Cigna Medical Coverage Policy
Subject

Helicobacter Pylori Serology
Testing

Table of Contents
Coverage Policy .................................................. 1
General Background ........................................... 1
Coding/Billing Information ................................... 3
References .......................................................... 4

Effective Date ............................ 8/15/2014
Next Review Date ...................... 5/15/2015
Coverage Policy Number ................. 0308
Hyperlink to Related Coverage Policies
Pharmacogenetic Testing

INSTRUCTIONS FOR USE
The following Coverage Policy applies to health benefit plans administered by Cigna companies. Coverage Policies are intended to provide
guidance in interpreting certain standard Cigna benefit plans. Please note, the terms of a customer’s particular benefit plan document
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular
situation. Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for
treatment and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations. Proprietary information of Cigna. Copyright ©2014 Cigna

Coverage Policy
Cigna does not cover serology/antibody testing (CPT code 86677) for diagnosing Helicobacter pylori
infection or ANY other indication because it is considered experimental, investigational, and unproven.

General Background
Helicobacter pylori (H. pylori) is a key causal factor in most peptic ulcer disease and a primary risk factor for
gastric cancer. The pathogenic role of H. pylori in peptic ulcer disease, both duodenal and gastric, is wellrecognized. Nearly 95% of patients with duodenal ulcers and 80 % of patients with gastric ulcers are found to be
infected with H. pylori. Treatment for H. pylori infection includes varied combinations of antibiotics, proton pump
inhibitors (PPIs), histamine H2 receptor antagonists and bismuth compounds. Eradication of H. pylori
significantly lowers the recurrence rate of H. pylori-associated peptic ulcers.
H. Pylori Testing Methods
H. pylori infection can be confirmed by invasive or noninvasive methods. Invasive tests require upper
esophagogastroduodenal (EGD) endoscopy, which is considered the reference method of diagnosis. During
endoscopy, biopsy specimens of the stomach and duodenum are obtained, and the diagnosis of H. pylori can
be made by urease testing, histology and/or culture. If possible, noninvasive testing is done before tissue
testing. Noninvasive methods include H. pylori stool antigen (HpSA), serology, and urea breath testing (UBT).
The clinical utility of these testing methods lies in their ability to accurately identify H. pylori infection, which
allows for subsequent treatment and eradication. The UBT has been proven to be a safe and effective test for
identifying the presence of H. pylori with established sensitivity and specificity ranges of 94–98%. The accuracy
of the UBT is comparable to endoscopic biopsy and to HpSA testing which has a sensitivity and specificity of
92–98% (Islam, et al., 2005; Perri, et al., 2005).
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Serological assays measure specific H. pylori immunoglobulin G (IgG) antibodies that can determine if an
individual has been infected. Serological testing has been the mainstay of H. pylori diagnosis, particularly in
primary care, due to the accessibility, rapid results and low cost of this testing method. However, some
serological tests have not been locally validated and therefore have suboptimal sensitivity and specificity in
practice. The value of noninvasive H. pylori testing is also related to the background prevalence of H. pylori
infection. False-positives are more likely to occur in areas where H. pylori infections are less prevalent (Talley,
et al., 2005a). Serological tests are also unreliable indicators of H. pylori status in patients who have received
treatment for the infection. Because it cannot distinguish between current and past infection, serological testing
has poor accuracy in settings of low and intermediate H. pylori prevalence, limiting its value in the United States
(Vakil and Fendrick, 2005).
Serology testing for H. pylori pre-dates the UBT and the HpSA test, and has been reported to have decreased
accuracy based on local validation with a wider sensitivity and specificity range of 80–95%. Since the positive
predictive value of antibody testing is influenced by the prevalence of an infection, the PPV in areas of low
prevalence such as much of the United States is poor. A positive test has little value in predicting the actual
presence of an active infection. False-positives lead to inappropriate treatment, as well as lack of treatment
response and encouragement of antibiotic resistance (Vakil and Fendrick, 2005). The low accuracy of serology
testing results in the need for additional confirmatory non-invasive (i.e., UBT, HpSA), or invasive (i.e.,
endoscopy/biopsy) testing. Therefore the performance and clinical utility of this testing method compared to
other non-invasive methods is lacking.
Professional Societies/Organizations
According to the American College of Gastroenterology (ACG) practice guidelines for the management of H.
pylori infection, antibody testing (e.g., serum, whole blood, urine) is widely available but has poor positive
predictive value in populations with a low prevalence of H. pylori infection, limiting its usefulness in clinical
practice. Antibody testing is of limited benefit in documenting eradication of H. pylori, as results can remain
positive years after successful cure of the infection. The UBT and fecal antigen test are reliable methods of
identifying active H. pylori infection before and proving H. pylori eradication after antibiotic therapy (Chey, et al.,
2007).
The American Gastroenterological Association (AGA) medical position statement on the evaluation of dyspepsia
states that noninvasive H. pylori testing is optimally performed by a 13C-urea breath test or stool antigen test
(Talley, 2005b).
Use Outside of the US
The European Helicobacter Study Group (EHSG) promotes multidisciplinary research and organizes consensus
conferences to explore issues surrounding H. pylori infection. The Fourth Maastricht/Florence Consensus
Conference included 44 experts from 24 countries who issued the following recommendations regarding
diagnostic testing for H. pylori (Malfertheiner, et al., 2012):
1. The diagnostic accuracy of the stool antigen test (SAT) is equivalent to the UBT if a validated
laboratory-based monoclonal test is used
2. The serological tests are not all equivalent. Only validated IgG serology tests should be used owing
to variability in the accuracy of different commercial tests. Evidence level: 1b; Grade of
recommendation: B
3. In patients treated with PPIs: if possible, PPI should be stopped for two weeks before testing by
culture, histology, rapid urease test, UBT or stool test. Evidence level: 1b; Grade of
recommendation: A
4. If it is not possible, validated IgG serology can be performed. Evidence level: 2b; Grade of
recommendation:
Joint evidence-based guidelines from the European Society for Pediatric Gastroenterology, Hepatology,
and Nutrition (ESPGHAN), and the North American Society for Pediatric Gastroenterology,
Hepatology, and Nutrition (NASPGHAN) include the following regarding H. pylori testing methods (Koletzko, et
al., 2011):
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1. It is recommended that the initial diagnosis of H. pylori infection be based on either a positive
histopathology plus a positive rapid urease test or a positive culture.
2. The 13C-urea breath test (UBT) is a reliable noninvasive test to determine whether H. pylori has been
eradicated.
3. A validated enzyme-linked immunosorbent assay (ELISA) test for detection of H pylori antigen in stool is
a reliable noninvasive test to determine whether H pylori has been eradicated.
4. Tests based on the detection of antibodies (IgG, IgA) against H. pylori in serum, whole blood, urine, and
saliva are not reliable for use in the clinical setting.
5. It is recommended that clinicians wait at least 2 weeks after stopping proton pump inhibitor (PPI)
therapy and 4 weeks after stopping antibiotics to perform biopsy-based and noninvasive tests (UBT,
stool test) for H pylori.
According to the National Institute for Clinical Excellence (NICE) guidelines for the management of dyspepsia in
adults, H. pylori can be initially detected using either a carbon-13 urea breath test (UBT), stool antigen test or
laboratory-based serology where its performance has been locally validated. (NICE, 2004).
Summary
Esophagogastroduodenal (EGD) endoscopy with biopsy is considered the reference method for the diagnosis of
Helicobacter pylori (H. pylori). The overall body of literature suggests that noninvasive testing with the urea
breath test (UBT) is as clinically useful as endoscopy in managing select patients with uncomplicated upper
gastrointestinal symptoms. H. pylori stool antigen (HpSA) testing provides an acceptable alternative to UBT.
Serological testing has suboptimal sensitivity and specificity and a lower positive predictive value than breath
testing and stool antigen testing in areas of low H. pylori prevalence. Serological testing also cannot distinguish
between active and resolved infection, limiting its clinical utility in confirming eradication of H. pylori at the
conclusion of therapy. Serology-based testing has not been shown to improve patient outcomes, as a positive
test often requires confirmation with a proven testing method. Profesional societies such as the American
College of Gastroenterology (ACG) and the American Gastroenterological Association (AGA) no longer
recommend the use of serologic testing. As such, this testing method is unproven for the diagnostic
management of H. pylori.

Coding/Billing Information
Note: 1) This list of codes may not be all-inclusive.
2) Deleted codes and codes which are not effective at the time the service is rendered may not be eligible
for reimbursement
3) ICD-10-CM Diagnosis Codes are for informational purposes only and are not effective until 10/01/2015.
Experimental/Investigational/Unproven/Not Covered:
CPT* Codes
86677

Description
Antibody; Helicobacter pylori

ICD-9-CM
Diagnosis
Codes

Description

All codes
ICD-10-CM
Diagnosis
Codes

Description

All codes
® ©

*Current Procedural Terminology (CPT ) 2013 American Medical Association: Chicago, IL.

Page 3 of 4
Coverage Policy Number: 0308

References
1. Chey WD, Wong BC; Practice Parameters Committee of the American College of Gastroenterology.
American College of Gastroenterology guideline on the management of Helicobacter pylori infection.
Am J Gastroenterol. 2007 Aug;102(8):1808-25. Epub 2007 Jun 29.
2. Islam S, Weilert F, Babington R, Dickson G, Smith AC. Stool antigen testing for the diagnosis and
confirmation of eradication of Helicobacter pylori infection: a prospective blinded trial. Intern Med J.
2005 Sep;35(9):526-9.
3. Koletzko S1, Jones NL, Goodman KJ, Gold B, Rowland M, Cadranel S, Chong S, Colletti RB, Casswall
T, Elitsur Y, Guarner J, Kalach N, Madrazo A, Megraud F, Oderda G; H pylori Working Groups of
ESPGHAN and NASPGHAN. Evidence-based guidelines from ESPGHAN and NASPGHAN for
Helicobacter pylori infection in children. J Pediatr Gastroenterol Nutr. 2011 Aug;53(2):230-43. doi:
10.1097/MPG.0b013e3182227e90.
4. Malfertheiner P1, Megraud F, O'Morain CA, Atherton J, Axon AT, Bazzoli F, Gensini GF, Gisbert JP,
Graham DY, Rokkas T, El-Omar EM, Kuipers EJ; European Helicobacter Study Group. Management of
Helicobacter pylori infection--the Maastricht IV/ Florence Consensus Report. Gut. 2012 May;61(5):64664. doi: 10.1136/gutjnl-2012-302084.
5. National Institute for Clinical Excellence (NICE). Dyspepsia: managing dyspepsia in adults in primary
care. 2004 Aug. Accessed Feb 11, 2014. Available at URL address:
http://www.nice.org.uk/nicemedia/live/10950/29459/29459.pdf
6. Perri F, Quitadamo M, Ricciardi R, Piepoli A, Cotugno R, Gentile A, et al. Comparison of a monoclonal
antigen stool test (Hp StAR) with the 13C-urea breath test in monitoring Helicobacter pylori eradication
therapy. World J Gastroenterol. 2005 Oct 7;11(37):5878-81.
7. Talley NJ, Vakil NB, Moayyedi P. American gastroenterological association technical review on the
evaluation of dyspepsia. Gastroenterology. 2005a Nov;129(5):1756-80.
8. Talley NJ; American Gastroenterological Association. American Gastroenterological Association
medical position statement: evaluation of dyspepsia. Gastroenterology. 2005b Nov;129(5):1753-5.
9. Vakil N, Fendrick AM. How to test for Helicobacter pylori in 2005. Cleve Clin J Med. 2005 May;72 Suppl
2:S8-13; discussion S14-21.

The registered marks "Cigna" and the "Tree of Life" logo are owned by Cigna Intellectual Property, Inc., licensed for use by Cigna Corporation
and its operating subsidiaries. All products and services are provided by or through such operating subsidiaries and not by Cigna Corporation.
Such operating subsidiaries include Connecticut General Life Insurance Company, Cigna Health and Life Insurance Company, Cigna Behavioral
Health, Inc., Cigna Health Management, Inc., and HMO or service company subsidiaries of Cigna Health Corporation.

Page 4 of 4
Coverage Policy Number: 0308

