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Medical Policy

Joint Medical Policies are a source for BCBSM and BCN medical policy information only.
These documents are not to be used to determine benefits or reimbursement. Please
reference the appropriate certificate or contract for benefit information.
____________________________________________________________________________
Category: Laboratory
*Current Policy Effective Date: 1/1/09

Title: CA 15-3 and CA 27.29 Tumor
Markers for Breast Cancer

Procedure Code(s):
86300

____________________________________________________________________________
Description/Background
Tumor markers are hormones, enzymes or antigens produced by tumor cells and measurable in
higher-than-normal amounts in the blood, urine or body tissues of some patients with certain
types of cancers. Tumor markers are produced either by the tumor itself or by the body in
response to the presence of cancer or certain benign conditions. Measurements of tumor
marker levels can be useful, when used along with x-rays or other tests, in the detection and
diagnosis of some types of cancer. Enzyme radioimmunoassay is a way to determine serum
levels of certain hormones as tumor markers. When elevated, serum concentration of these
markers may reflect tumor size and grade.
However, measurements of tumor marker levels alone are not sufficient to diagnose cancer for
the following reasons:
• Levels can be elevated in people with benign conditions
• Levels are not elevated in every person with cancer, especially in the early stages of the
disease and
• Markers are not specific to a particular type of cancer; the level of a tumor marker can be
raised by more than one type of cancer.
In addition to their role in cancer diagnosis, some tumor marker levels are measured before
treatment to help doctors plan appropriate therapy. In some types of cancer, tumor marker
levels reflect the extent (stage) of the disease and can be useful in predicting how well the
disease will respond to treatment. Levels may also be measured during treatment to monitor a
patient’s response to treatment. A decrease or return to normal in the level may indicate that the
(*See policy history boxes for any previous effective dates, if applicable)
-1BCBSM/BCN Medical Policies are developed to provide general information about Blue Cross Blue Shield and Blue Care
Network of Michigan medical policies. This policy is not intended to offer coverage or medical advice. This policy may be
updated and is therefore subject to change.
CA 15-3 and CA 27.29 Tumor Markers for Breast Cancer.ps.010109.EST

Medical Policy Title: CA 15-3 and CA 27.29 Tumor Markers for Breast Cancer

cancer has responded favorably to therapy. If the level rises, it may indicate that the cancer is
growing. Finally, measurements of tumor marker levels may be used after treatment has ended
as part of follow-up to check for recurrence.
CA 15-3 detects an oncofetal antigen, expressed by several carcinomas notably breast and
these levels are most useful in following the course of treatment in women diagnosed with
breast cancer, especially advanced breast cancer. CA 15-3 levels are rarely elevated in women
with early stage breast cancer. Cancers of the ovary, lung and prostate may also raise CA15-3
levels and may be associated with noncancerous conditions, such as benign breast or ovarian
disease, endometriosis, pelvic inflammatory disease and hepatitis. Pregnancy and lactation can
also cause CA 15-3 levels to rise.
CA 27.29 is a monoclonal antibody used to detect an epitope on a glycoprotein (MUC1) that is
present on the surface of normal epithelial cells. Like CA 15-3 antigen it is found in the blood of
most breast cancer patients. CA 27.29 levels may be used in conjunction with other procedures
(e.g., mammograms and measurements of other tumor marker levels) to check for recurrence in
women previously treated for stage II and stage III breast cancer. CA 27.29 levels can also be
elevated by cancers of the colon, stomach, kidney, lung, ovary, pancreas, uterus and liver. First
trimester pregnancy, endometriosis, ovarian cysts, benign breast disease, kidney disease and
liver disease are noncancerous conditions that can also elevate CA 27.29 levels.
____________________________________________________________________________
CPT/HCPCS Level II Codes and Description (Note: The inclusion of a code in this list is
not a guarantee of coverage. Please refer to the medical policy statement to determine the status of a
given procedure)

Established codes:
86300
Immunoassay for tumor antigen, quantitative; CA 15-3 (27.29)
____________________________________________________________________________
Diagnoses/Medical Conditions
•

Malignant neoplasm of female breast
Malignant neoplasm of male breast
____________________________________________________________________________
•

Medical Policy Statement
The safety and effectiveness of this diagnostic laboratory test (immunoassay for CA 15-3 and
CA 27.29) as a tumor marker to aid in the management of patients with breast cancer have
been established. It may be considered a useful diagnostic option when indicated.
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Rationale
Medicare, in their national coverage determination, for tumor antigen by immunoassay CA
15-3/CA 27.29 states “multiple tumor markers are available for monitoring the response of
certain malignancies to therapy and assessing whether residual tumor exists post-surgical
therapy. CA 15-3 is often medically necessary to aid in the management of patients with
breast cancer. Serial testing must be used in conjunction with other clinical methods for
monitoring breast cancer.” The American Society of Clinical Oncology states, “When used
along with x-rays, higher than normal levels of tumor markers can help doctors diagnose
and follow some types of cancer.”
Medical Policy Position Summary (Non-clinical summary statement for
customer use)

CA 15-3 and CA 27.29 are markers used to recognize certain tumors. They are the
products of the tumor itself or the body’s response to the presence of cancer. Tumor
marker measurements may be useful when used along with other tests to detect and
diagnose some types of cancers. Tumor markers may also be used to predict how well the
disease is responding to treatment, whether the cancer is growing and to check for
recurrence. CA 15-3 may be useful in following the course of treatment of advanced breast
cancer. CA 27.29 is another tumor marker assessed in breast cancer patients.
Both CA 15-3 and CA27.29 testing is established as safe and effective in managing a
patient with breast cancer.
____________________________________________________________________________
Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may
support individual consideration and pre-authorization decisions)

Exclusion:
Not covered for evaluation or screening of patients with signs or symptoms suggestive of
malignancy of the breast.
___________________________________________________________________________
Related Policies
N/A
___________________________________________________________________________
Medicare Information
Centers for Medicare and Medicaid Services, “NCD for Tumor Antigen by Immunoassay – CA
15-3/CA 27.29 (190.29),” Implementation Date 1/1/2003.
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Immunoassay determinations of the serum levels of certain proteins or carbohydrates serve as
tumor markers. When elevated, serum concentration of these markers may reflect tumor size
and grade. This policy specifically addresses the following tumor antigens; CA15-3 and CA
27.29.
Indications
Multiple tumor markers are available for monitoring the response of certain malignancies to
therapy and assessing whether residual tumor exists post-surgical therapy.
CA 15-3 is often medically necessary to aid in the management of patients with breast cancer.
Serial testing must be used in conjunction with other clinical methods for monitoring breast
cancer. For monitoring, if medically necessary, use consistently either CA15-3 or CA27.29, not
both.
CA27.29 is equivalent to CA 15-3 in its usage in management of patients with breast cancer.
Limitations
These services are not covered for the evaluation of patients with signs or symptoms
suggestive of malignancy. The service may be ordered at times necessary to assess either the
presence of recurrent disease of the patient’s response to treatment with subsequent treatment
cycles.
(The above Medicare information is current as of the review date for this policy. However, the
coverage issues and policies maintained by the Centers for Medicare & Medicaid Services [CMS,
formerly HCFA] are updated and/or revised periodically. Therefore, the most current CMS
information may not be contained in this document. For the most current information, the reader
should contact an official Medicare source.)

___________________________________________________________________________
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The articles reviewed in this research include those obtained in an Internet based literature search
for relevant medical references through August 18, 2008 the date the research was completed.
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BLUE CARE NETWORK BENEFIT COVERAGE
POLICY: CA 15-3 AND CA 27.29 TUMOR MARKERS FOR BREAST CANCER
I. Short Description
CA 15-3 and CA 27.29 are markers used to recognize certain tumors. They are the
products of the tumor itself or the body’s response to the presence of cancer. Tumor
marker measurements may be useful when used along with other tests to detect and
diagnose some types of cancers. Tumor markers may also be used to predict how well
the disease is responding to treatment, whether the cancer is growing and to check for
recurrence. CA 15-3 may be useful in following the course of treatment of advanced
breast cancer. CA 27.29 is another tumor marker assessed in breast cancer patients.
Both CA 15-3 and CA27.29 testing is established as safe and effective in managing a
patient with breast cancer
II. Coverage Determination:
Commercial HMO (includes SelfFunded groups unless otherwise
specified)
BCNA (Medicare Advantage)
BCN65 (Medicare
Complementary)
BlueCaid

Covered

Covered
Coinsurance covered if primary Medicare covers
the service.
Covered

III. Administrative Guidelines:
• The member's contract must be active at the time the service is rendered.
• The service must be authorized by the member's PCP except for Self-Referral Option
•
•
•
•

(SRO) members seeking Tier 2 coverage.
Services must be performed by a BCN-contracted provider, if available, except for
Self-Referral Option (SRO) members seeking Tier 2 coverage.
Payment is based on BCN payment rules, individual certificate benefits and certificate
riders.
Appropriate copayments will apply. Refer to certificate section, “Diagnostic and
Therapeutic Services” and applicable riders for detailed information.
CPT - HCPCS codes are used for descriptive purposes only and are not a guarantee
of coverage.

IV. Effective Dates:
Policy updated: 1/1/07; 1/1/09
Joint policy effective date: 2/26/04
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