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Evaluation of Diagnostic Usefulness for Genedia® Helicobacter Pylori ELISA
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Background : Helicobacter pylori (H. pylori) is known to be an important pathogen
for gastritis, peptic ulcer, and gastric cancer. The serologic tests for the diagnosis of H.
pylori infection are preferred because of non-invasiveness, simplicity, and rapidity. Many
reagents for detecting antibodies of H. pylori are available in Korea, however, they are
mostly foreign-made. Genedia® Helicobacter pylori ELISA (Green Cross, Korea) is a
product made from Korean patients infected with the organism. Its effectiveness for the
diagnosis of H. pylori infection, however, has not been well established. The authors,
thus, evaluated the diagnostic usefulness of Genedia® Helicobacter pylori ELISA.

Method : Two hundred fifty-four patients, whose gastric biopsies and serologic samples
are available, were included for review. H. pylori was detected on histologic specimens
stained with both the Hematoxylin-Eosin and Giemsa technics. The serologic tests were
carried out according to the insert of Genedia® Helicobacter pylori ELISA.

Result : Compared with the findings of biopsies, Genedia® Helicobacter pylori ELISA
has sensitivity of 96.2%, specificity of 56.8%, positive predictive value of 78.9%, nega-
tive predictive value of 90%, and efficacy of 81.5%. In 194 patients whose Genedia®

AN FAY, (442-749) AVIE FUA BIT YFF A 544 o FuigtE 4 JEAAFELA
(438} : 031-219-5782, Fax : 031-219-5778)



—%4A ¥ 9| : Genedia® Helicobacter pylori ELISA A]e}¢] 9lAbA 484 HE—

Helicobacter pylori ELISA was positive and specimen absorbance/standard absorbance
ratio was more than 2, H. pylori was found in 84.7% (133/157) of the biopsies. Howev-
er, H. pylori was detected in only 54.1% (20/37) of the biopsies when the specimen
absorbance/standard absorbance ratio was less than 2.

Conclusion : Genedia® Helicobacter pylori ELISA made in Korea is a useful screening
test because of its low specificity and high sensitivity as well as high negative predicta-
bility. Specimen absorbance/standard absorbance ratio is also thought to be helpful in

the diagnosis of H. pylori infection.
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Helicobacter pylori (H. pylori)= 1%-849 1}
AY gz, A AdF ¥ ALy} gz 2
AFedl, 19809 olF A4, 234 AL ¢ 9
de T3 ARz FEL A Hw4, o9
Ao g e A3t olFolxd. H. pylori
-5 dollle Aoz Wik A, 23
g2 gAY, A5y ga¥AEL A (rapid
urease test), 9| Aol AL o] 4 FHES
4] uksY (Polymerase Chain Reaction, PCR),
A A A, 24 3F ZAAF (Urea breath tests)
ol 7gso] sko}(1,2].

o] ¥ ATA FHrle AAFlH, v FAHH o]
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H. pylori &3 AEE A% o8 A¢Eo] A14-5
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T Aoz A, oA oAA AE dE AHH
I A 4 YyHolr) old E AHREL ¢ 23
A7 A7} wlwdie, o] At YA sHE
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WAIAS Al B AY 4 F Aoz,
#Ad9 =2 474 Hematoxylin-Eosin®} Giemsa
FHo2 AT H. pylori §55 Av]As}elA
SR SA ¥ IR 7HFo] el
g gAo g BAsY}.
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#Az8e HHAF YL dF nHpsiged,
Genedia® Helicobacter pylori ELISA (F41#, &
) Ao A £33 ALda AAE F
ulat et o) F3AE ZHolEd AA == o
ZAE B3 WA F, A 34 5 A
FAE ¥, 37L1TCAA 9k AF F 71AS ¢

&A1 Zck 450nmel A ]9 FJEE A3
o, RA7|FH (Cutoff Value) o2 F3% 7
S e AAE F4, o @& vy FA: ge
Z2e AAe Aoz RA ol HAAFR
T/71EEFFE g} 2 olslel AfE olFAA
E AASHA, F ¥ oA dXF= A F3l9.
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25473 9] zAFA gL A4 gl 1978
2 JH wskew, ¢igte] 287, Age] 119, 1
9le] Agho] 189 o).

Z7 A A u]l§g Genedia® Helicobacter pylori
ELISA Alef9] =IztE &= 96.2%, Sol% 56.8%, %
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Table 1. The result of Genedia® Helicobacter pylori ELISA test according to the biopsy findings in gastric

cancer, gastritis, ulcer, and other group

Biopsy findings Genedia® ELISA cancer® gastritis ulcer other total nuraber
(n=28) n=197 (n=11) (n=18)
H. pylori + . positive 13 128 6 6 : 153
: negative 1 5 0 0 6
e 3 TR
sensitivity (%) 929 100 100
specificity (%) 214 60.0 58.3
positive predictive value (%) 54.2 75.0 54.5
negative predictive value (%) 75.0 100 100
efficiency (%) 57.1

*Cancer : gastric Cancer

AdEx 789%, SAHNEE 90.0% ¥ AEA
81.5%°l%ct. ol AEE I HIA HdA
<, AT 929%, Solx 214%, A4 A+
BT 962%, Eolx 64.1%, AA%A A% U
100%, Sol% 60.0%, 7Iebe URZE 100%, %l
% 583% %t} (Table 1).

Genedia® Helicobacter pylori ELISA <4<l 194
AA F, AAZFZE/71FEF3RE vt 2 o)A A
L= 847% (133/15D 4 =3 ZA A H. py
lori7} A& 5o, 2 o8t A$+ 541% (20/
37) sl Agte] &= ch(P<0.001, chi-squared test).
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H. pyloric J%gA9 Y43 d2=, 8
BHEAL (urease) & THEo| AR #FACAx 7
de dosled F8¥ 9F& oh4,5]. 19824
Warren S[6]¢] o] #& A& FASFAATE, %
ulag o] 194171 E BaEHAAG FAA
Aol SR AHAe dAFoz A4l
250 gted, 198039 olF A4, &34 A
of 2 gigte] 237 YAz L3I A7,
19943 A AR A7]F9] Internal Agency for Rese-
arch on Cancer Working Groupel A& A1+, &
A Qzt Wtz FAHNAG[125]. £E, Tl
== National Institutes of Health Consensus Devel-
opment Conference: H. pylori 7+<d& 2] H kel
Zglalolel AR 7, o]z A W ;A= FA

81.8 72.2

A2 Agdof g Bl H. pylorid]
Mg atd g} g2y, ¢ Jgte 4 58]
o] 62%, Malaty 5[7]¢] 6% & ®13l 4t

H. pylorie] 75 AD37 sjstd @2
AA7E 2ol ey, ¢ WAA AAE s3te
wioF A, =& G4y, A4 LAEHES
A4, 9 AAn} 9L o847 FHaL A4
ey 53, v A gy AH AL 8
2 3F AN 522 Uy & F Ao WAAS
o]l 4§ AAYEL £3R V&S 239 HeA
o] sbsAel A, wiRw, FAAA FFe]| Fhe
7abolcH1-389]. 84 EEF A AEsy A
A A9 AeE ubdsl}, Helicobacter heilma-
nniiol 9 %A E vebd £ Qeow, 7HHol
v}, AR A17ke] A, B3, FHda A Al
E Ul 2 9Y Sz 9t AAA FAzE
= ¥4 A3} (3,10].

gA48%A4 AAE AGe {4A 78 §F X, A
£ 7AYol FTH3Y, w2y HAHolojA Unt F
AAANA de] o] g8y Ut FEFH Fo Wb
Z2AAA Y dFRe AW o]&3y, A=z
W, AHE gel3 A7 we Uizt 5o
7} th=23,11,12].

Genedia® Helicobacter pylori ELISA (¥41zh &
$FQA W4 91d @Al ¥ A MBRIHP
29} Aloj A& AF Atel ] F2§ MBRIHP 89 2
A FFE 2oz AP FU& o4, A
8 H. pylori IgG @4 & 7%&8t= ELISA Alefolcth
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€ AREL 24 AAF} wiste Genedia®
Helicobacter pylori ELISA A]<}¢ ZE3 A, o
9 WZEE 96.2%, Sl 56.8%, FAAEE 78.
9%, ¥AN5% 90.0%, 1211 E8AL 81.5%4
th Kim 5-& o]u] o] At djs] wj} Haps}
s2EHELE HAA 5& AASY, UzE 97.8%,
ol %2 ¥ JAFugE 98 AYE vy
atdcH13]. H. pyloriz 22 A ANAH As]e A
Ttol]l Sz} ¥ye] wiy Foz VFHLEH, 24
A ZAke uzE R Eolxrl 90% Welre
g}, o] Ao s|FoZ AL o] b Wiy
Bobe AjEc12]. & A9 Sole: 34
H& Kim g2 B3] ujste o) ol #Hx
T Aldel] o] g B43 HAYE A=A
W7l wFolel AlgHot FAYA AHgoz Fol
B o]y IgG FAE AA3 Fastod, o 674
FoAx FA77F 50% 7HEF dob ] W Folg)
(89,14]. FAAHAYH g} APE L Solrs}
t} &4, Genedia® Helicobacter pylori ELISAS} 2+
o] &3z A FI& ol&3: AL, Co
mpylobacter?] flagellin 53 FAWEE B 5ol
Tt Pl Aew &2iA Ut[10,15]. =F,
ASA A Aol A z22FA HAre =izt
=7} 4415 (glandular atrophy) AXe) oz} 7t
289 [5]. 3, £ 97+ o AT vy
fletall e Bolxrt 214% = Hok=d], ol of
ute 2o fdFAE HA A 4E B4
AL 7tsAde]l Fod, =7 do] FoldA o} 9
At Al FA3HA] ol AHA e Ao B
a7 dgFoz AzEd(1,5]. oqt, O H. py
lori A73)2] BRoA vl FA2 AW A
9] Eolrr}t 825% 2 Aolg R4Ed, o I
o] vlFncd o ¥r] difeos AgHc{16].

2 AFNME date] Afe get 217 g8
AT L BolxE uEd, ol &4 niuAzte
GA FA g HolE Mole geez AFo}
AFA G det JFs e s gAF AF
X AT JFSE B ez YAHDZ
FA AL A AE $EE FEEleel &
Ao oA}

A WM 8-S H pylori 34 HES
A AAdEL A8 gFAAFe=, 7 F[2]9
B A 1gG A g3t U= 80%, Sl

L BUE, & FB]19Y BRIdME o oA 4F
of ds W= 71%lA 89%, Solx 24%e)4l
1%, F852 68%lA 81%, SA4N= 60%
A4 80% % chdt AxE B r)

2 A7 A% ¥HA AAFRE} NEED
Lo vlgte 2 ojal A9 20)13al 9o u)
3to] H. pylori®]l &g #stA &9t} ol
§ 27L& ¥E H. pylori §A 9717 H. pylori
gl Aded F¥EF dSs=deE ¥ £
+2 FA X3AW, 2AFAH o2 H. pylorir} A
29 BAAAN HAEHA g @A vzt @3
977 #3dde w2 (17]9 AFes AR g}
wet AAFFE//EFLE vle A7 H4 A
A E¥& £ Aoz Awdch

Genedia® Helicobacter pylori ELISA®] E¢]x =
v o} FAPAZE TS, APT e} LA
AE5E7t ¥ ZHEs T AAAolg = HA H.
pylorie] FRAZAA7} obd AWAA o] L] 8T
Aoz gl

2 o

i - 4, 234 Ad 2 g9 T2 9
QA2 XA Helicobacter pylori (H. pylori) 9
RS AA3) A4 HE 5, 2AEA A
Abe AR ulAHA o= A4 g o]
453 glch. "A o= H. pylori 4 A%
< AT oA AgEe] ALEHT oy, YR
AR Felct. 2]y Genedia® Helicobacter
pylori ELISA (5AZH & &34l #AlolA Hed
H. pylori% o]43le Alz® FuU Aoz of
2 QA AEs de] ARET A g ¥4
olt}. ool £ AREL ¥ =32 AR 277 wxw
a3t o] Aleke] A s1AE FPrlstaA shgdd

e o9 24 AAS AAEGY #4853 €
Astd Qi JHEsld 2549 E did ez g
o 8l A 7L Hematoxylin-Eosin®} Giemsa
d4<& ARAF H. pylori 75 #F3A2, €
A8 4 A+ Genedia® Helicobacter pylori ELI-
SA Aetoz AYAd F3ld AAE AAFAL
o, AAEFZE/7IEEFIE ¥7t 2 o3t Hfel
= olFAHALE AAlsle &

At 22 Y7 ¥§ Genedia® Helicobacter
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pylori ELISA X|2fe] wIZtx = 962%, So|% 56.8
%, FRAEE 789%, SHAEE 900% ¥ &8
4L 81.5%°l%t}t. Genedia® Helicobacter pylori
ELISA <4< 194 ZAA %, AAFR=/N12E%
T w7} 2 o)Al ASE 84.7% (133/157) oA =
A ZAA 4 H. pylorizl 7&SHQod, 2 o)stal
¥ 541% (20/37)dlAwre] zA AL A H.
pylor} A& = o)

& : FUAE 2 Genedia® Helicobacter pylori
ELISA®] ADA 7}x& wzy 443 Aoz 3
7HE ek B E Bolx g you} uinsl A4
SE7F Fol AEAANZA ZHAS Yoo, AAE
BE/NEEFZE v =T SN e £ $¢
F ALe® Agd o).
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