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. POLICY

It is the policy of UPMC Health Plan to recognize Bladder Tumor Antigen testing as
appropriate and consistent with good medical practice when performed for the indications
listed in this policy. Coverage for this service is based upon medical necessity as detailed
in this policy and according to the individual member’s benefit plan.

1. DEFINITIONS

Bladder tumor antigen testing is a test for the detection of bladder tumor antigen in the
urine to monitor the progression and recurrences of bladder cancer.

Cystoscopy is an examination with a narrow, flexible tube-like instrument passed
through the urethra to examine the bladder and urinary tract for structural abnormalities
or obstructions, such as tumors or stones.

IV pyelography is an X-ray of the urinary tract. A dye is injected to make urine visible
on the X-ray and show any blockage in the urinary tract.

Retrograde pyelography uses special contrast agent (dye) to produce detailed X-ray
pictures of the ureters and kidneys — the dye is injected into the ureters rather than a vein.

Urine cytology is the microscopic examination of cells obtained from a urine sample.
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1.  PURPOSE

The purpose of this policy is to define the appropriate indications for coverage of Bladder
Tumor Antigen testing.

IV. SCOPE
This policy applies to various UPMC Health Plan departments as indicated by the Benefit
and Reimbursement Committee. These include but are not limited to: Medical

Management, Benefit Configuration and Claims departments.

V. PROCEDURE

A. Medical Description/Background

Bladder tumor antigen (BTA\) is a latex agglutination assay for the qualitative detection
of bladder tumor antigen in the urine. This tumor marker can be used in the monitoring
and surveillance of treatments for patients with previously diagnosed bladder cancer. It is
considered experimental when used for the screening of bladder cancer.

Because of the low sensitivity of cytology, several urine based tests have been developed
as an adjunct to cytology and cystoscopy for the diagnosis and follow-up of patients with
transitional cell carcinoma (TCC). These tests are usually objective, qualitative or
quantitative and have higher sensitivity than cytology but some have lower specificity.
No single bladder tumor marker has emerged as the generally accepted test of choice and
none is a screening tool for detecting bladder malignancy. The urine based marker tests
have been shown to be accurate in detecting low grade bladder tumors. These tests may
be of help in deciding the need for further diagnostic testing of patients with a previous
history of bladder cancer and negative results on urine cytology. An elevated level of
bladder tumor marker in a patient with a history of TCC may warrant earlier rather than
delayed cystoscopic examination. Likewise, consideration may be given to lengthening
cystoscopic evaluation when values of the tumor markers are normal.

Some of the U.S. Food & Drug Administration’s (FDA) approved bladder tumor
detection tests are:
e BTA (Bladder Tumor Antigen) Stat test by BARD Diagnostic - this test was the
first approved by the FDA in 1995 as a class |1 device. It could be used in the
physician office or at home. The BTA TRAK test is done in the laboratory.

o NMP22 test (nuclear matrix protein) — the FDA approved this Class Il device in
2002. This test could be used in the doctor’s office or at home.

e AccuDx by Intracel (formerly called AuraTek) (fibrin/fibrinogen degradation
products) is a rapid urine dipstick immunoassay lab test. This lab test is
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categorized by the FDA as part of their clinical laboratory improvements
amendments (CLIA).

e UroVysion fluorescent in situ hybridization (FISH) test by Abbott — in 2005 the
FDA granted premarket approval for this Class 1l test as an aid for initial
diagnosis of bladder cancer in patients with hematuria in conjunction with
cystoscopy and in 2001 also for monitoring tumor recurrence in patients with a
history of bladder cancer.

e There are other tumor marker tests which are under investigation — CYFRA21-1,
Sialyl LewisX, BLCA-4, Cangen test (in clinical trials).

B. Indications

Bladder tumor antigen testing is only indicated for the following:
e Follow-up treatment for bladder cancer or
e Monitoring for the eradication of bladder cancer or
e Recurrence after eradication.

C. Limitations

Bladder tumor antigen testing is considered experimental/investigational for the
screening of bladder cancer.

D. Variations
N/A
E. References
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Disclaimer:

UPMC Health Plan medical payment and prior authorization policies do not constitute medical
advice and are not intended to govern or otherwise influence the practice of medicine. The
policies constitute only the reimbursement and coverage guidelines of UPMC Health Plan and its
affiliated managed care entities. Coverage for services varies for individual members in
accordance with the terms and conditions of applicable Certificates of Coverage, Summary Plan
Descriptions, or contracts with governing regulatory agencies.

UPMC Health Plan reserves the right to review and update the medical payment and prior
authorization guidelines in its sole discretion. Notice of such changes, if necessary, shall be
provided in accordance with the terms and conditions of provider agreements and any applicable
laws or regulations.

These policies are the proprietary information of UPMC Health Plan. Any sale, copying, or
dissemination of said policies is prohibited.
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