orAOraotl| 3 SoolX - M 73 H23 2004

<o

O siEE

Zolo| A 44| & 3 enzyme immunoassay®l] <] 3Sh
Helicobacter pylori U 3 A& &40 disk A+

Mgt ) ohst 2okaketmal

g & =2-M F 7

—

Role of enzyme immunoassay for the Detection of Helicobacter pylori Stool
Antigen in Confirming Eradication After Quadruple Therapy in Children

Hye Ran Yang, M.D. and Jeong Kee Seo, M.D.
Department of Pediatrics, Seoul National University College of Medicine, Seoul, Korea

Purpose: The Helicobacter pylori stool antigen (HpSA) enzyme immunoassay is a non-invasive
test for the diagnosis and monitoring of H. pylori infection. But, there are few validation studies
on the HpSA test after eradication in children. The aim of this study was to assess the diagnostic
accuracy of HpSA enzyme immunoassay for the detection of H. pylori to confirm eradication in
children.

Methods: From January 2001 to October 2003, 164 tests were performed in 146 children aged
1 to 17.5 years (mean 9.314.3 years). H. pylori infection was confirmed by endoscopy-based tests
(rapid urease test, histology, and culture). All H. pylori infected children were treated with quadruple
regimens (Omeprazole, amoxicillin, metronidazole and bismuth subcitrate for 7 days). Stool
specimens were collected from all patients for the HpSA enzyme immunoassay (Primier platinum
HpSA). The results of HpSA tests were interpreted as positive for OD >0.160, unresolved for 0.140
<0D<0.160, and negative for OD <0.140 at 450 nm on spectrophotometer.

Results: 1) One hundred thirty-one HpSA tests were performed before treatment. The result of
HpSA enzyme immunoassay showed three false positive cases and one false negative case. The
sensitivity, specificity, positive predictive value, and negative predictive value of HpSA enzyme
immunoassay before treatment were 96.4%, 97.1%, 90%, and 99%, respectively. 2) Thirty-three
HpSA enzyme immunoassay were performed at least 4 weeks after eradication therapy. The results
of HpSA enzyme immunoassay showed two false positive cases and one false negative case. The
sensitivity, specificity, positive predictive value, and negative predictive value after treatment were
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88.9%, 91.7%, 80%, and 95.7%, respectively.

Conclusion: Diagnostic accuracy of the HpSA enzyme immunoassay after eradication therapy was
as high as that of the HpSA test before eradication therapy. The HpSA enzyme immunoassay was
found to be a useful non-invasive method to confirm H. pylori eradication in children. (Korean
J Pediatr Gastroenterol Nutr 2004; 7: 153~162)

Key Words: Helicobacter pylori, H. pylori stool antigen (HpSA) enzyme immunoassay,
Eradication, Children
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Fig. 1. The optimal cutoff value of H. pylori stool antigen
enzyme immunoassay was OD 0.166 in children based
on the ROC (Receiver operating characteristic) curve.
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Table 1. Diagnostic Accuracy of the Helicobacter Pylori
Stool Antigen (HpSA) enzyme immunoassay before
Eradication Therapy in Children Based on Endoscopy—
Based Tests

Reading techniques

) ) Reading at
Dlrree(z d\i/rl]sual 450 nm on
g spectrophotometry

True positive 27 27
False negative 1 1
True negative 98 100
False positive 5 3
Sensitivity 96.4% 96.4%
Specificity 95.1% 97.1%
Positive predictive 84.4% 90%
value
Negative predictive 99% 99%
value
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Table 2. Diagnostic Accuracy of the Helicobacter pylori
Stool Antigen (HpSA) enzyme immunoassay in 33
Children at Least 4 Weeks after Completion of H. pylori
Eradication Therapy

Reading techniques

Reading at
Direct visual 450 nm on
reading spectrophotometry

True positive 8 8
False negative 1 1
True negative 22 22
False positive 2 2
Sensitivity 88.9% 88.9%
Specificity 91.7% 91.7%
Positive predictive 80% 80%
value
Negative predictive 95.7% 95.7%
value
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