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Disclaimer

Highmark Health Options medical policy is intended to serve only as a general reference resource
regarding coverage for the services described. This policy does not constitute medical advice and is not
intended to govern or otherwise influence medical decisions.

POLICY STATEMENT

Highmark Health Options may provide coverage under the medical-surgical benefits of the Company’s
Medicaid products for medically necessary capsule endoscopy procedures.

This policy is designed to address medical necessity guidelines that are appropriate for the majority of
individuals with a particular disease, iliness or condition. Each person’s unique clinical circumstances
warrant individual consideration, based upon review of applicable medical records.

The qualifications of the policy will meet the standards of the National Committee for Quality Assurance
(NCQA) and the Delaware Department of Health and Social Services (DHSS) and all applicable state and
federal regulations.

DEFINITIONS

Highmark Health Options (HHO) — Managed care organization serving vulnerable populations that have
complex needs and qualify for Medicaid. Highmark Health Options members include individuals and
families with low income, expecting mothers, children, and people with disabilities. Members pay nothing
to very little for their health coverage. Highmark Health Options currently services Delaware Medicaid:
Delaware Healthy Children Program (DHCP) and Diamond State Health Plan Plus members.

Esophageal Capsule Endoscopy (ECE) — A minimally invasive procedure that uses video capsules with
the ability to acquire images from two cameras with high image storing speed of 14-18 frames per
second. An ingestion procedure allows for prolonged esophageal transit time and an optimized view of
the gastroesophageal junction.

Wireless Capsule Endoscopy (WCE) — An ingestible telemetric gastrointestinal capsule imaging system
that is used for visualization of the small bowel mucosa. It is used in the detection of abnormalities of the
small bowel, which are not accessible via standard upper gastrointestinal endoscopy and colonoscopy.
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Ingestible pH and Pressure-Sensing Capsule — An ingestible wireless device that is equipped with pH,
pressure, and temperature sensors (e.g., SmartPill® Gl Monitoring System).

Idiopathic Gastroparesis — The most common form of gastroparesis, in which a cause cannot be
identified.

Diabetic Gastroparesis — The second most common cause of gastroparesis, in which continued high
blood glucose levels damage the vagus nerve.

Postsurgical Gastroparesis — The third most common etiology of gastroparesis, most often the result of
a vagotomy or vagus nerve injury.

Gastric Emptying Scintigraphy — A diagnostic test where the individual ingests a radionuclide-labeled
standard meal, and then images are taken at 0, 1, 2, and 4 hours postprandial in order to measure how
much of the meal has passed beyond the stomach. A typical threshold to indicate abnormal gastric
emptying is more than 10% of the meal remaining at 4 hours after ingestion.

PROCEDURE
Prior authorization is required.
WCE of the small bowel may be considered medically necessary for the following indications:

e Suspected small bowel bleeding; or

e Initial diagnosis in individuals with suspected Crohn’s disease; or

e Inindividuals with an established diagnosis of Crohn’s disease, when there are unexpected
change(s) in the course of disease or response to treatment, suggesting the initial diagnosis
may be incorrect and reexamination may be indicated; or

e For surveillance of the small bowel in individuals with hereditary Gl polyposis syndromes,
including familial adenomatous polyposis and Peutz-Jeghers syndrome; or

e For evaluation of individuals with suspected undefined enteropathies to help direct/guide
device assisted enteroscopy; or
o Individuals with enteropathies who are unable to undergo esphagogastroduodenoscopy

(EGD) with biopsy; or;

e For evaluation of individuals with suspected celiac disease with a positive serology and a

e Forre-evaluation of individuals with celiac disease who remain symptomatic despite
treatment and there is no suspected or confirmed gastro-intestinal (Gl) obstruction, stricture,
or fistulae; or

e For screening or surveillance of esophageal varices in cirrhotic individuals with significantly
compromised liver function (i.e., Child-Pugh score of Class B or greater) or other situations
where a standard upper endoscopy with sedation or anesthesia is contraindicated; or

e For evaluation of known or suspected small bowel tumors.

e Persistent or unexplained iron deficiency anemia suspected to be due to Gl bleeding.

The following indications for WCE are considered experimental/investigational and therefore non-covered
because the safety and/or effectiveness of this service cannot be established by the available published
peer-reviewed literature, include but are not limited to:

e Evaluation of other Gl diseases and conditions not presenting with Gl bleeding, including but
not limited to:

o Use in evaluating the stomach; or
o Duodenal lymphocytosis; or
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o Lynch syndrome (risk for hereditary nonpolyposis colorectal cancer); or

o Portal hypertensive enteropathy or gastropathy; or

o Unexplained chronic abdominal pain; or

o Use for evaluating intussusception; or

o Use for follow-up of individuals with known small bowel disease other than
Crohn’s disease; or

o Evaluation of the colon, including but not limited to, detection of colonic polyps or

colon cancer; or

o Initial evaluation of individuals with acute upper Gl bleeding; or

o Use for evaluating diseases involving the esophagus other than esophageal
varices; or

o Use in confirming pathology identified by other diagnostic means.

=  Evaluation of individuals with evidence of lower Gl bleeding and major risks for
colonoscopy or moderate sedation; or

= Evaluation of individuals following incomplete colonoscopy; or

= Evaluation of the esophagus, in individuals with gastroesophageal reflux or
Barrett’'s esophagus.

WCE not meeting the criteria as indicated in this policy is considered experimental/investigational and
therefore non-covered because the safety and/or effectiveness of this service cannot be established by
the available published peer-reviewed literature.

The patency capsule, including use to evaluate patency of the Gl tract before WCE is considered
experimental/investigational and therefore noncovered because the safety and/or effectiveness of this
service cannot be established by the available published peer-reviewed literature.

POST-PAYMENT AUDIT STATEMENT

The medical record should include documentation that reflects the medical necessity criteria and is
subject to audit by Highmark Health Options at any time pursuant to the terms of your provider
agreement.

PLACE OF SERVICE
Wireless endoscopy is typically an outpatient procedure which is only eligible for coverage as an inpatient
procedure in special circumstances, including, but not limited to, the presence of a co-morbid condition

that would require monitoring in a more controlled environment such as the inpatient setting.

CODING REQUIREMENTS

CPT Code Description ‘

Gastrointestinal tract imaging, intraluminal (e.g., Capsule endoscopy), esophagus
91110 ; . "R .
through ileum, with physician interpretation and report.
Gastrointestinal tract imagine, intraluminal (e.g. Capsule endoscopy), esophagus
91111 o )
with interpretation and report.
91113 Gastrointestinal tract imaging, intraluminal (e.g., capsule endoscopy), colon, with
interpretation and report
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91299

Gastrointestinal transit and pressure measurement, stomach through colon, wireless
capsule, with interpretation and report.

Covered Diagnosis Codes for Procedure Codes 91110 and 91111

C17.0 Cl7.1 C17.2 C17.3 C17.8
C17.9 Cc78.4 C7A.010 C7A.011 C7A.012
C7A.019 D13.2 D13.30 D13.39 D37.2
D3A.010 D3A.011 D3A.012 D3A.019 D50.0
D50.1 D50.8 D50.9 185.00 185.10
185.11 K20.0 K22.0 K22.10 K22.11
K22.4 K22.5 K22.6 K22.81 K22.82
K22.89 K22.9 K23 K31.A0 K31.A11
K31.A12 K31.A13 K31.A14 K31.A15 K31.A19
K31.A21 K31.A22 K31.A29 K50.00 K50.011
K50.012 K50.013 K50.014 K50.018 K50.019
K50.10 K50.111 K50.112 K50.113 K50.114
K50.118 K50.119 K50.80 K50.811 K50.812
K50.813 K50.814 K50.818 K50.819 K50.90
K50.911 K50.912 K50.913 K50.914 K50.918
K50.919 K51.00 K51.011 K51.012 K51.013
K51.014 K51.018 K51.019 K51.20 K51.211
K51.212 K51.213 K51.214 K51.218 K51.219
K51.30 K51.311 K51.312 K51.313 K51.314
K51.318 K51.319 K51.80 K51.811 K51.812
K51.813 K51.814 K51.818 K51.819 K51.90
K51.911 K51.912 K51.913 K51.914 K51.918
K51.919 K52.3 K58.0 K58.1 K58.2
K58.8 K58.9 K90.0 K92.0 K92.1
K92.2 Q85.8 Q85.9 784.89
REIMBURSEMENT
Participating facilities will be reimbursed per their Highmark Health Options contract.
SUMMARY OF LITERATURE
The American College of Gastroenterology (ACG) — 2013
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The ACG (2013) issued guidelines on the diagnosis and management of celiac disease. The guidelines
recommended that capsule endoscopy (CE) not be used for initial diagnosis, except for patients with
positive celiac-specific serology who are unwilling or unable to undergo upper endoscopy with biopsy.

CE should be considered for the evaluation of small bowel mucosa in patients with complicated Crohn
disease.

The ACG (2018) updated its guidelines on the management of CD in adults. It makes two
recommendations specific to video capsule endoscopy:

e “Video capsule endoscopy (VCE) is a useful adjunct in the diagnosis of patients with small
bowel Crohn’s disease in patients in whom there is a high index of suspicion of disease.”

e “Patients with obstructive symptoms should have small bowel imaging and/or patency
capsule evaluation before VCE to decrease risk of capsule retention.”

These recommendations are based on multiple studies. Capsule endoscopy was found to be “superior to
small bowel barium studies, computed tomography enterography (CTE) and ileocolonoscopy in patients
with suspected CD, with incremental yield of diagnosis of 32%, 47%, and 22%, respectively ... Capsule
endoscopy has a high negative predictive value of 96%.”

“However, some studies have questioned the specificity of capsule endoscopy findings for CD, and to
date there is no consensus as to exactly which capsule endoscopy findings constitute a diagnosis of CD.”

The ACG (2015) issued guidelines on the diagnosis and management of small bowel bleeding (including
using “small bowel bleeding” to replace “obscure Gl [gastrointestinal] bleeding,” which should be reserved
for patients in whom a source of bleeding cannot be identified anywhere in the Gl tract).
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