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Clinical Usefulness of Helicobactor pylori Ag Stool Test (Immunochromatographic
Assay) for Diagnosis of H. pylori Infection

Seol Seo
Deparment of Clinical Pathology, Daegu Health College, Daegu 702-722, Korea

The aim of this study was to assess the Clinical Usefulness of Helicobacter pylori Stool Antigen (HpSA)
immunochromatographic assay for the diagnosis of H. pylori infection. In this study, we had compared
HpSA-immunochromatographic assay with CLO test and UBT test. From a tota of 140 patients
(M:F=88:52) with upper endoscopy, biopsy specimens were obtained for CLO test. Stool specimens was
collected from al patients and tested using a HpSA-immunochromatic assay. H. pylori infection status was
defined as infected if the results of both CLO test and UBT test were positive. CLO test and UBT test
findings showed that 92 patients were H. pylori positive and 48 patients were H. pylori negative. According
to this definition, the sengtivity, specificity, and podtive or negative predictive vaue (PPV, NPV) of
HpSA-immunochromatographic assay were 97.8%, 100%, 100%, and 96%, respectively. Cross reactivity test
of HpSA-immunochromatographic assay were performed with 10 enteric bacteria strains in feca habitat,
and there were no false positive reaction. We evaluated the usefulness of HpSA assay for eradication therapy
with 10 of 92 H. pylori positive patients, positive results of them at pre-eradication therapy were converted
to negative a post-eradication. The HpSA-immunochromatographic assay is a highly sensitive and specific
non-invasive diagnostic method for detection of H. pylori infection, a useful diagnostic method for H. pylori
in post eradication stage.

Received 22 APR 2010 / Returned for modification 3 JUN 2010 / Accepted 16 JUN 2010

Key Words : HpSA-immunochromatographic assay, CLO test, UBT test

I M =

TAAA - A A (99702722 TITA BT BAE A7, o Helicobacter pylori= Campylobacter like organism.=

BAYS g E-2]9-t}7} Campylobacter pylori 2 W E A oLt Al
TEL : 053-320-1309 o] mAlFE, MES] AW 4, a4 A, AER

E-Mail : seol@mail.dhc.ac.kr

38



Korean J. Clin. Lab. Sci. 42(1):38-45, 2010

HEAtel, 718 ABEE 54 5o Aol o8] Cam

pylobacter &3 He thE Aoz QIAE H.
pylorigh= A28 &8-S 4A oot
o] < Marshall#} Warren(1984)°] 7H4 254 <]

o Sl Atgte] 1Futell Al H. pylori o EAIE
gk o] H. pylori 712 914, S, AolAgHY
2 vl el 22 713 F(mucosa associated lymphoid
tissue lymphoma matoma) ZA9] Fa3k < A=
A= 2 gtHMarshall, 1994; Hunt, 1996).

H. pylorie A AlAIA o2 50% o]ito] 7Ha s o] ot
AAEH B A el A%
AFEE e A gt AdES
whe} zpol7t olom Ab3| 7 A4

HAFAFS G

H
=

s

A, r—|—'4

re

9%‘.

RS

2

r_lE _124.4
1o,

g
-
=
>
=
o
N
NS

ok,
i
rlo
fu)
f -

BT S7HT
TEASAES e
o] o]Fe1x|uf 40~50t 7}
THEe] 80~90%el A H. pylori FA| FA
gl

I

o & (2 o Jo rot
ol
2 L
x
£ 2

o %

=
o

AU

o A9 el E A Fold

Aot 5,

a @

EREE R

h=i

1991; Glupczynski, 1994).

MAEA e ARFAEA o

39

A 45 Fo| Hrlee AR o R Hol o]g¥t)
AU B AAPH A= g Age] 1t
Astal 5 ol d7Es & § AS = A&5 4
Gt wom RATI|HARSY o] B A FAE
oA gon FoFos A v&oR AAE F
Ak g WA ARG a8 7| AL Alde] of#E L
ol Aol frofellAx AAE 7hsate AAAH
e HPAE ok BlE 284 YA E g
APl Hlsf b mEg Al A5 $o 45
T% ol wa FDAYIAME A® $ U giwg
A HARE Q7lel o H ERoA = o] vl
e g Bo|rt & AR FHH I ThE 5,

2002; Crone &, 2004).
ojof ¥ o A= RUT, UBT #ALe} vlasl] w7
Ag e s WaentE a1 u Y-S o83 H. pylori

FRAe] ARHoE FEHA dolrag vk
L M2 2
. ot

2009\ 10€ 58 20101 18714 ti+- P HdellA 4
FAast YA B ARS W k2 1407 (E AL, 887,
of, 52)¢ FHAAE o ® siqlth H UHE ol
AU proton pump inhibitor(PPl) A4S =831 A}
T A5kt

2. g
RUT(CLO-kit)ZAFe} UBT LS A3k 3ka} 5 H.
pylori 741 A 2 FANkE o= 747 gl Fhate] #
A sl H. pylori FAITAHAE ATy =
Sk RUT (CLO-kit) ¥4 WH-AF 5 Al A= § 3
2 3eld 109 HHAAE o= 3 H. pylori

20
PUFAPAE SA Ak

®) [e)
=

il

1) H. pylori %7
g el A A FH 3 2H o2 CLO AANE 3k
32, WA AL - UBTHARS} 48417 U] 8kafe] 1o
2 FH Hedlicobacter pylori Stool Antigen (HpSA) |



Seo S. Clinical Usefulness of Helicobactor pylori Ag Stool Test

mnochromatographic assayS A 33131tk CLO A UBT
A Bl B 189l AS H. pori B 7IFC.
7)Fo 7 Sk

2) A AP

(1) CLOZHA}

CLO #AF 42 WA HAE
218 E3ste Kit(Asan Helicobacter test, Asan Co.
Korea)oll ¥il 30~40TolA 247t FoF wh
20| A 24471 ool w=ehAl Ao A _zr%y

REAoR WahE Yoz 2P,

i

S EEERE

Al

ko)
T =2
Pz

_1::10
5 =

]

L
T

(o

(2) Urea Breath Test
A5 7)ARE A3 Hdiprobe system-Kit(Pronto
Dry, Gadtre, Poland)E ©]-&-3to] AAI8I3lom WA 44

7t ol FE FAE FAlol Al 50 mLe] vA| L3 E3}
& 4ol HeliCap(T-A%17} £ 1 1Cio] 845 &+
3 ME)S A =% shal 10~15% 5ot 71k § 3%t
AA~HA S5 8}04 W¥E 57]2 525 Breasth Card?]
nhe2avES Fa BAIF - Heliprobe 41 71(Heli-
probe andyzer)oll Al SHE A= IASIGITHTadle 1).

Table 1. Infection grading by Heliprobe analyzer
Grading Cut- Off value
Heliprobe 0 : Not infected d<25 cpm
Heliprobe 1 : Borderline 25 cpm<d<50 cpm
Heliprobe 2 : Infected d=50 cpm

d = total breath card count per measurements (cpm)
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Table 2. Distribution of age by sex

Age (yr) Male (%) Female (%) Tota
10~20 2 (22 2 (14)
21~30 3 (34) 2 (38) 5 (3.6)
31~40 8 (9.1) 7 (135) 15 (10.7)
41~50 17 (19.3) 22 (42.3) 39 (27.8)
51~60 33 (37.5) 15 (28.8) 48 (34.3)
61~65 25 (28.4) 6 (11.5) 31 (22.1)
Tota 88 52 140
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Table 3. Comparison of HpSA-immunochromatographic assay and CLO/UBT

HpSA-Immunochromatographic CLO-Kit/UBT* PPV NPV Sengitivity Specificity
assay + - Total (%) (%) (%) (%)
Positive 90 0 Q0
100 96.0 97.8 100
Negative 2 48 50
Tota 92 48 140

CLO-Kit, Campylobacter like organism Kit; UBT, urea breath test; PPV, positive predictive value; NPV, negative predictive vaue
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Aol &3] glom EHoA wA"E JhsAle] W
Ot 1029 1.0x108 CFU/ML 552 AA= 3 29
A7 Easy Test H. pylori Ag-kit)oll 4] ez

4A sgom 1 A% BT g0

A0 2 L TH(Table 4).

4) Al A2-g-Ay
A X7 A CLO-kit, =¥ 3L A}
108A7F Ald A7 Tl BF 942402

(Table 5).

Table 5. The result of H. pylori stool Ag test in the
pre-and post-eradication

HpSA- CLO-kit
Immunochromatographic ~ Pre-eradication  Post-eradication
assay + - + -
Positive 10 0 0 0
Negative 0 0 0 10
Total 10 0 0 10

Table 4. The result of cross reactivity test for HpSA-Immunochromatographic assay

. KCCM Conc. HpSA-Immunochromatographic assay
Ne. Test bacteria No. (CFUIML) 1.0x10° No.2 result
1 Shigella sonnel 41282 1.0x10° — — Negative
2 Salmonella paratyphi 41577 1.0x10° — — Negative
3 Salmonella typhimurium 11862 1.0x10° — — Negative
4 Salmonella enteritidis 12021 1.0x10° — — Negative
5 Salmonella schottmuellexi 41576 1.0x10° — — Negative
6 Escherichia coli 11234 1.0x10° — — Negative
7 Klebsiella pneumoniae 40890 1.0x10° — — Negative
8 Yersinia enterocolitica 41657 1.0x10° — — Negative
9 Clostrdium difficile 12115 1.0x10° — — Negative
10 Clostrdium perfringens 12098 1.0x10° — - Negative
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