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Policy               
Blue Cross and Blue Shield of Kansas City (Blue KC) will not provide coverage for EarlyCDT–Lung™.  
This is considered investigational.  
 
If the test or procedure is not listed in the member’s list of benefits, and Blue Cross and Blue Shield of 
Kansas City determines that it was done on an individual without specific symptoms of a condition or 
disease for which the test was done, it will be considered a non-covered screening test. 
 
When Policy Topic is covered           
Not Applicable 
 
When Policy Topic is not covered          
The EarlyCDT–Lung™ for the early detection of lung cancer is considered investigational. 
 
Considerations             
EarlyCDT-Lung is performed exclusively within Oncimmune's CLIA (Clinical Laboratory Improvement 
Act) regulated laboratory in De Soto, Kansas. 
 
Description of Procedure or Service          
EarlyCDT(cancer detection test)–Lung measures a panel of six autoantibodies (p53, NY-ESO-1, 
CAGE, GBU4-5, Annexin 1, and SOX2) each selected for their involvement in the development of lung 
cancer. The test detects the body’s immune response in the form of antibodies to antigens, which are 
produced by solid tumor cancer cells. In healthy individuals, the immune system does not produce 
antibodies against normal tissue antigens. When cancer develops, cancer cells produce antigens that 
are abnormal or in some way modified from those found in normal tissue. The immune system detects 
these antigens and reacts by producing an abundance of autoantibodies that circulate in the 
bloodstream. As these autoantibodies form and circulate in the body during stages I and II, the earliest 
stages of lung cancer, their measurement signifies the presence of cancerous cells, indicating that a 
tumor exists. 
 
Risk assessment and early detection of lung cancer in asymptomatic high-risk patient populations are 
the primary benefits of EarlyCDT-Lung. It is also used as a follow-up test for high-risk patients who 
have indeterminate lung nodules identified by CT. 
 
Rationale              
Boyle et al (1) reported the sensitivity and specificity of an autoantibody panel of 6 tumor-related 
antigens (p53, NY-ESO-1, CAGE, GBU4-5, Annexin 1 and SOX2) in patients with lung cancer.  Three 
cohorts of patients with newly diagnosed lung cancer were identified: group 1 (n = 145), group 2 (n = 
241) and group 3 (n = 269).  Patients were individually matched by gender, age and smoking history to 
a control individual with no history of malignant disease.  Serum samples were obtained after diagnosis 
but before any anticancer treatment.  Autoantibody levels were measured against the panel of 6 tumor-
related antigens (p53, NY-ESO-1, CAGE, GBU4-5, Annexin 1 and SOX2).  Assay sensitivity was tested 



in relation to demographic variables and cancer type/stage.  The autoantibody panel demonstrated a 
sensitivity/specificity of 36%/91%, 39%/89% and 37%/90% in groups 1, 2 and 3, respectively, with good 
reproducibility.  There was no significant difference between different lung cancer stages, indicating that 
the antigens included covered the different types of lung cancer well.   The authors concluded that the 
assay confirms the value of an autoantibody panel as a diagnostic tool and offers a potential system for 
monitoring patients at high-risk of lung cancer. 
 
There is insufficient evidence of the effectiveness of the EarlyCDT-Lung as a screening test for the 
early detection of lung cancer.  Systematic screening for lung cancer is not unequivocally 
recommended by any major professional organization.  The USPSTF (3) concluded that current 
evidence was insufficient to recommend for, or against, screening for lung cancer.  Whether earlier 
detection of lung cancer will translate to a mortality benefit remains unclear. 
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Billing Coding/Physician Documentation Information       
83520 Immunoassay for analyte other than infectious agent antibody or infectious agent antigen; 

quantitative, not otherwise specified 
 
Additional Policy Key Words           
Oncimmune 
CDT 
 
Policy Implementation/Update Information         
10/1/11 New policy; considered investigational. 
10/1/12 No policy statement changes. 
10/1/13 No policy statement changes. 
10/1/14 No policy statement changes. 
               
 
State and Federal mandates and health plan contract language, including specific 
provisions/exclusions, take precedence over Medical Policy and must be considered first in determining 
eligibility for coverage.  The medical policies contained herein are for informational purposes.  The 
medical policies do not constitute medical advice or medical care.  Treating health care providers are 
independent contractors and are neither employees nor agents Blue KC and are solely responsible for 
diagnosis, treatment and medical advice.  No part of this publication may be reproduced, stored in a 
retrieval system or transmitted, in any form or by any means, electronic, photocopying, or otherwise, 
without permission from Blue KC. 
 


