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See Important Reminder at the end of this policy for important regulatory and legal
information.

Description

Calprotectin is a calcum binding protein that is excreted in stool in patients with inflammatory
bowel disease (IBD) and other gastrointestinal conditions. Fecal calprotectin (FC), used as a
noninvasive marker of intestinal inflammation, has been proposed to aid in the diagnosis and as a
predictor of relapse in IBD including Crohn’s disease (CD) and ulcerative colitis (UC), rather
than relying solely on clinical symptoms. The policy provides a statement of medical necessity
for FC assay testing,

Policy/Criteria

It is the policy of health plans affiliated with Centene Corporation® that the FC assay is
investigational for both the diagnosis and screening of IBD. Although there are many ongoing
studies on FC assays, there is conflicting and inconsistent evidence regarding the optimal
calprotectin cutoff level

Background

Nonmnvasive diagnose of IBD is difficult because the clinical manifestations of intestinal
disorders and colon cancer are relatively non-specific. One of the primary biological functions

of calprotectin seems to be inhibition of bacterial growth. Itis released by immune system cells
that trigger and maintain the infllmmation involved in IBD. FCis a biochemical measurement of
the protein calprotectin in the stool that is usually measured with an enzyme-linked
immunosorbent assay (ELISA). Elevated FC indicates the migration of neutrophils to the
mtestinal mucosa, which occurs during intestinal infammation, including mflammation caused
by IBD.

Per the existing research, FC assay testing seems to be safe; however, the studies do not provide
enough mformation to support its clinical use. The use of this testing for detection of IBD
activity or prediction of relapse requires clearly defined cutoffs for determining which patients
have active disease and which patients are predicted to undergo relapse. These cutoffs do not
have to be exactly the same since they are used for detection in different patient populations. The
issue is that the studies provided cutoffs that were scattered over wide ranges, from 120 to 340
mg/g, and have overestimated the apparent sensitivity and specificity of this test by using its
mterpretation for several small subpopulations of patients. These studies do not provide reliable
evidence of the accuracy of FC versus other available tests due to lack of comparative analysis
and failure to agree upon cutoffs for mterpreting the FC testing results. Additional peer-
reviewed, randomized controlled or comparative studies are needed to define uniform cutoffs for
FC testing, as well as to evaluate and compare with other tests that have been used for the
management of IBD. 2578

American College of Gastroenterology
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There is no mention on this site of fecal calprotectin assay for IBD. 0

American Gastroenterological Association
The AGA mentions FC m their laboratory criteria to assess inflammatory status for the
identification, assessment and initial medical treatment in CD. /2

Crohn’s and Colitis Foundation of America
There is no mention of the fecal calprotectin assay for IBD on the site. *

North American Society of Pediatric Gastroenterology, Hepatology, and Nutrition
There is no mention on this site of fecal calprotectin assay for IBD. !

National Institute for Health and Care Excellence

Faecal calprotectin testing is recommended by NICE as an option to help doctors distinguish
between IBD, such as CD and UC, and non-inflammatory bowel diseases, such as irritable bowel
syndrome. Specific criteria must be met. °

World Gastroenterology Organization

Calprotectin, a simple, reliable, and readily available test for measuring IBD activity, may be
better for UC than CD; the rapid fecal calprotectin tests could be very helpful in developing
countries 3

Coding Implications

This clinical policy references Current Procedural Terminology (CPT®). CPT® is a registered
trademark of'the American Medical Association. All CPT codes and descriptions are copyrighted
2017, American Medical Association. All rights reserved. CPT codes and CPT descriptions are
from the current manuals and those included herein are not intended to be all-inclusive and are
included for informational purposes only. Codes referenced in this clinical policy are for
informational purposes only. Inclusion or exclusion of any codes does not guarantee coverage.
Providers should reference the most up-to-date sources of professional coding guidance prior to
the submission of claims for reimbursement of covered services.

‘ CPT® Description

Codes
83993 Calprotectin, fecal

HCPCS | Description
Codes

Related ICD-10-CM Diagnosis Codes
| ICD-10-CM Code  Description

K50.90 Crohn’s disease, unspecified without complications
K50.911-K50.919 Crohn’s disease with complications
K51.00 Ulcerative (chronic) pancolitis without complications
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ICD-10-CM Code  Description

K51.011-K51.019 Ulcerative (chronic) pancolitis with complications

K51.20 Ulcerative (chronic) proctitis without complications

K51.211-K51.219 Ulcerative (chronic) proctitis with complications

K51.50 Left sided colitis without complications

K51.511-K51.519 Left sided colitis with complications

K51.80 Other ulcerative colitis without complications

K51.811-K51.819 Other ulcerative colitis with complications

K52.0-K52.2 Other and unspecified noninfective gastroenteritis and colitis

Z13.811 Encounter for screening for lower gastrointestinal disorder

Reviews, Revisions, and Approvals Date | Approval
Date

Policy Adopted from Health Net NMP#205 Fecal Calprotectin Assay 11/16 11/16

References reviewed and updated. 10/17 11/17
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Important Reminder

This clinical policy has been developed by appropriately experienced and licensed health care
professionals based on a review and consideration of currently available generally accepted
standards of medical practice; peer-reviewed medical literature; government agency/program
approval status; evidence-based guidelines and positions of leading national health professional
organizations; views of physicians practicing in relevant clinical areas affected by this clinical
policy; and other available clinical information. The Health Plan makes no representations and
accepts no liability with respect to the content of any external information used or relied upon in
developing this clinical policy. This clinical policy is consistent with standards of medical
practice current at the time that this clinical policy was approved. “Health Plan” means a health
plan that has adopted this clinical policy and that is operated or administered, in whole or in part,
by Centene Management Company, LLC, or any of such health plan’s affiliates, as applicable.

The purpose of this clinical policy is to provide a guide to medical necessity, which is a
component of the guidelines used to assist in making coverage decisions and administering
benefits. It does not constitute a contract or guarantee regarding payment or results. Coverage
decisions and the administration of benefits are subject to all terms, conditions, exclusions and
limitations of the coverage documents (e.g., evidence of coverage, certificate of coverage, policy,
contract of insurance, etc.), as well as to state and federal requirements and applicable Health
Plan-level admnistrative policies and procedures.

This clinical policy is effective as of the date determmned by the Health Plan. The date of posting
may not be the effective date of this clinical policy. This clinical policy may be subject to
applicable legal and regulatory requirements relating to provider notification. If there is a
discrepancy between the effective date of this clinical policy and any applicable legal or
regulatory requirement, the requirements of law and regulation shall govern. The Health Plan
retains the right to change, amend or withdraw this clinical policy, and additional clinical
policies may be developed and adopted as needed, at any time.

This clinical policy does not constitute medical advice, medical treatment or medical care. It is
not intended to dictate to providers how to practice medicine. Providers are expected to exercise
professional medical judgment in providing the most appropriate care, and are solely responsible
for the medical advice and treatment of members. This clinical policy is not intended to
recommend treatment for members. Members should consult with their treating physician in
connection with diagnosis and treatment decisions.
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Providers referred to in this clinical policy are independent contractors who exercise independent
judgment and over whom the Health Plan has no control or right of control. Providers are not
agents or employees of the Health Plan.

This clinical policy is the property of the Health Plan. Unauthorized copying, use, and
distribution of this clinical policy or any information contained herein are strictly prohibited.
Providers, members and their representatives are bound to the terms and conditions expressed
herein through the terms of their contracts. Where no such contract exists, providers, members
and their representatives agree to be bound by such terms and conditions by providing services to
members and/or submitting claims for payment for such services.

Note: For Medicaid members, when state Medicaid coverage provisions conflict with the
coverage provisions in this clinical policy, state Medicaid coverage provisions take precedence.
Please refer to the state Medicaid manual for any coverage provisions pertaining to this clinical
policy.

Note: For Medicare members, to ensure consistency with the Medicare National Coverage
Determinations (NCD) and Local Coverage Determinations (LCD), all applicable NCDs, LCDs,
and Medicare Coverage Articles should be reviewed prior to applying the criteria set forth in this
clinical policy. Refer to the CMS website at http//www.cms.gov for additional mformation.

©2016 Centene Corporation. All rights reserved. All materials are exclusively owned by
Centene Corporation and are protected by United States copyright law and international
copyright law. No part of this publication may be reproduced, copied, modified, distributed,
displayed, stored in a retrieval system, transmitted in any form or by any means, or otherwise
published without the prior written permission of Centene Corporation. You may not alter or
remove any trademark, copyright or other notice contained herein. Centene® and Centene
Corporation® are registered trademarks exclusively owned by Centene Corporation.
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