasonography as
adjunct imaging diagnostics in women with mammographically dense breasts. Eur Radiol.
Nov 2020; 30(11): 6062-6071. PMID 32524221

Rhodes DJ, Hruska CB, Phillips SW, et al. Dedicated dual-head gamma imaging for breast
cancer screening in women with mammographically dense breasts. Radiology. Jan 2011;
258(1): 106-18. PMID 21045179

Brem RF, Rapelyea JA, Zisman G, et al. Occult breast cancer: scintimammography with high-
resolution breast-specific gamma camera in women at high risk for breast cancer. Radiology.
Oct 2005; 237(1): 274-80. PMID 16126919

Proprietary and Confidential

Version History 1.1




23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

Cho MJ, Yang JH, Yu YB, et al. Validity of breast-specific gamma imaging for Breast Imaging
Reporting and Data System 4 lesions on mammography and/or ultrasound. Ann Surg Treat
Res. Apr 2016; 90(4): 194-200. PMID 27073789

Meissnitzer T, Seymer A, Keinrath P, et al. Added value of semi-quantitative breast-specific
gamma imaging in the work-up of suspicious breast lesions compared to mammography,
ultrasound and 3-T MRI. Br J Radiol. Jul 2015; 88(1051): 20150147. PMID 25882690

Tan H, Jiang L, Gu Y, et al. Visual and semi-quantitative analyses of dual-phase breast-specific
gamma imaging with Tc-99m-sestamibi in detecting primary breast cancer. Ann Nucl Med.
Jan 2014; 28(1): 17-24. PMID 24142630

Spanu A, Sanna D, Chessa F, et al. The clinical impact of breast scintigraphy acquired with a
breast specific y-camera (BSGC) in the diagnosis of breast cancer: incremental value versus
mammography. Int J Oncol. Aug 2012; 41(2): 483-9. PMID 22641247

Hruska CB, Phillips SW, Whaley DH, et al. Molecular breast imaging: use of a dual-head
dedicated gamma camera to detect small breast tumors. AJR Am J Roentgenol. Dec 2008;
191(6): 1805-15. PMID 19020253

Spanu A, Chessa F, Meloni GB, et al. The role of planar scintimammography with high-
resolution dedicated breast camera in the diagnosis of primary breast cancer. Clin Nucl Med.
Nov 2008; 33(11): 739-42. PMID 18936602

Brem RF, Petrovitch |, Rapelyea JA, et al. Breast-specific gamma imaging with 99mTc-
Sestamibi and magnetic resonance imaging in the diagnosis of breast cancer--a comparative
study. Breast J. 2007; 13(5): 465-9. PMID 17760667

Guo C, Zhang C, Liu J, et al. Is Tc-99m sestamibi scintimammography useful in the prediction
of neoadjuvant chemotherapy responses in breast cancer? A systematic review and meta-
analysis. Nucl Med Commun. Jul 2016; 37(7): 675-88. PMID 26974314

Lee HS, Ko BS, Ahn SH, et al. Diagnostic performance of breast-specific gamma imaging in
the assessment of residual tumor after neoadjuvant chemotherapy in breast cancer
patients. Breast Cancer Res Treat. May 2014; 145(1): 91-100. PMID 24671359

Edwards C, Williams S, McSwain AP, et al. Breast-specific gamma imaging influences surgical
management in patients with breast cancer. Breast J. 2013; 19(5): 512-9. PMID 23848225

33. Xu HB, Li L, Xu Q. Tc-99m sestamibi scintimammography for the diagnosis of breast cancer:
meta-analysis and meta-regression. Nucl Med Commun. Nov 2011; 32(11): 980-8. PMID
21956488

e MedCom

e Health Plan Services (HPS)

Date

Description

07/03/2024 | New Policy

Proprietary and Confidential
Version History 1.1




1/2026 Review and 2026 Updates

4/27/2026 Reviewed and Approved by Policy Committee

This document is for informational purposes only and should not be relied on in the diagnosis and
care of individual patients. Medical and Coding/Reimbursement policies do not constitute medical
advice, plan preauthorization, certification, an explanation of benefits, or a contract. Members
should consult appropriate healthcare providers for medical advice, care, and treatment. Benefits
and eligibility are determined before medical guidelines and payment guidelines are applied.
Benefits are determined by the member’s benefit plan, effective when services are rendered.

The codes for treatments and procedures applicable to this policy are included for informational
purposes. Including or excluding a procedure, diagnosis, or device code(s) does not constitute or
imply member coverage or provider reimbursement policy. Please refer to the member's contract
benefits in effect at the time of service to determine coverage or non-coverage of these services as
they apply to an individual member.

Mountain Health CO-OP makes no representations and accepts no liability regarding the content of
any external information cited or relied upon in this policy. Mountain Health CO-OP updates its
Coverage Policies regularly and reserves the right to amend these policies and give notice per State
and Federal requirements.

No part of this publication may be reproduced, stored in a retrieval system, or transmitted in any
form or by any means, electronic, mechanical, photocopying, or otherwise, without permission
from Mountain Health CO-OP.

“Mountain Health CO-OP” and its accompanying logo and marks are protected and registered
trademarks of Mountain Health CO-OP. The content of this Service is proprietary and protected by
copyright. You may access the copyrighted content of this Service only for purposes outlined in
these Conditions of Use.
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