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Related Policies   
Tumor Markers for Diagnosis and Management of Cancer, #167 
Proteomics-Based Testing Related to Ovarian Cancer, #249 

 
Policy 
Commercial Members: Managed Care (HMO and POS), PPO, and Indemnity  
Medicare HMO BlueSM and Medicare PPO BlueSM Members 

 
Analysis of proteomic patterns in serum for screening and detection of cancer is considered 
INVESTIGATIONAL.  
 

Prior Authorization Information   
Inpatient 

• For services described in this policy, precertification/preauthorization IS REQUIRED for all products if the 
procedure is performed inpatient.  

Outpatient 

• For services described in this policy, see below for products where prior authorization might be required if 
the procedure is performed outpatient.  

 

  Outpatient 

Commercial Managed Care (HMO and POS) This is not a covered service. 

Commercial PPO and Indemnity This is not a covered service. 

Medicare HMO BlueSM This is not a covered service. 

Medicare PPO BlueSM This is not a covered service. 

 

CPT Codes / HCPCS Codes / ICD Codes  
Inclusion or exclusion of a code does not constitute or imply member coverage or provider reimbursement. 
Please refer to the member’s contract benefits in effect at the time of service to determine coverage or non-
coverage as it applies to an individual member. 
 
Providers should report all services using the most up-to-date industry-standard procedure, revenue, and 
diagnosis codes, including modifiers where applicable. 

http://www.bluecrossma.org/medical-policies/sites/g/files/csphws2091/files/acquiadam-assets/167%20Tumor%20Markers%20for%20diagnosis%20and%20management%20of%20cancer%20prn.pdf
http://www.bluecrossma.org/medical-policies/sites/g/files/csphws2091/files/acquiadam-assets/249%20Proteomics-Based%20Testing%20Related%20to%20Ovarian%20Cancer%20prn.pdf
https://www.bluecrossma.org/medical-policies/sites/g/files/csphws2091/files/acquiadam-assets/Definition%20of%20Med%20Nec%20Inv%20Not%20Med%20Nec%20prn.pdf#page=1
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CPT Codes  

There is no specific code for this type of testing. 

Description 
The analysis of proteomic patterns in serum for early detection of cancer has been proposed. Several of these 
proteomic tests are being studied, particularly in ovarian and prostate cancer. 
 
The genetic basis of cancer has been the focus of intense research; however, genetic mutations do not reflect 
the complicated interactions between individual cells, tissue, and organs. Proteins are the functional units of 
cells and represent the end product of the interactions among the underlying genes.  Research interest has 
been increasing in the field of proteomics (referring to the protein product of the genome), in an effort to 
improve on screening and detection efforts for malignancies. 
 
Serum protein biomarkers 
Current diagnostic and follow-up serum biomarkers in clinical oncology (e.g., prostate-specific antigen [PSA, 
prostate cancer], CA-125 [ovarian cancer]) involve identifying and quantifying specific proteins, but limitations 
may include non-specificity and elevation in benign conditions. 
 
Ovarian cancer is the leading cause of death from gynecologic malignancy in the United States; most patients 
present with advanced disease, which has a 5-year survival rate from 15–45%. If the disease is diagnosed in 
Stage I, survival rates are 95%. Therefore, there is great interest in using a biomarker to detect ovarian cancer 
in its earliest stages, as current screening methods are inadequate. 
 
Serum measurements of PSA are used as a screening method for detecting prostate cancer. Very low or very 
high serum PSA results are most reliable in determining cancer risk. However, values often fall within a range 
that is nonspecific, and thus many patients end up undergoing biopsy for benign disease. Proteomics has been 
proposed as a technique to further evaluate cancer risk in this diagnostic gray zone. 
 
Proteomics 
Proteomics involve the use of mass spectrometry to study differences in patterns of protein expression. While 
patterns of protein expression have been proposed to yield more biologically relevant and clinically useful 
information than assays of single proteins, many limitations in the use of proteomics exist. (1) In contrast to 
genomics, in which amplification techniques like polymerase chain reaction (PCR) allow for the investigation of 
single cells, no technology is available at the protein level. (1) Other issues between studies have been lack of 
uniform patient inclusion and exclusion criteria, small patient numbers, absence of standardized sample 
preparations, and limited analytical reproducibility.(1) 
 
Proteomic tests 
Correlogic Systems, Inc. developed a serum-based test using proteomics for the early detection of epithelial 
ovarian cancer called OvaCheck®. The test is based on proteomic patterns detected in the serum, which are 
further analyzed with the use of a mass spectrometer to profile a population of proteins based on their size and 
electrical charge. This type of analysis contains thousands of data points, which undergo further sophisticated 
computer analysis using artificial intelligence-based algorithms to identify a pattern that is consistent with 
ovarian cancer. 

Summary  

The use of proteomic pattern analysis for the early detection of cancer is currently in clinical trials and testing is 
not commercially available. There are no published prospective trials that demonstrate that the use of 
proteomic analysis for screening or detection of disease improves clinical outcomes, and it is therefore 
considered investigational. 

Policy History 
Date Action 

11/2022 Annual policy review. Policy updated with literature review through October 2022.  No 
references added. Policy statements unchanged. 

12/2019 Policy updated with literature review through December 1, 2019, no references added. 
Policy statements unchanged. 
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11/2015 Ongoing investigational indications transferred from medical policy #167, Tumor 
Markers for Diagnosis and Management of Cancer.  11/1/2015 

Information Pertaining to All Blue Cross Blue Shield Medical Policies 
Click on any of the following terms to access the relevant information: 
Medical Policy Terms of Use 
Managed Care Guidelines 
Indemnity/PPO Guidelines 
Clinical Exception Process 
Medical Technology Assessment Guidelines 
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