Serum Antibodies for the Diagnosis of Inflammatory Bowel
Disease
Policy # 00238
Original Effective Date: 06/17/2009
Current Effective Date: 07/13/2020
Applies to all products administered or underwritten by Blue Cross and Blue Shield of Louisiana and its subsidiary,
HMO Louisiana, Inc.(collectively referred to as the “Company”), unless otherwise provided in the applicable contract.
Medical technology is constantly evolving, and we reserve the right to review and update Medical Policy periodically.

Services Are Considered Investigational
Coverage is not available for investigational medical treatments or procedures, drugs, devices or
biological products.
Based on review of available data, the Company considers determination of anti-neutrophil
cytoplasmic antibody (ANCA) and anti-saccharomyces cerevisiae antibody (ASCA) in the workup
and monitoring of patients with inflammatory bowel disease (IBD) to be investigational.*

Background/Overview
Two serum antibodies, ANCA and ASCA have been associated with IBD. These antibodies may
have potential use in the diagnosis of IBD, differentiating types of IBD, and predicting response to
treatment.
Inflammatory bowel disease can be subdivided into ulcerative colitis (UC) and Crohn’s disease
(CD), both of which present with symptoms of diarrhea and abdominal pain. The definitive diagnosis
can usually be established by a combination of radiographic, endoscopic and histologic criteria,
although in 10%–15% the distinction between UC and CD cannot be made with certainty.
The serum antibodies have several potential uses. They can be used as diagnostic tests to improve
the efficiency and accuracy of diagnosing IBD to decrease the extent of the diagnostic workup or to
avoid invasive tests. As a diagnostic test, they might also be useful in differentiating between UC
and CD in cases of indeterminate colitis. A second potential use is to classify subtypes of IBD by
location of disease (i.e., proximal vs. distal bowel involvement) or by disease severity, thereby
providing prognostic information. It has also been proposed that these markers may predict response
to anti-tumor necrosis factor (TNF) therapy or identify susceptibility to IBD among family members
of an affected individual.
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The Prometheus©‡ IBD Serology 7 (Prometheus Inc., San Diego, CA) is a quantitative analysis of
biomarkers for IBD prediction and differentiation. Prometheus IBD Serology 7 is only offered at
Prometheus. This system uses a 2-step process to diagnose IBD and to differentiate between UC and
CD. The first step is a panel of four markers intended to maximize the sensitivity and negative
predictive value of the test. Patients who test positive on the initial screen are further analyzed by a
set of proprietary markers and enzyme reagents to distinguish between true positive results and
artifacts of fixation. In this way, the Prometheus system is intended to increase the specificity of the
test compared to other laboratories. The company also markets a testing strategy for predicting
response to anti-TNF therapy and to monitor therapy.

FDA or Other Governmental Regulatory Approval
U.S. Food and Drug Administration (FDA)
Serum testing for ANCA and ASCA does not require FDA approval.
Centers for Medicare and Medicaid Services (CMS)
No Medicare national coverage determination available.

Rationale/Source
A number of studies have examined the association between the serologic markers ASCA and
ANCA and IBD. Systematic reviews have found relatively low sensitivity and moderately high
specificity. Moreover, the clinical utility of these assays has not been demonstrated. No studies
demonstrated the use of these markers in lieu of a standard workup for IBD. A number of authors
claim that these markers can be used to avoid invasive testing, but no studies demonstrated an actual
decrease in the number of invasive tests through use of serum markers. These technologies are
investigational for the diagnosis and monitoring of IBD given the insufficient evidence to evaluate
the impact on net health outcome.
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Coding
The five character codes included in the Blue Cross Blue Shield of Louisiana Medical Policy
Coverage Guidelines are obtained from Current Procedural Terminology (CPT®)‡, copyright 2019
by the American Medical Association (AMA). CPT is developed by the AMA as a listing of
descriptive terms and five character identifying codes and modifiers for reporting medical services
and procedures performed by physician.
The responsibility for the content of Blue Cross Blue Shield of Louisiana Medical Policy Coverage
Guidelines is with Blue Cross and Blue Shield of Louisiana and no endorsement by the AMA is
intended or should be implied. The AMA disclaims responsibility for any consequences or liability
attributable or related to any use, nonuse or interpretation of information contained in Blue Cross
Blue Shield of Louisiana Medical Policy Coverage Guidelines. Fee schedules, relative value units,
conversion factors and/or related components are not assigned by the AMA, are not part of CPT,
and the AMA is not recommending their use. The AMA does not directly or indirectly practice
medicine or dispense medical services. The AMA assumes no liability for data contained or not
contained herein. Any use of CPT outside of Blue Cross Blue Shield of Louisiana Medical Policy
Coverage Guidelines should refer to the most current Current Procedural Terminology which
contains the complete and most current listing of CPT codes and descriptive terms. Applicable
FARS/DFARS apply.
CPT is a registered trademark of the American Medical Association.
Codes used to identify services associated with this policy may include (but may not be limited to)
the following:
Code Type
Code
83516, 83518, 83519, 83520, 88346, 88350
CPT
Added code eff 7/1/2020: 0176U
HCPCS
No codes
ICD-10 Diagnosis
K50.00-K50.919, K51.00-K51.919, Z87.19
*Investigational – A medical treatment, procedure, drug, device, or biological product is
Investigational if the effectiveness has not been clearly tested and it has not been incorporated into
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standard medical practice. Any determination we make that a medical treatment, procedure, drug,
device, or biological product is Investigational will be based on a consideration of the following:
A. Whether the medical treatment, procedure, drug, device, or biological product can be
lawfully marketed without approval of the U.S. Food and Drug Administration (FDA) and
whether such approval has been granted at the time the medical treatment, procedure, drug,
device, or biological product is sought to be furnished; or
B. Whether the medical treatment, procedure, drug, device, or biological product requires
further studies or clinical trials to determine its maximum tolerated dose, toxicity, safety,
effectiveness, or effectiveness as compared with the standard means of treatment or
diagnosis, must improve health outcomes, according to the consensus of opinion among
experts as shown by reliable evidence, including:
1. Consultation with the Blue Cross and Blue Shield Association technology assessment
program (TEC) or other nonaffiliated technology evaluation center(s);
2. Credible scientific evidence published in peer-reviewed medical literature generally
recognized by the relevant medical community; or
3. Reference to federal regulations.
‡ Indicated trademarks are the registered trademarks of their respective owners.
NOTICE: If the Patient’s health insurance contract contains language that differs from the
BCBSLA Medical Policy definition noted above, the definition in the health insurance contract will
be relied upon for specific coverage determinations.
NOTICE: Medical Policies are scientific based opinions, provided solely for coverage and
informational purposes. Medical Policies should not be construed to suggest that the Company
recommends, advocates, requires, encourages, or discourages any particular treatment, procedure,
or service, or any particular course of treatment, procedure, or service.
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