Non-invasive testing for
Helicobacter Pylori Infection

Adjudication Guideline

Abstract

For Members

Helicobacter pylori (H. pylori) is an organism that is present in about 50% of the
global population. Chronic H pylori causes atrophic and even metaplastic changes
in the stomach, and it has a known association with peptic ulcer disease -

Sign and symptoms include: nausea, vomiting, epigastric pain, heartburn, in
patients who are infected with H pylori.

For Medical Professionals

In patients with suspected H pylori infection, the following laboratory studies are
performed to confirm the diagnosis:

e H pylori fecal antigen test: Results of stool antigen test aid in the definitive
diagnosis of active H. Pylori .The stool antigen test can be used with patients
of all ages and does not have any restrictions. Patients do not need to be off
proton pump inhibitors, H2 Blockers or bismuth before testing.

e Urea breath test: measures the 13C labelled carbon dioxide formed in the
stomach when the urease produced by H. Pylori breaks down a sample of
13C- labelled urea. Breath testing requires patient to fast before ingesting a
standard sample of labelled 13C and, at a predetermined time (approx. 1 hr.),
and produce a breath sample. After collection, the breath sample is analysed
by a mass spectrometer or scintillation counter.

The performance characteristics of urea breath test for initial diagnosis and
post-treatment monitoring for pediatric patients< 3 years of age have not
been established 5 12,

e H pylori serology: assay for immunoglobulins (IgG), antibodies are present
in serum for a very long time after eradication. Therefore, serology cannot
be used to assess whether the H. Pylori infection is an active infection or a
past exposure, or if eradication has taken place.
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Disclaimer

By accessing these Daman Adjudication
Guidelines, you acknowledge that you have read
and understood the terms of use set out in the
disclaimer below:

The information contained in this Adjudication
Guideline is intended to outline the procedures of
adjudication of medical claims as applied by the
National Health Insurance Company — Daman PJSC
(hereinafter "Daman”). The Adjudication Guideline
is not intended to be comprehensive, should not be
used as treatment guidelines and should only be
used for the purpose of reference or guidance for
adjudication procedures and shall not be construed
as conclusive. Daman in no way interferes with the
treatment of patient and will not bear any
responsibility for treatment decisions interpreted
through Daman Adjudication Guideline. Treatment
of patient is and remains at all times the sole
responsibility of the treating Healthcare Provider.
This Adjudication Guideline does not grant any
rights or impose obligations on Daman. The
Adjudication Guideline and all of the information it
contains are provided "as is" without warranties of
any kind, whether express or implied which are
hereby expressly disclaimed.

Under no circumstances will Daman be liable to any
person or business entity for any direct, indirect,
special, incidental, consequential, or other
damages arising out of any use of, access to, or
inability to use or access to, or reliance on this
Adjudication Guideline including but without
limitation to, any loss of profits, business
interruption, or loss of programs or information,
even if Daman has been specifically advised of the
possibility of such damages. Daman also disclaims
all liability for any material contained in other
websites linked to Daman website.

This Adjudication Guideline is subject to the laws,
decrees, circulars and regulations of Abu Dhabi and
UAE. Any information provided herein is general
and is not intended to replace or supersede any
laws or regulations related to the Adjudication
Guideline as enforced in the UAE issued by any
governmental entity or regulatory authority, or any
other written document governing the relationship
between Daman and its contracting parties.

This Adjudication Guideline is developed by Daman
and is the property of Daman and may not be
copied, reproduced, distributed or displayed by any
third party without Daman’s express written
consent. This Adjudication Guideline incorporates
the Current Procedural Terminology (CPT®), which
is a registered trademark of the American Medical
Association ("AMA”) and the CPT codes and
descriptions belong to the AMA. Daman reserves
the right to modify, alter, amend or obsolete the
Adjudication Guideline at any time by providing
one month prior notice.
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Non-invasive testing for Helicobacter Pylori Infection

Scope

The scope of this adjudication rule highlights the coverage of Urea breath test (UBT), H-pylori stool analysis and
serology for health insurance plans administered by Daman subject to policy terms and conditions.

Adjudication Policy

Eligibility / Coverage Criteria

Sensitivity* Specificity* * Advantages Disadvantages

H. Pylori stool antigen test 94-95% 94-97% Determine active The accuracy of the test may be
infection. reduced if the patient has upper
e Can be used as a gastrointestinal bleeding or if the
test of cure. stool is unformed or watery.
Urea Breath test >90% 96% e Determine active e Patient needs to be fasting.
infection. e Patient should not have PPIs
e Can be used as a are withheld for 7 to 14 days
test of cure. and antibiotics and bismuth

withheld for at least 28 days
prior to urea breath testing
to assess H pylori eradication
3

e Urea breath test can also be
an inconvenient for some
patients including children,
handicapped individuals and

elderly.

Serology 85-92% 79-83% e Convenient for e Cannot distinguish between
patient. past and present infection- a
e This test is not positive result mean the
affected by patient has been exposed
medicines such bur may not mean the
as antibiotics, patient has current infection.
PPIs or H2 e Cannot be used as a test of

receptor cure.

antagonist.

*Sensitivity- reflects the ability of the test to correctly identify patients with conditions being tested for, therefore test with
high sensitivity reduces the likelihood of a false negative results.

** Specificity - reflects the ability of the test to correctly identify patients without condition, therefore a test with high specificity
reduces the likelihood of a false positive result.

The American Gastroenterological Association no longer recommends serology (antibody) testing for diagnosing
infection or evaluating treatment effectiveness as it is unable to distinguish between active infection and previous
exposure to H. Pylori. It does not confirm eradication 14 15,

American College of Gastroenterology and the American Gastroenterology Association recommends either the
breath or stool antigen tests as the preferred testing modalities for active H. pylori infection °.Diagnostic
accuracy of the H. Pylori stool antigen is equivalent to wurea breath test. Economic
studies showed that the use of stool antigen testing was the most cost effective approach compared to urea
breath testing as recommended in the European guideline with a Grade a, Level 1a evidence 16 17,18, 22 UBT
may be difficult for certain patient populations due to the technique and inconvenience (fasting requirement and
waiting period after eradication therapy). UBT should only be reserved for relevant medical conditions wherein
the stool sample would be compromised for SAT.

Concurrent testing with both methods i.e. SAT and urea breath test is not necessary.
If documentation of H pylori infection eradication is required, this may be done at the end of 4 weeks with a urea
breath test, or at the end of 12 weeks with a faecal antigen test 2.
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Non-invasive testing for Helicobacter Pylori Infection

Billing:

Daman has reconsidered its position towards H. Pylori testing via Serology and Urea Breath Testing based on the
recent international recommendations 19 16,17, 18,22 Accordingly:

1. Daman will stop the coverage of H pylori serology for any plan.
2. Daman will no longer pay the UBT C14 for any plan.
3. Coverage of Urea Breath Test will be as follows:

a. Enhanced and Thiqa plans — Covered if medically necessary.

b. Basic plan - No longer covered.

Requirements for Coverage

e ICD and CPT codes must be coded to the highest level of specificity.
e Failure to submit, upon request or when requesting a clinical history, indication the need for testing will
result in rejection of claim.

Non-Coverage
_ H. Pylori stool antigen Urea breath test** Serology
Visitor Not covered Not covered Not covered
Basic Covered Not covered unless Not covered
medically exempted
condition*
Enhanced Covered Covered Not covered
Thiga Covered Covered Not covered

*Conditions exempted for Urea breath test for Basic plan such as: Gastrointestinal bleedings 11, 12, unformed stools13.
** Daman will no longer pay the UBT C14 for any plan.

Payment and Coding Rules

Please apply HAAD payment rules and regulations and relevant coding manuals for ICD, CPT.

Denial codes

Code description

Service is not clinically indicated based on good clinical practice

Service is not clinically indicated based on good clinical practice, without additional supporting diagnosis/
activities

Service /supply may be appropriate , but too frequent

Service(s) is (are) not covered

Payment is included in allowance for another service
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Non-invasive testing for Helicobacter Pylori Infection

Adjudication Examples

Example 1

e Question: A claim of a 25 year old male, basic member is received, the following are the claimed
diagnosis with the requested services. Is the claim payable?

Claimed diagnosis Services requested by Clinician

Acute abdomen Consultation Specialist
Acute gastritis without bleeding Urea breath test, C-13
Vomiting, unspecified

Helicobacter pylori as the cause of diseases classed elsewhere

¢ Answer: Claim is payable for consultation and reject CPT for Urea breath test, C-13; with a denial code
of NCOV-003.
Example 2

e Question: A claim of a 48 year old female enhanced member, is received, the following are the claimed
diagnosis with the requested services. Is the claim payable?

Claimed diagnosis Services requested by Clinician

Unspecified abdominal pain CPT OFFICE OUTPT EST15 MIN
Gastritis Urea breath test, C-13

Personal history of other infectious and parasitic diseases

e Answer: Claim is payable for consultation and CPT Urea breath test, C-13.
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