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Medicare Advantage X Commercial 

Bladder Cancer Biomarker Tests Policy 

I. Purpose 
Indiana University Health Plans (IU Health Plans) considers clinical indications when 
making a medical necessity determination for AlloMap Molecular Expression Testing 
for bladder cancer. 

 
II. Scope 

This policy applies to all IU Health Plans and Utilization Management staff having 
decision making responsibilities where authorization is required for Fully insured and 
Self-insured commercial plans. 

 
III. Exceptions 

 
1. Cystoscopy in conjunction with bladder tumor markers is standard practice to 

evaluate patients with symptoms suggesting bladder cancer and to monitor 
treated patients for recurrence or progression. Urine cytology is not 
considered a bladder tumor marker. 

2. Bladder Cancer Biomarker Tests are considered not medically necessary for 
any of the following: 
a. When cystoscopy/cytology results are diagnostic for bladder cancer. 
b. Screening of asymptomatic patients for bladder cancer. 
c. Home kit testing 
b. Screening for patients with hematuria until other diagnostic tests fall to 

identify the etiology of the hematuria 
c. The following bladder cancer marker assay list, but not limited to, are 

considered investigational and are not covered: 
1. BCLA-4 
2. BLCA-1 
3. Hyaluronic acid 
4. Hyaluronidase 
5. Lewis X antigen 
6. Microsatellite markers 
7. Quanticyt 
8. Soluble FAS TATI (tumor associated trypsin inhibitor) 
9. Soluble e-cadherin 
10. Survivin 



11. Telomerase 
12. UBC™ Rapid Test (urinary bladder cancer test for cytokeratins 8 and 18) 

IV. Definitions 
 

BTA TRAK® - a quantitative determination of human complement factor H-related 
protein 

 
BTA (bladder tumor antigen) Stat- a qualitative CLIA-waved test that identifies a 
human complement factor H-related protein produced by several human bladder cell 
lines- used for surveillance 

ImmunoCyt™ test is cleared for monitoring bladder cancer recurrence only in 
conjunction with cytology and cystoscopy. The assay uses fluorescent labeled 
antibodies to 3 markers (carcinoembryonic antigen, and mucins LDQ10 and M344) 
commonly found on malignant exfoliated urothelial cells. The ImmunoCyt™ assay 
has also been shown to be more sensitive than urine cytology. Used for surveillance 
testing. 

 
Nuclear matrix protein 22 (NMP-22) – detects nuclear mitotic apparatus protein 
believed to be released during apoptosis; a quantitative assay, which is either positive 
of negative 

 
NMP-22® BladderChek® – a CLIA-waved assay, point of care test with an 
immunochromographic qualitative format taking 20 minutes to perform 

 
UroVysion™ (Abbott Molecular, Inc., Des Plaines, IL) - a multitarget FISH assay 
that detects aneuploidy in chromosomes 3, 7, and 17 as well as loss of 9p21 locus via 
FISH in urine. This test is used in conjunction with cystoscopy and cytology when 
results from these procedures are inconclusive. 

 
V. Policy Statements 

 
IU Health Plans considers multiple factors in determining the appropriateness of 
Bladder Cancer Biomarker testing. It is considered appropriate and medically 
necessary when: ALL of the following are met: 

1. High grade bladder cancers s/p radical cystectomy which preclude 
cystoscopy prior to testing. Testing indications, limitations and frequency 
do not apply to urine cytology. 

2. The patient is being actively managed for bladder cancer 
3. The patient has not had a cystectomy 
4. The test has demonstrated clinical validity, establishing a clear basis for stratifying 

patients 
5. The amount of testing follows the following utilization guidelines to be 

considered reasonable and necessary: 
a. 1 type of bladder cancer test per single date of service 
b. For high-risk patients with persistent hematuria and a negative FISH assay 

following a comprehensive diagnostic (no tumor identified) workup, ONE 
repeat FISH testing in conjunction with cystoscopy is considered 
reasonable and necessary within 1 year of the original attempted diagnosis 

c. Follow-up after initial diagnosis/occurrence and treatment 
1. Every 3 months for the first 2 years for a maximum of 4 tests per year 
2. Every 4 months for the third year for a maximum of 3 tests 



3. Every 6 months for the fourth year for a maximum of 2 tests 
4. Annually for years 5 through 15 

 
 

CPT Codes / HCPCS Codes / ICD-10 Codes 

Code Description 
88120-88121 Cytopathology, in situ hybridization (e.g. FISH), urinary tract specimen 

with morphometric analysis, 3-5 molecular probes, each specimen; 
manual 
(Urovysion™) 

86294 Immunoassay for tumor antigen, qualitative or semi-quantitative ( EG 
Bladder Tumor Antigen) 

86316 Immunoassay for tumor antigen, other antigen, quantitative (Eg CA 50, 
72-4, 549), each 

86386 Nuclear Matrix Protein 22 (NMP 22) Qualitative 

ICD 10 Codes  
C67.0-C67.9 Malignant neoplasm of the bladder 
C79.10-C79.11 Secondary malignant neoplasm of the bladder 
D09.0 Carcinoma in situ of the bladder 
D41.4 Neoplasm of uncertain behavior of the bladder 
D49.4 Neoplasm of unspecified behavior of the bladder 
R31.0-R31.9 Hematuria 
Z85.51 Personal history of malignant neoplasm of the bladder 

 
 

VI. Procedures 
None 
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VIII. Forms/Appendices 
None 

 
 
 

IX. Responsibility 
 

Medical Director 
 
 

This Policy is proprietary and confidential. No part of this Policy may be disclosed in 
any manner to a third party without the prior written consent of IU Health 
Plans, Inc. 
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