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Verwendungszweck
PreventID® H. pylori Antigen ist ein immunchromatographischer 
Schnelltest für den qualitativen Nachweis von H. pylori Antigenen 
in Stuhlproben zur Unterstützung der Diagnose einer H. pylori- 
Infektion.

Einleitung
Helicobacter pylori (H. pylori) ist ein kleines, spiralförmiges  
Bakterium, das auf der Schleimhaut des Magens und Zwölffinger- 
darms lebt. Es wird mit der Ätiologie diverser Erkrankungen des 
Gastrointestinaltraktes in Zusammenhang gebracht, einschließ-
lich Zwölffingerdarm- und Magengeschwür, nichtulzerativer 
Dyspepsie sowie akuter und chronischer Gastritis.1, 2 Bei Pati-
enten mit Symptomen einer gastroenterologischen Erkrankung 
werden invasive und nicht-invasive Methoden zur Diagnose  
von H. pylori-Infektionen herangezogen. Probenabhängig und 
teuer sind folgende invasiv-diagnostische Methoden: eine Biopsie 
von Magen oder Zwölffingerdarm, evtl. gefolgt von einem Urease-
Test, Kultur und/oder einer histologischen Färbung.3 Eine weit 
verbreitete Methode zur Diagnose einer H. pylori-Infektion ist 
die serologische Identifizierung spezifischer Antikörper der in-
fizierten Patienten. Dieser serologische Test kann allerdings 
nicht zwischen akuten und zurückliegenden Infektionen dif-
ferenzieren. Antikörper können im Patientenserum auch noch 
lange nach Eradikation der Bakterien zu finden sein.4 Der Test 
auf HpSA (H. pylori Stuhl Antigen) verbreitet sich zunehmend zur 
Diagnose von H. pylori-Infektionen und zum Monitoring einer  
Eradikationstherapie. Studien haben gezeigt, dass mehr als 90 % 
der Patienten mit Zwölffingerdarm- und 80 % der Patienten  
mit Magengeschwür an einer H. pylori-Infektion leiden.5 Der 
PreventID® H. pylori Antigen Test verwendet H. pylori Anti-
gen-spezifische Antikörper, um selektiv H. pylori Antigene in  
humanen Stuhlproben nachzuweisen.

Testprinzip
PreventID® H. pylori Antigen ist ein qualitativer lateral-flow  
Immunoassay zum Nachweis von H. pylori Antigenen in hu-
manen Stuhlproben. In der Region der Testbande (T) ist die 
Membran mit anti-H. pylori Antikörpern vorbeschichtet. Im Test-
verlauf reagiert die Probe zunächst mit den Partikeln, die mit  
H. pylori Antikörpern beschichtet sind und diese Mischung wan-
dert durch Kapillarkräfte bewegt zu der Stelle der Membran, die 
mit H. pylori Antikörpern beschichtet ist (T) und es entsteht eine 
farbige Bande. Diese farbige Bande in der Testregion zeigt ein 
positives Ergebnis an; fehlt sie, so ist das Ergebnis negativ. Den 
korrekten Testverlauf zeigt die Kontrollbande bei (C). Sie zeigt 
an, dass eine ausreichende Probenmenge verwendet wurde und 
dass die Flüssigkeit die Membran vollständig durchdrungen hat. 

Materialien
Mitgelieferte Materialien
•	 Testkassetten, einzeln verpackt
•	 Probensammelröhrchen mit Extraktionspuffer 
•	 Testanleitung
Zusätzlich benötigte Materialien: Papierstuhlfänger, Probenge-
fäß, Namensetikett zum Beschriften, Anleitung zur Stuhlproben-
entnahme, Pipette und Einmalspitzen (optional), Zentrifuge, 
Tropfer, Stoppuhr

Lagerung und Stabilität
Den Test bei Raumtemperatur oder gekühlt lagern (2 – 30 °C). Die 
Testkassetten nicht einfrieren. Nach Ablauf des Verfallsdatums den 
Test nicht verwenden. Die Testkassette ist empfindlich gegenüber 
Luftfeuchtigkeit und hohen Temperaturen. Daher soll der Test vor 
Hitze geschützt und unmittelbar nach dem Öffnen der Verpackung 
verwendet werden.

Vorsichtsmaßnahmen
1.	 Nur zur In-vitro-Diagnostik verwenden.
2.	 Während der Arbeit mit den Proben nicht essen, rauchen oder 

trinken. Während der Arbeit mit den Proben Einmalhand-
schuhe tragen; danach die Hände gründlich waschen.

3.	 Spritzer und Aerosolbildung während Probennahme und Test-
durchführung vermeiden.

4.	 Alle verwendeten Materialien und Proben als potentiell infek-
tiös behandeln und den Vorschriften entsprechend entsorgen. 
Kontaminierte Gegenstände und Oberflächen gründlich reini-
gen.

5.	 Den Test nicht verwenden, wenn die Verpackung beschädigt 
ist, die Versiegelung geöffnet ist oder die Testkassette erkenn- 
bare Schäden aufweist. Das Haltbarkeitsdatum beachten.

6.	 Hitze und Feuchtigkeit können zu falschen Ergebnissen führen.
7.	 Vor Verwendung des Tests die Testanleitung sorgfältig lesen.
8.	 Reagenzien mit verschiedenen Chargennummern nicht mi-

schen.
9.	 Bei Fragen wenden Sie sich bitte an die Preventis GmbH.

Probennahme und Testdurchführung 
Die Stuhlprobe muss in einem sauberen, trockenen, wasser-
dichten Probengefäß ohne Detergenzien, Konservierungsmittel 
oder Transportmedium gewonnen werden. Werden die Proben 
versendet, müssen sie in Übereinstimmung mit den regionalen 
Vorschriften für den Transport von ätiologischem Material ver-
packt sein. 

Testkassetten, Proben und Probensammelröhrchen (mit Ex-
traktionspuffer) vor dem Testen auf Raumtemperatur bringen 
(15 – 30 °C).

1.	 Sammeln der Stuhlproben:
	 Eine ausreichende Menge an Stuhl (um evtl. vorhandenes  

Antigen nachzuweisen!) in einem geeigneten Probengefäß 
einsammeln (1 – 2 ml oder 1 – 2 g). Wenn nicht innerhalb von  
6 Stunden getestet wird, kann die Probe für maximal 3 Tage 
bei 2 – 8 °C gelagert werden; für eine längere Lagerzeit die 
Probe bei -20 °C einfrieren. 

2.	 Vorbereiten der Stuhlproben: 
	 Feste Proben:
	 Den grünen Schraubverschluss des Probensammelröhrchens 

öffnen. Mit dem daran befindlichen Probensammelstab an  
3 verschiedenen Stellen in die Stuhlprobe einstechen, um ca. 
50 mg Stuhl (entsprechend ¼ Erbsengröße) zu entnehmen. 
Die Stuhlprobe nicht schaufeln. 

	 Flüssige Proben:
	 Den Tropfer senkrecht halten, die Stuhlprobe ansaugen und  

2 Tropfen davon (ca. 80 µl) in das Probensammelröhrchen mit 
dem Extraktionspuffer überführen. 

	 Den grünen Schraubverschluss des Probensammelröhrchens 
schließen und die Probe kräftig schütteln, um Probe und Ex-
traktionspuffer zu mischen. Das Probensammelröhrchen für  
2 Minuten stehen lassen. 

3.	 Vor dem Öffnen die Verpackung auf Raumtemperatur brin-
gen. Wenn die Testkassette aus der Verpackung entnommen 
ist, den Test innerhalb einer Stunde durchführen. Die besten 
Ergebnisse erzielt man, wenn man die Testkassette direkt 
nach Entnahme aus der Verpackung verwendet. 

4.	 Das Probensammelröhrchen aufrechthalten und den kleinen,  
durchsichtigen Deckel des Probensammelröhrchens ab-
schrauben. Das Probensammelöhrchen umdrehen und 2 Trop-
fen der extrahierten Probe (ca 80 µl) in das Probenauftrags-
fenster (S) der Testkassette auftragen; dabei Luftblasen 
vermeiden (Abb. 2). Die Stoppuhr starten. 

 

5.	� 10 Minuten nach Auftragen der Probe das Ergebnis ablesen. 
Das Ergebnis nicht später als nach 20 Minuten ablesen. 

Achtung: Wenn in der Probe Partikel enthalten sind und sie nicht 
durch die Membran läuft, die extrahierte Probe im Probensam-
melröhrchen zentrifugieren. Vom Überstand 80 µl auf eine neue 
Testkassette auftragen.
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Abb. 2: Auftragen der Probe

Ergebnis-
fenster

 
H.pylori Antigen Rapid Test Cassette  

(Feces) 
Package Insert 

REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
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Method Endoscope-based 
method Total Result 

H.pylori Antigen Test 
Cassette (Feces) 

Results Positive Negative 
Positive 168 3 171 
Negative 2 189 191 

Total Result 170 192 362 
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i 

A
nt

ig
en

 
R

ap
id

 
Te

st
 

C
as

se
tte

 
(F

ec
es

) 
is

 
a 

ra
pi

d 
ch

ro
m

at
og

ra
ph

ic
 

im
m

un
oa

ss
ay

 
fo

r 
th

e 
qu

al
ita

tiv
e 

de
te

ct
io

n 
of

 
H

.p
yl

or
i 

an
tig

en
s 

in
 

hu
m

an
 

fe
ce

s 
sp

ec
im

en
s,

 p
ro

vi
di

ng
 r

es
ul

ts
 in

 1
0 

m
in

ut
es

. T
he

 te
st

 u
til

iz
es

 a
nt

ib
od

ie
s 

sp
ec

ifi
c 

fo
r 

H
. 

py
lo

ri 
an

tig
en

s 
to

 s
el

ec
tiv

el
y 

de
te

ct
 H

.p
yl

or
i a

nt
ig

en
s 

in
 h

um
an

 fe
ce

s 
sp

ec
im

en
s.

 
【

PR
IN

C
IP

LE
】

 
Th

e 
H

.p
yl

or
i 

A
nt

ig
en

 
R

ap
id

 
Te

st
 

C
as

se
tte

 
(F

ec
es

) 
is

 
a 

qu
al

ita
tiv

e,
 

la
te

ra
l 

flo
w

 
im

m
un

oa
ss

ay
 fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 h

um
an

 fe
ce

s 
sp

ec
im

en
s.

 In
 th

is
 

te
st

, t
he

 m
em

br
an

e 
is

 p
re

-c
oa

te
d 

w
ith

 a
nt

i-H
.p

yl
or

i a
nt

ib
od

ie
s 

on
 th

e 
te

st
 li

ne
 re

gi
on

 o
f 

th
e 

te
st

. D
ur

in
g 

te
st

in
g,

 th
e 

sp
ec

im
en

 r
ea

ct
s 

w
ith

 th
e 

pa
rti

cl
e 

co
at

ed
 w

ith
 a

nt
i-H

.p
yl

or
i 

an
tib

od
ie

s.
 T

he
 m

ix
tu

re
 m

ig
ra

te
s 

up
w

ar
d 

on
 th

e 
m

em
br

an
e 

by
 c

ap
ill

ar
y 

ac
tio

n 
to

 re
ac

t 
w

ith
 a

nt
i-H

.p
yl

or
i 

an
tib

od
ie

s 
on

 t
he

 m
em

br
an

e 
an

d 
ge

ne
ra

te
 a

 c
ol

or
ed

 l
in

e.
 T

he
 

pr
es

en
ce

 o
f 

th
is

 c
ol

or
ed

 l
in

e 
in

 t
he

 t
es

t 
re

gi
on

 i
nd

ic
at

es
 a

 p
os

iti
ve

 r
es

ul
t, 

w
hi

le
 i

ts
 

ab
se

nc
e 

in
di

ca
te

s 
a 

ne
ga

tiv
e 

re
su

lt.
 T

o 
se

rv
e 

as
 a

 p
ro

ce
du

ra
l c

on
tro

l, 
a 

co
lo

re
d 

lin
e 

w
ill 

al
w

ay
s 

ap
pe

ar
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 in

di
ca

tin
g 

th
at

 p
ro

pe
r v

ol
um

e 
of

 s
pe

ci
m

en
 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
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H.pylori Antigen Rapid Test Cassette  

(Feces) 
Package Insert 

REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
【BIBLIOGRAPHY】 
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REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
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REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
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REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
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REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
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REF IHP-602 English 
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in 
human feces. 
For laboratory use only. 
【INTENDED USE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens to aid in the diagnosis of H.pylori infection. 
【SUMMARY】 
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and 
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, 
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic 
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori 
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent 
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by 
urease testing (presumptive), culture, and/or histologic staining.3 A very common 
approach to the diagnosis of H.pylori infection is the serological identification of specific 
antibodies in infected patients. The main limitation of serology test is the inability to 
distinguish current and past infections. Antibody may be present in the patient’s serum 
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is 
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy 
of the treatment of H. pylori infection. Studies have found that more than 90% of 
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with 
H.pylori.5 
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic 
immunoassay for the qualitative detection of H.pylori antigens in human feces 
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H. 
pylori antigens to selectively detect H.pylori antigens in human feces specimens. 
【PRINCIPLE】 
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow 
immunoassay for the detection of H.pylori antigens in human feces specimens. In this 
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of 
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori 
antibodies. The mixture migrates upward on the membrane by capillary action to react 
with anti-H.pylori antibodies on the membrane and generate a colored line. The 
presence of this colored line in the test region indicates a positive result, while its 
absence indicates a negative result. To serve as a procedural control, a colored line will 
always appear in the control line region indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 
【REAGENTS】 
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and 
monoclonal anti-H.pylori antibodies coated on the membrane.  
【PRECAUTIONS】 
• For laboratory use only. Do not use after expiration date. 
• The test should remain in the sealed pouch until use. 
• Do not eat, drink or smoke in the area where the specimens or kits are handled. 
• Handle all specimens as if they contain infectious agents. Observe established 

precautions against microbiological hazards throughout all procedures and follow the 
standard procedures for proper disposal of specimens. 

• Wear protective clothing such as laboratory coats, disposable gloves and eye 
protection when specimens are assayed. 

• The used test should be discarded according to local regulations. 
• Humidity and temperature can adversely affect results. 
【STORAGE AND STABILITY】 
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is 
stable through the expiration date printed on the sealed pouch. The test cassette must 
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the 
expiration date. 
【SPECIMEN COLLECTION  AND PREPARATION】 
• The feces specimen must be collected in clean, dry, waterproof container containing 

no detergents, preservatives or transport media. 
• Bring the necessary reagents to room temperature before use. 
• If specimens are to be shipped, they should be packed in compliance with federal 

regulations covering the transportation of etiologic agents. 
【MATERIALS】 

Materials Provided 
• Test Cassettes             • Specimen collection tubes with extraction buffer 
• Package insert 

Materials Required But Not Provided 
• Specimen collection containers           • Pipette and disposable tips (optional) 
• Centrifuge    • Timer     • Droppers  
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature 
(15-30°C) prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen 
collection container to obtain maximum antigens (if present). Best results will be 
obtained if the assay is performed within 6 hours after collection. Specimen collected 
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, 
specimens should be kept below -20℃. 

2. To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the specimen collection tube，then randomly stab the specimen 
collection applicator into the fecal specimen in at least 3 different sites to collect 
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal 
specimen. 
• For Liquid Specimens: 
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops 
(approximately 80 μL) into the specimen collection tube containing the extraction 
buffer. 
Tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the extraction buffer. Leave the 
tube alone for 2minnutes. 

3. Bring the pouch to room temperature before opening it. Remove the test cassette 
from the foil pouch and use it within one hour. Best results will be obtained if the test 
is performed immediately after opening the foil pouch. 

4. Hold the specimen collection tube upright and open the cap onto the specimen 
collection tube. Invert the specimen collection tube and transfer 2 full drops of the 
extracted specimen (approximately 80 μL) to the specimen well (S) of the test 
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). 
See illustration below. 

5. Read results at 10 minutes after dispensing the specimen. Do not read results after 
20 minutes. 

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant, 
dispense into the specimen well (S) of a new test cassette and start afresh following the 
instructions mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above) 
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) 
and another apparent colored line should be in the test line region (T). 
*NOTE: The intensity of the color in the test line region (T) will vary depending on the 
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color 
in the test line region (T) should be considered positive. 
NEGATIVE: One colored line appears in the control line region (C). No line appears in 
the test line region (T). 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test. If the problem persists, discontinue using 
the test kit immediately and contact your local distributor. 
【QUALITY CONTROL】 
Internal procedural controls are included in the test. A colored line appearing in the 
control region (C) is an internal valid procedural control. It confirms sufficient specimen 
volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that 
positive and negative controls be tested as a good laboratory practice to confirm the test 
procedure and to verify proper test performance. 
【LIMITATIONS】 
1. The H.pylori Antigen Test Cassette (Feces) is for laboratory use only. The test should 

be used for the detection of H.pylori antigens in feces specimens only. Neither the 
quantitative value nor the rate of increase in H.pylori antigens concentration can be 
determined by this qualitative test. 

2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori 
in the specimen and should not be used as the sole criteria for H.pylori to be 
etiological agent for peptic or duodenal ulcer. 

3. As with all laboratory tests, all results must be interpreted together with other clinical 
information available to the physician. 

4. If the test result is negative and clinical symptoms persist, additional testing using 
other clinical methods is recommended. A negative result does not at any time 
preclude the possibility of H.pylori infection. 

5. Following certain antibiotic treatments, the concentration of H.pylori antigens may 
decrease to the concentration below the minimum detection level of the test. 
Therefore, diagnosis should be made with caution during antibiotic treatment. 

【EXPECTED VALUES】 
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope 
-based methods, demonstrating an overall accuracy of 98.6%. 
【PERFORMANCE CHARACTERISTICS】 

Sensitivity and Specificity 
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens 
obtained from a population of symptomatic and asymptomatic individuals. The result 
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and 
the specificity is 98.4% relative to Endoscope-based methods. 

Relative Sensitivity: 98.8% (95%CI*:95.8%-99.9%)        *Confidence Interval 
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%) 
Accuracy: 98.6% (95%CI*: 96.8%-99.5%) 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: 
negative, low titer positive, middle titer positive and high titer positive specimens. The 
specimens were correctly identified >99% of the time. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 
four specimens: negative, low titer positive, middle titer positive and high titer positive 
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been 
tested using these specimens. The specimens were correctly identified >99% of the 
time. 

Cross-reactivity 
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml. 
The following organisms were found negative when tested with the H.pylori Antigen 
Test Cassette (Feces): 
Acinetobacter calcoaceticus Acinetobacter spp  Branhamella catarrhalis 
Candida albicans  Chlamydia trachomatis Enterococcus faecium 
E.coli    Enterococcus faecalis Gardnerella vaginalis 
Group A Streptococcus Group B Streptococcus Group C Streptococcus  
Hemophilus influenza  Klebsiella pneumonia  Neisseria gonorrhea  
Neisseria meningitides Proteus mirabilis  Proteus vulgaris  
Pseudomonas aeruginosa Rotavirus   Salmonella choleraesius 
Staphylococcus aureus Adenovirus 
【BIBLIOGRAPHY】 
1. Marshall, BJ, McGechie, DB, Rogers, PAR and Glancy, RG. Pyloric 

Campylobacterinfection and gastroduodenal disease. Med. J. Australia. (1985), 149: 
439-44. 

2. Soll, AH. Pathogenesis of peptic ulcer and implications for therapy. New England J. 
Med.(1990), 322: 909-16. 

3. Hazell, SL, et al. Campylobacter pyloridis and gastritis I: Detection of urease as a 
markerof bacterial colonization and gastritis. Amer. J. Gastroenterology. (1987), 
82(4): 292-96. 

4. 4. Cutler AF. Testing for Helicobacter pylori in clinical practice. Am j. Med. 1996; 
100:35S-41S. 

5. Anand BS, Raed AK, Malaty HM, et al. Loe point prevalence of peptic ulcer in 
normalindividual with Helicobacter pylori infection. Am J Gastroenterol. 
1996,91:1112-1115. 
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Testauswertung  (Abb. 3)

Positiv: Im Ergebnisfenster erscheinen 2 farbige Banden, die 
Kontrollbande bei (C) und die Testbande bei (T) (Abb. 3a).

Achtung: Die Farbintensität der Bande bei (T) hängt von 
der Menge an H. pylori Antigen in der Probe ab. Auch eine 
schwache Bande bei (T) zeigt ein positives Ergebnis an.
Negativ: Eine farbige Bande erscheint bei (C). Keine Bande 
erscheint bei (T) (Abb. 3b).

Ungültig: Erscheint keine defi nierte, farbige Kontrollbande 
im Ergebnisfenster bei (C), ist der Test ungültig, unabhängig 
davon, ob eine Bande bei T erscheint (Abb. 3c). In diesem 
Fall empfi ehlt es sich, den Test mit einer frischen Probe zu 
wiederholen. Existiert das Problem weiterhin, kontaktieren 
Sie bitte Preventis.

Erwartete Werte
Die Gesamtgenauigkeit des PreventID® H. pylori Antigen lag im 
Vergleich mit endoskopischen Methoden bei 98,6 %.

Testcharakteristika
Sensitivität und Spezifität
Der PreventID® H. pylori Antigen wurde für Proben von Personen 
mit und ohne Krankheitssymptomen verwendet. Im Ergebnis 
zeigte der PreventID® H. pylori Antigen eine klinische Sensitivi-
tät von 98,8 % und eine Spezifi tät von 98,4 % im Vergleich zur 
Endoskopie.

Endoskopie

positiv negativ

PreventID® 
H. pylori 
Antigen

positiv 168 3 171

negativ 2 189 191

170 192 362

Relative Sensitivität:  98,8 % (95 % CI*: 95,8 %   – 99,9 %) 
Relative Spezifi tät: 98,4 % (95 % CI*: 95,5 %   – 99,7 %)
Genauigkeit:  98,6 % (95 % CI*: 96,8 %   – 99,5 %)

*Konfi denzintervall
Reproduzierbarkeit eines Testlaufs 
Die Präzision innerhalb einer Analysenserie wurde mit 15 Repli-
katen von 4 Proben bestimmt: negativ, niedrig-positiver Titer, 
mittel-positiver Titer und hoch-positiver Titer. Die Proben wurden
>99 % korrekt analysiert.

Reproduzierbarkeit verschiedener Chargen
Die Präzision zwischen den Analysenserien wurde mit 15 un-
abhängigen Tests der gleichen 4 Proben bestimmt: negativ, 
niedrig-positiver Titer, mittel-positiver Titer und hoch-positiver 
Titer. Dafür wurden drei unterschiedliche Chargen des PreventID® 
H. pylori Antigen eingesetzt. Die Proben wurden >99 % korrekt 
analysiert.

Kreuzreaktivität
Die Kreuzreaktivität wurde mit folgenden Organismen getestet 
(109 Organismen/ml). Die aufgeführten Organismen reagierten 
nicht mit dem PreventID® H. pylori Antigen:

Interferierende Substanzen
Folgende möglicherweise mit dem Test interferierende Substanzen 
wurden H. pylori Antigen positiven und negativen Proben zu-
gesetzt: Albumin 2000 mg/dl, Ascorbinsäure: 20 mg/dl, Aspirin 
20 mg/dl, Bilirubin 100 mg/dl, Koff ein: 40 mg/dl, Glucose 2000 mg/dl, 
Oxalsäure 60 mg/dl, Harnsäure: 60 mg/dl, Harnstoff  2000 mg/dl.
Alle getesteten Substanzen hatten keinen Einfl uss auf das Mess-
ergebnis.

Qualitätskontrolle
Der Test enthält interne Prozess-Kontrollen. Die Kontrollbande 
bei (C) zeigt an, dass eine ausreichende Probenmenge verwen-
det wurde und dass die Flüssigkeit die Membran vollständig 
durchdrungen hat.
Kontrollen und Standards sind nicht im Lieferumfang dieses 
Tests enthalten. Im Sinne einer guten Laborpraxis empfi ehlt es 
sich, Positiv- und Negativkontrollen durchzuführen, um die Test-
durchführung und die korrekte Testleistung zu überprüfen. 

Grenzen des Tests
1. Der PreventID® H. pylori Antigen  ist ausschließlich für den 

Gebrauch im Labor konzipiert. Der Test dient dem Nachweis 
von H. pylori in Stuhlproben. Mit diesem qualitativen Test 
kann weder ein quantitativer Wert bestimmt werden noch 
eine Steigerungsrate der H. pylori Antigen-Konzentration. 

2. Der PreventID® H. pylori Antigen zeigt die Anwesenheit von 
H. pylori in einer Probe an und sollte nicht als einziges Krite-
rium für H. pylori als ätiologischen Wirkstoff  bei Zwölff inger-
darm- oder Magengeschwür herangezogen werden.

3. Wie bei allen diagnostischen Tests sollten sämtliche Ergeb-
nisse gemeinsam mit anderen klinischen Informationen, die 
dem Arzt vorliegen, interpretiert werden. 

4. Bei einem negativen Testergebnis und persistierenden kli-
nischen Symptomen sollte mit anderen klinischen Methoden 
weiter getestet werden. Ein negatives Testergebnis schließt 
die Möglichkeit einer H. pylori-Infektion nicht immer aus. 

5. In Folge mancher Antibiotika-Behandlung kann die Konzen-
tration an H. pylori Antigen unter die Nachweisgrenze des 
Tests sinken. 
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he

 t
es

t 
re

gi
on

 i
nd

ic
at

es
 a

 p
os

iti
ve

 r
es

ul
t, 

w
hi

le
 i

ts
 

ab
se

nc
e 

in
di

ca
te

s 
a 

ne
ga

tiv
e 

re
su

lt.
 T

o 
se

rv
e 

as
 a

 p
ro

ce
du

ra
l c

on
tro

l, 
a 

co
lo

re
d 

lin
e 

w
ill 

al
w

ay
s 

ap
pe

ar
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 in

di
ca

tin
g 

th
at

 p
ro

pe
r v

ol
um

e 
of

 s
pe

ci
m

en
 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
ct

ic
e 

to
 c

on
fir

m
 th

e 
te

st
 

pr
oc

ed
ur

e 
an

d 
to

 v
er

ify
 p

ro
pe

r t
es

t p
er

fo
rm

an
ce

. 
【

LI
M

IT
AT

IO
N

S】
 

1.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) i
s 

fo
r l

ab
or

at
or

y 
us

e 
on

ly
. T

he
 te

st
 s

ho
ul

d 
be

 u
se

d 
fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 fe

ce
s 

sp
ec

im
en

s 
on

ly
. N

ei
th

er
 th

e 
qu

an
tit

at
iv

e 
va

lu
e 

no
r 

th
e 

ra
te

 o
f i

nc
re

as
e 

in
 H

.p
yl

or
i a

nt
ig

en
s 

co
nc

en
tra

tio
n 

ca
n 

be
 

de
te

rm
in

ed
 b

y 
th

is
 q

ua
lit

at
iv

e 
te

st
. 

2.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) w
ill

 o
nl

y 
in

di
ca

te
 th

e 
pr

es
en

ce
 o

f H
.p

yl
or

i 
in

 t
he

 s
pe

ci
m

en
 a

nd
 s

ho
ul

d 
no

t 
be

 u
se

d 
as

 t
he

 s
ol

e 
cr

ite
ria

 f
or

 H
.p

yl
or

i 
to

 b
e 

et
io

lo
gi

ca
l a

ge
nt

 fo
r p

ep
tic

 o
r d

uo
de

na
l u

lc
er

. 
3.

 A
s 

w
ith

 a
ll 

la
bo

ra
to

ry
 te

st
s,

 a
ll 

re
su

lts
 m

us
t b

e 
in

te
rp

re
te

d 
to

ge
th

er
 w

ith
 o

th
er

 c
lin

ic
al

 
in

fo
rm

at
io

n 
av

ai
la

bl
e 

to
 th

e 
ph

ys
ic

ia
n.

 
4.

 If
 t

he
 t

es
t 

re
su

lt 
is

 n
eg

at
iv

e 
an

d 
cl

in
ic

al
 s

ym
pt

om
s 

pe
rs

is
t, 

ad
di

tio
na

l t
es

tin
g 

us
in

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 i
s 

re
co

m
m

en
de

d.
 A

 n
eg

at
iv
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ne
ga

tiv
e 

re
su

lt.
 T

o 
se

rv
e 

as
 a

 p
ro

ce
du

ra
l c

on
tro

l, 
a 

co
lo

re
d 

lin
e 

w
ill 

al
w

ay
s 

ap
pe

ar
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 in

di
ca

tin
g 

th
at

 p
ro

pe
r v

ol
um

e 
of

 s
pe

ci
m

en
 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
ct

ic
e 

to
 c

on
fir

m
 th

e 
te

st
 

pr
oc

ed
ur

e 
an

d 
to

 v
er

ify
 p

ro
pe

r t
es

t p
er

fo
rm

an
ce

. 
【

LI
M

IT
AT

IO
N

S】
 

1.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) i
s 

fo
r l

ab
or

at
or

y 
us

e 
on

ly
. T

he
 te

st
 s

ho
ul

d 
be

 u
se

d 
fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 fe

ce
s 

sp
ec

im
en

s 
on

ly
. N

ei
th

er
 th

e 
qu

an
tit

at
iv

e 
va

lu
e 

no
r 

th
e 

ra
te

 o
f i

nc
re

as
e 

in
 H

.p
yl

or
i a

nt
ig

en
s 

co
nc

en
tra

tio
n 

ca
n 

be
 

de
te

rm
in

ed
 b

y 
th

is
 q

ua
lit

at
iv

e 
te

st
. 

2.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) w
ill

 o
nl

y 
in

di
ca

te
 th

e 
pr

es
en

ce
 o

f H
.p

yl
or

i 
in

 t
he

 s
pe

ci
m

en
 a

nd
 s

ho
ul

d 
no

t 
be

 u
se

d 
as

 t
he

 s
ol

e 
cr

ite
ria

 f
or

 H
.p

yl
or

i 
to

 b
e 

et
io

lo
gi

ca
l a

ge
nt

 fo
r p

ep
tic

 o
r d

uo
de

na
l u

lc
er

. 
3.

 A
s 

w
ith

 a
ll 

la
bo

ra
to

ry
 te

st
s,

 a
ll 

re
su

lts
 m

us
t b

e 
in

te
rp

re
te

d 
to

ge
th

er
 w

ith
 o

th
er

 c
lin

ic
al

 
in

fo
rm

at
io

n 
av

ai
la

bl
e 

to
 th

e 
ph

ys
ic

ia
n.

 
4.

 If
 t

he
 t

es
t 

re
su

lt 
is

 n
eg

at
iv

e 
an

d 
cl

in
ic

al
 s

ym
pt

om
s 

pe
rs

is
t, 

ad
di

tio
na

l t
es

tin
g 

us
in

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 i
s 

re
co

m
m

en
de

d.
 A

 n
eg

at
iv

e 
re

su
lt 

do
es

 n
ot

 a
t 

an
y 

tim
e 

pr
ec

lu
de

 th
e 

po
ss

ib
ili

ty
 o

f H
.p

yl
or

i i
nf

ec
tio
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ap
pe

ar
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 in

di
ca

tin
g 

th
at

 p
ro

pe
r v

ol
um

e 
of

 s
pe

ci
m

en
 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
ct

ic
e 

to
 c

on
fir

m
 th

e 
te

st
 

pr
oc

ed
ur

e 
an

d 
to

 v
er

ify
 p

ro
pe

r t
es

t p
er

fo
rm

an
ce

. 
【

LI
M

IT
AT

IO
N

S】
 

1.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) i
s 

fo
r l

ab
or

at
or

y 
us

e 
on

ly
. T

he
 te

st
 s

ho
ul

d 
be

 u
se

d 
fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 fe

ce
s 

sp
ec

im
en

s 
on

ly
. N

ei
th

er
 th

e 
qu

an
tit

at
iv

e 
va

lu
e 

no
r 

th
e 

ra
te

 o
f i

nc
re

as
e 

in
 H

.p
yl

or
i a

nt
ig

en
s 

co
nc

en
tra

tio
n 

ca
n 

be
 

de
te

rm
in

ed
 b

y 
th

is
 q

ua
lit

at
iv

e 
te

st
. 

2.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) w
ill

 o
nl

y 
in

di
ca

te
 th

e 
pr

es
en

ce
 o

f H
.p

yl
or

i 
in

 t
he

 s
pe

ci
m

en
 a

nd
 s

ho
ul

d 
no

t 
be

 u
se

d 
as

 t
he

 s
ol

e 
cr

ite
ria

 f
or

 H
.p

yl
or

i 
to

 b
e 

et
io

lo
gi

ca
l a

ge
nt

 fo
r p

ep
tic

 o
r d

uo
de

na
l u

lc
er

. 
3.

 A
s 

w
ith

 a
ll 

la
bo

ra
to

ry
 te

st
s,

 a
ll 

re
su

lts
 m

us
t b

e 
in

te
rp

re
te

d 
to

ge
th

er
 w

ith
 o

th
er

 c
lin

ic
al

 
in

fo
rm

at
io

n 
av

ai
la

bl
e 

to
 th

e 
ph

ys
ic

ia
n.

 
4.

 If
 t

he
 t

es
t 

re
su

lt 
is

 n
eg

at
iv

e 
an

d 
cl

in
ic

al
 s

ym
pt

om
s 

pe
rs

is
t, 

ad
di

tio
na

l t
es

tin
g 

us
in

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 i
s 

re
co

m
m

en
de

d.
 A

 n
eg

at
iv

e 
re

su
lt 

do
es

 n
ot

 a
t 

an
y 

tim
e 

pr
ec

lu
de

 th
e 

po
ss

ib
ili

ty
 o

f H
.p

yl
or

i i
nf

ec
tio

n.
 

5.
 F

ol
lo

w
in

g 
ce

rta
in

 a
nt

ib
io

tic
 t

re
at

m
en

ts
, 

th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
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 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
ct

ic
e 

to
 c

on
fir

m
 th

e 
te

st
 

pr
oc

ed
ur

e 
an

d 
to

 v
er

ify
 p

ro
pe

r t
es

t p
er

fo
rm

an
ce

. 
【

LI
M

IT
AT

IO
N

S】
 

1.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) i
s 

fo
r l

ab
or

at
or

y 
us

e 
on

ly
. T

he
 te

st
 s

ho
ul

d 
be

 u
se

d 
fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 fe

ce
s 

sp
ec

im
en

s 
on

ly
. N

ei
th

er
 th

e 
qu

an
tit

at
iv

e 
va

lu
e 

no
r 

th
e 

ra
te

 o
f i

nc
re

as
e 

in
 H

.p
yl

or
i a

nt
ig

en
s 

co
nc

en
tra

tio
n 

ca
n 

be
 

de
te

rm
in

ed
 b

y 
th

is
 q

ua
lit

at
iv

e 
te

st
. 

2.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) w
ill

 o
nl

y 
in

di
ca

te
 th

e 
pr

es
en

ce
 o

f H
.p

yl
or

i 
in

 t
he

 s
pe

ci
m

en
 a

nd
 s

ho
ul

d 
no

t 
be

 u
se

d 
as

 t
he

 s
ol

e 
cr

ite
ria

 f
or

 H
.p

yl
or

i 
to

 b
e 

et
io

lo
gi

ca
l a

ge
nt

 fo
r p

ep
tic

 o
r d

uo
de

na
l u

lc
er

. 
3.

 A
s 

w
ith

 a
ll 

la
bo

ra
to

ry
 te

st
s,

 a
ll 

re
su

lts
 m

us
t b

e 
in

te
rp

re
te

d 
to

ge
th

er
 w

ith
 o

th
er

 c
lin

ic
al

 
in

fo
rm

at
io

n 
av

ai
la

bl
e 

to
 th

e 
ph

ys
ic

ia
n.

 
4.

 If
 t

he
 t

es
t 

re
su

lt 
is

 n
eg

at
iv

e 
an

d 
cl

in
ic

al
 s

ym
pt

om
s 

pe
rs

is
t, 

ad
di

tio
na

l t
es

tin
g 

us
in

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 i
s 

re
co

m
m

en
de

d.
 A

 n
eg

at
iv

e 
re

su
lt 

do
es

 n
ot

 a
t 

an
y 

tim
e 

pr
ec

lu
de

 th
e 

po
ss

ib
ili

ty
 o

f H
.p

yl
or

i i
nf

ec
tio

n.
 

5.
 F

ol
lo

w
in

g 
ce

rta
in

 a
nt

ib
io

tic
 t

re
at

m
en

ts
, 

th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

m
ay

 
de

cr
ea

se
 t

o 
th

e 
co

nc
en

tra
tio

n 
be

lo
w

 t
he

 m
in

im
um

 d
et

ec
tio

n 
le

ve
l 

of
 t

he
 t

es
t. 

Th
er

ef
or

e,
 d

ia
gn

os
is

 s
ho

ul
d 

be
 m

ad
e 

w
ith

 c
au

tio
n 

du
rin

g 
an

tib
io

tic
 tr

ea
tm

en
t. 

【
EX

PE
C

TE
D

 V
AL

U
ES
】

 
Th

e 
H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) h
as

 b
ee

n 
co

m
pa

re
d 

w
ith

 E
nd

os
co

pe
 

-b
as

ed
 m

et
ho

ds
, d

em
on

st
ra

tin
g 

an
 o

ve
ra

ll 
ac

cu
ra

cy
 o

f 9
8.

6%
. 

【
PE

R
FO

R
M

AN
C

E 
C

H
AR

AC
TE

R
IS

TI
C

S】
 

Se
ns

iti
vi

ty
 a

nd
 S

pe
ci

fic
ity

 
Th

e 
H

.p
yl

or
i 

A
nt

ig
en

 T
es

t 
C

as
se

tte
 (

Fe
ce

s)
 h

as
 b

ee
n 

ev
al

ua
te

d 
w

ith
 s

pe
ci

m
en

s 
ob

ta
in

ed
 f

ro
m

 a
 p

op
ul

at
io

n 
of

 s
ym

pt
om

at
ic

 a
nd

 a
sy

m
pt

om
at

ic
 in

di
vi

du
al

s.
 T

he
 r

es
ul

t 
sh

ow
s 

th
at

 th
e 

se
ns

iti
vi

ty
 o

f t
he

 H
.p

yl
or

i A
nt

ig
en

 T
es

t C
as

se
tte

 (
Fe

ce
s)

 is
 9

8.
8%

 a
nd

 
th

e 
sp

ec
ifi

ci
ty

 is
 9

8.
4%

 re
la

tiv
e 

to
 E

nd
os

co
pe

-b
as

ed
 m

et
ho

ds
. 

R
el

at
iv

e 
Se

ns
iti

vi
ty

: 9
8.

8%
 (9

5%
C

I*:
95

.8
%

-9
9.

9%
) 

  
  

  
 *

C
on

fid
en

ce
 In

te
rv

al
 

R
el

at
iv

e 
Sp

ec
ifi

ci
ty

: 9
8.

4%
 (9

5%
C

I*:
 9

5.
5%

-9
9.

7%
) 

Ac
cu

ra
cy

: 9
8.

6%
 (9

5%
C

I*:
 9

6.
8%

-9
9.

5%
) 

Pr
ec

is
io

n 
In

tr
a-

As
sa

y 
W

ith
in

-r
un

 p
re

ci
si

on
 h

as
 b

ee
n 

de
te

rm
in

ed
 b

y 
us

in
g 

15
 r

ep
lic

at
es

 o
f 

fo
ur

 s
pe

ci
m

en
s:

 
ne

ga
tiv

e,
 lo

w
 ti

te
r 

po
si

tiv
e,

 m
id

dl
e 

tit
er

 p
os

iti
ve

 a
nd

 h
ig

h 
tit

er
 p

os
iti

ve
 s

pe
ci

m
en

s.
 T

he
 

sp
ec

im
en

s 
w

er
e 

co
rre

ct
ly

 id
en

tif
ie

d 
>9

9%
 o

f t
he

 ti
m

e.
 

In
te

r-
As

sa
y 

Be
tw

ee
n-

ru
n 

pr
ec

is
io

n 
ha

s 
be

en
 d

et
er

m
in

ed
 b

y 
15

 in
de

pe
nd

en
t a

ss
ay

s 
on

 th
e 

sa
m

e 
fo

ur
 s

pe
ci

m
en

s:
 n

eg
at

iv
e,

 lo
w

 ti
te

r 
po

si
tiv

e,
 m

id
dl

e 
tit

er
 p

os
iti

ve
 a

nd
 h

ig
h 

tit
er

 p
os

iti
ve

 
sp

ec
im

en
s.

 T
hr

ee
 d

iff
er

en
t l

ot
s 

of
 th

e 
H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) h
av

e 
be

en
 

te
st

ed
 u

si
ng

 t
he

se
 s

pe
ci

m
en

s.
 T

he
 s

pe
ci

m
en

s 
w

er
e 

co
rre

ct
ly

 id
en

tif
ie

d 
>9

9%
 o

f 
th

e 
tim

e.
 

C
ro

ss
-r

ea
ct

iv
ity

 
C

ro
ss

 r
ea

ct
iv

ity
 w

ith
 fo

llo
w

in
g 

or
ga

ni
sm

s 
ha

s 
be

en
 s

tu
di

ed
 a

t 1
.0

E
+0

9 
or

ga
ni

sm
s/

m
l. 

Th
e 

fo
llo

w
in

g 
or

ga
ni

sm
s 

w
er

e 
fo

un
d 

ne
ga

tiv
e 

w
he

n 
te

st
ed

 w
ith

 t
he

 H
.p

yl
or

i A
nt

ig
en

 
Te

st
 C

as
se

tte
 (F

ec
es

): 
Ac

in
et

ob
ac

te
r c

al
co

ac
et

ic
us

 A
ci

ne
to

ba
ct

er
 s

pp
 

 
Br

an
ha

m
el

la
 c

at
ar

rh
al

is
 

C
an

di
da

 a
lb

ic
an

s 
 

C
hl

am
yd

ia
 tr

ac
ho

m
at

is
 

En
te

ro
co

cc
us

 fa
ec

iu
m

 
E.

co
li 

 
 

 
En

te
ro

co
cc

us
 fa

ec
al

is
 

G
ar

dn
er

el
la

 v
ag

in
al

is
 

G
ro

up
 A

 S
tre

pt
oc

oc
cu

s 
G

ro
up

 B
 S

tre
pt

oc
oc

cu
s 

G
ro

up
 C

 S
tre

pt
oc

oc
cu

s 
 

H
em

op
hi

lu
s 

in
flu

en
za

  
Kl

eb
si

el
la

 p
ne

um
on

ia
  

N
ei

ss
er

ia
 g

on
or

rh
ea

  
N

ei
ss

er
ia

 m
en

in
gi

tid
es

 
Pr

ot
eu

s 
m

ira
bi

lis
 

 
Pr

ot
eu

s 
vu

lg
ar

is
  

Ps
eu

do
m

on
as

 a
er

ug
in

os
a 

R
ot

av
iru

s 
 

 
Sa

lm
on

el
la

 c
ho

le
ra

es
iu

s 
St

ap
hy

lo
co

cc
us

 a
ur

eu
s 

Ad
en

ov
iru

s 
【

B
IB

LI
O

G
R

AP
H

Y】
 

1.
 M

ar
sh

al
l, 

BJ
, 

M
cG

ec
hi

e,
 

D
B,

 
R

og
er

s,
 

PA
R

 
an

d 
G

la
nc

y,
 

R
G

. 
Py

lo
ric

 
C

am
py

lo
ba

ct
er

in
fe

ct
io

n 
an

d 
ga

st
ro

du
od

en
al

 d
is

ea
se

. M
ed

. J
. A

us
tra

lia
. (

19
85

), 
14

9:
 

43
9-

44
. 

2.
 S

ol
l, 

AH
. P

at
ho

ge
ne

si
s 

of
 p

ep
tic

 u
lc

er
 a

nd
 im

pl
ic

at
io

ns
 fo

r t
he

ra
py

. N
ew

 E
ng

la
nd

 J
. 

M
ed

.(1
99

0)
, 3

22
: 9

09
-1

6.
 

3.
 H

az
el

l, 
SL

, 
et

 a
l. 

C
am

py
lo

ba
ct

er
 p

yl
or

id
is

 a
nd

 g
as

tri
tis

 I
: 

D
et

ec
tio

n 
of

 u
re

as
e 

as
 a

 
m

ar
ke

ro
f 

ba
ct

er
ia

l 
co

lo
ni

za
tio

n 
an

d 
ga

st
rit

is
. 

Am
er

. 
J.

 G
as

tro
en

te
ro

lo
gy

. 
(1

98
7)

, 
82

(4
): 

29
2-

96
. 

4.
 4

. 
C

ut
le

r 
AF

. 
Te

st
in

g 
fo

r 
H

el
ic

ob
ac

te
r 

py
lo

ri 
in

 c
lin

ic
al

 p
ra

ct
ic

e.
 A

m
 j.

 M
ed

. 
19

96
; 

10
0:

35
S-

41
S.

 
5.

 A
na

nd
 B

S,
 R

ae
d 

AK
, 

M
al

at
y 

H
M

, 
et

 a
l. 

Lo
e 

po
in

t 
pr

ev
al

en
ce

 o
f 

pe
pt

ic
 u

lc
er

 i
n 

no
rm

al
in

di
vi

du
al

 
w

ith
 

H
el

ic
ob

ac
te

r 
py

lo
ri 

in
fe

ct
io

n.
 

Am
 

J 
G

as
tro

en
te

ro
l. 

19
96

,9
1:

11
12

-1
11

5.
 

In
de

x 
of

 S
ym

bo
ls

 
 

At
te

nt
io

n,
 s

ee
 

in
st

ru
ct

io
ns

 fo
r u

se
 

 
 

Te
st

s 
pe

r 
ki

t 
 

 

Au
th

or
iz

ed
 

R
ep

re
se

nt
at

iv
e 

 

St
or

e 
be

tw
ee

n 
2-

30
°C

  
 

U
se

 b
y 

 
 

D
o 

no
t r

eu
se

 
 

D
o 

no
t u

se
 if

 p
ac

ka
ge

 is
 

da
m

ag
ed

 
 

 

Lo
t 

N
um

be
r 

 
R

EF
 

C
at

al
og

 #
 

       
N

um
be

r: 
14

56
25

70
0 

Ef
fe

ct
iv

e 
da

te
: 

20
17

-0
3-

31
 

 

M
et

ho
d 

En
do

sc
op

e-
ba

se
d 

m
et

ho
d 

To
ta

l R
es

ul
t 

H
.p

yl
or

i A
nt

ig
en

 T
es

t 
C

as
se

tte
 (F

ec
es

) 
R

es
ul

ts
 

Po
si

tiv
e 

N
eg

at
iv

e 
Po

si
tiv

e 
16

8 
3 

17
1 

N
eg

at
iv

e 
2 

18
9 

19
1 

To
ta

l R
es

ul
t 

17
0 

19
2 

36
2 

  
  

  
  

  
 

.

C
ol

le
ct

th
e

Fe
ce

s

P
la

ce
 th

e
ap

pl
ic

at
or

in
to

 th
e

di
lu

tio
n

bu
ffe

r
an

d
m

ix
w

el
l

2
M

in
ut

es

Le
av

e 
th

e 
tu

be
al

on
e

Po
si

tiv
e

N
eg

at
ive

In
va

lid

O
pe

n 
th

e
ca

p

2
D

ro
ps

of
S

pe
ci

m
en

H
.p

yl
or

iA
g

H.pyloriAg

Fe
ce

s

 

 
 

 
H

.p
yl

or
i A

nt
ig

en
 R

ap
id

 T
es

t C
as

se
tte

  
(F

ec
es

) 
Pa

ck
ag

e 
In

se
rt

 
R

EF
 IH

P-
60

2 
En

gl
is

h 
A 

ra
pi

d 
te

st
 f

or
 t

he
 q

ua
lit

at
iv

e 
de

te
ct

io
n 

of
 H

el
ic

ob
ac

te
r 

py
lo

ri 
(H

.p
yl

or
i) 

an
tig

en
s 

in
 

hu
m

an
 fe

ce
s.

 
Fo

r l
ab

or
at

or
y 

us
e 

on
ly.

 
【

IN
TE

N
D

ED
 U

SE
】

 
Th

e 
H

.p
yl

or
i 

A
nt

ig
en

 
R

ap
id

 
Te

st
 

C
as

se
tte

 
(F

ec
es

) 
is

 
a 

ra
pi

d 
ch

ro
m

at
og

ra
ph

ic
 

im
m

un
oa

ss
ay

 
fo

r 
th

e 
qu

al
ita

tiv
e 

de
te

ct
io

n 
of

 
H

.p
yl

or
i 

an
tig

en
s 

in
 

hu
m

an
 

fe
ce

s 
sp

ec
im

en
s 

to
 a

id
 in

 th
e 

di
ag

no
si

s 
of

 H
.p

yl
or

i i
nf

ec
tio

n.
 

【
SU

M
M

AR
Y】

 
H

.p
yl

or
i i

s 
a 

sm
al

l, 
sp

ira
l-s

ha
pe

d 
ba

ct
er

iu
m

 th
at

 li
ve

s 
in

 th
e 

su
rfa

ce
 o

f t
he

 s
to

m
ac

h 
an

d 
du

od
en

um
. 

It 
is

 i
m

pl
ic

at
ed

 i
n 

th
e 

et
io

lo
gy

 o
f 

a 
va

rie
ty

 o
f 

ga
st

ro
in

te
st

in
al

 d
is

ea
se

s,
 

in
cl

ud
in

g 
du

od
en

al
 a

nd
 g

as
tri

c 
ul

ce
r, 

no
n-

ul
ce

r 
dy

sp
ep

si
a 

an
d 

ac
tiv

e 
an

d 
ch

ro
ni

c 
ga

st
rit

is
.1,

2  B
ot

h 
in

va
si

ve
 a

nd
 n

on
-in

va
si

ve
 m

et
ho

ds
 a

re
 u

se
d 

to
 d

ia
gn

os
e 

H
.p

yl
or

i 
in

fe
ct

io
n 

in
 p

at
ie

nt
s 

w
ith

 s
ym

pt
om

s 
of

 g
as

tro
in

te
st

in
al

 d
is

ea
se

. 
Sp

ec
im

en
-d

ep
en

de
nt

 
an

d 
co

st
ly

 in
va

si
ve

 d
ia

gn
os

tic
 m

et
ho

ds
 in

cl
ud

e 
ga

st
ric

 o
r d

uo
de

na
l b

io
ps

y 
fo

llo
w

ed
 b

y 
ur

ea
se

 t
es

tin
g 

(p
re

su
m

pt
iv

e)
, 

cu
ltu

re
, 

an
d/

or
 h

is
to

lo
gi

c 
st

ai
ni

ng
.3  A

 v
er

y 
co

m
m

on
 

ap
pr

oa
ch

 to
 th

e 
di

ag
no

si
s 

of
 H

.p
yl

or
i i

nf
ec

tio
n 

is
 th

e 
se

ro
lo

gi
ca

l i
de

nt
ifi

ca
tio

n 
of

 s
pe

ci
fic

 
an

tib
od

ie
s 

in
 in

fe
ct

ed
 p

at
ie

nt
s.

 T
he

 m
ai

n 
lim

ita
tio

n 
of

 s
er

ol
og

y 
te

st
 is

 t
he

 in
ab

ili
ty

 t
o 

di
st

in
gu

is
h 

cu
rr

en
t a

nd
 p

as
t i

nf
ec

tio
ns

. A
nt

ib
od

y 
m

ay
 b

e 
pr

es
en

t i
n 

th
e 

pa
tie

nt
’s

 s
er

um
 

lo
ng

 a
fte

r 
er

ad
ic

at
io

n 
of

 t
he

 o
rg

an
is

m
s.

4  H
pS

A 
(H

. 
py

lo
ri 

St
oo

l 
An

tig
en

) 
te

st
in

g 
is

 
ga

in
in

g 
po

pu
la

rit
y 

fo
r d

ia
gn

os
is

 o
f H

. p
yl

or
i i

nf
ec

tio
n 

an
d 

al
so

 fo
r m

on
ito

rin
g 

th
e 

ef
fic

ac
y 

of
 t

he
 t

re
at

m
en

t 
of

 H
. 

py
lo

ri 
in

fe
ct

io
n.

 S
tu

di
es

 h
av

e 
fo

un
d 

th
at

 m
or

e 
th

an
 9

0%
 o

f 
pa

tie
nt

s 
w

ith
 d

uo
de

na
l u

lc
er

 a
nd

 8
0%

 o
f 

pa
tie

nt
s 

w
ith

 g
as

tri
c 

ul
ce

r 
ar

e 
in

fe
ct

ed
 w

ith
 

H
.p

yl
or

i.5  
Th

e 
H

.p
yl

or
i 

A
nt

ig
en

 
R

ap
id

 
Te

st
 

C
as

se
tte

 
(F

ec
es

) 
is

 
a 

ra
pi

d 
ch

ro
m

at
og

ra
ph

ic
 

im
m

un
oa

ss
ay

 
fo

r 
th

e 
qu

al
ita

tiv
e 

de
te

ct
io

n 
of

 
H

.p
yl

or
i 

an
tig

en
s 

in
 

hu
m

an
 

fe
ce

s 
sp

ec
im

en
s,

 p
ro

vi
di

ng
 r

es
ul

ts
 in

 1
0 

m
in

ut
es

. T
he

 te
st

 u
til

iz
es

 a
nt

ib
od

ie
s 

sp
ec

ifi
c 

fo
r 

H
. 

py
lo

ri 
an

tig
en

s 
to

 s
el

ec
tiv

el
y 

de
te

ct
 H

.p
yl

or
i a

nt
ig

en
s 

in
 h

um
an

 fe
ce

s 
sp

ec
im

en
s.

 
【

PR
IN

C
IP

LE
】

 
Th

e 
H

.p
yl

or
i 

A
nt

ig
en

 
R

ap
id

 
Te

st
 

C
as

se
tte

 
(F

ec
es

) 
is

 
a 

qu
al

ita
tiv

e,
 

la
te

ra
l 

flo
w

 
im

m
un

oa
ss

ay
 fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 h

um
an

 fe
ce

s 
sp

ec
im

en
s.

 In
 th

is
 

te
st

, t
he

 m
em

br
an

e 
is

 p
re

-c
oa

te
d 

w
ith

 a
nt

i-H
.p

yl
or

i a
nt

ib
od

ie
s 

on
 th

e 
te

st
 li

ne
 re

gi
on

 o
f 

th
e 

te
st

. D
ur

in
g 

te
st

in
g,

 th
e 

sp
ec

im
en

 r
ea

ct
s 

w
ith

 th
e 

pa
rti

cl
e 

co
at

ed
 w

ith
 a

nt
i-H

.p
yl

or
i 

an
tib

od
ie

s.
 T

he
 m

ix
tu

re
 m

ig
ra

te
s 

up
w

ar
d 

on
 th

e 
m

em
br

an
e 

by
 c

ap
ill

ar
y 

ac
tio

n 
to

 re
ac

t 
w

ith
 a

nt
i-H

.p
yl

or
i 

an
tib

od
ie

s 
on

 t
he

 m
em

br
an

e 
an

d 
ge

ne
ra

te
 a

 c
ol

or
ed

 l
in

e.
 T

he
 

pr
es

en
ce

 o
f 

th
is

 c
ol

or
ed

 l
in

e 
in

 t
he

 t
es

t 
re

gi
on

 i
nd

ic
at

es
 a

 p
os

iti
ve

 r
es

ul
t, 

w
hi

le
 i

ts
 

ab
se

nc
e 

in
di

ca
te

s 
a 

ne
ga

tiv
e 

re
su

lt.
 T

o 
se

rv
e 

as
 a

 p
ro

ce
du

ra
l c

on
tro

l, 
a 

co
lo

re
d 

lin
e 

w
ill 

al
w

ay
s 

ap
pe

ar
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 in

di
ca

tin
g 

th
at

 p
ro

pe
r v

ol
um

e 
of

 s
pe

ci
m

en
 h

as
 

be
en

 a
dd

ed
 a

nd
 m

em
br

an
e 

w
ic

ki
ng

 h
as

 o
cc

ur
re

d.
 

【
R

EA
G

EN
TS
】

 
Th

e 
te

st
 c

as
se

tte
 c

on
ta

in
s 

m
on

oc
lo

na
l 

an
ti-

H
.p

yl
or

i 
an

tib
od

ie
s 

co
at

ed
 p

ar
tic

le
s 

an
d 

m
on

oc
lo

na
l a

nt
i-H

.p
yl

or
i a

nt
ib

od
ie

s 
co

at
ed

 o
n 

th
e 

m
em

br
an

e.
  

【
PR

EC
AU

TI
O

N
S】

 
• 

Fo
r l

ab
or

at
or

y 
us

e 
on

ly
. D

o 
no

t u
se

 a
fte

r e
xp

ira
tio

n 
da

te
. 

• 
Th

e 
te

st
 s

ho
ul

d 
re

m
ai

n 
in

 th
e 

se
al

ed
 p

ou
ch

 u
nt

il 
us

e.
 

• 
D

o 
no

t e
at

, d
rin

k 
or

 s
m

ok
e 

in
 th

e 
ar

ea
 w

he
re

 th
e 

sp
ec

im
en

s 
or

 k
its

 a
re

 h
an

dl
ed

. 
• 

H
an

dl
e 

al
l 

sp
ec

im
en

s 
as

 i
f 

th
ey

 c
on

ta
in

 i
nf

ec
tio

us
 a

ge
nt

s.
 O

bs
er

ve
 e

st
ab

lis
he

d 
pr

ec
au

tio
ns

 a
ga

in
st

 m
ic

ro
bi

ol
og

ic
al

 h
az

ar
ds

 th
ro

ug
ho

ut
 a

ll 
pr

oc
ed

ur
es

 a
nd

 fo
llo

w
 th

e 
st

an
da

rd
 p

ro
ce

du
re

s 
fo

r p
ro

pe
r d

is
po

sa
l o

f s
pe

ci
m

en
s.

 
• 

W
ea

r 
pr

ot
ec

tiv
e 

cl
ot

hi
ng

 s
uc

h 
as

 l
ab

or
at

or
y 

co
at

s,
 d

is
po

sa
bl

e 
gl

ov
es

 a
nd

 e
ye

 
pr

ot
ec

tio
n 

w
he

n 
sp

ec
im

en
s 

ar
e 

as
sa

ye
d.

 
• 

Th
e 

us
ed

 te
st

 s
ho

ul
d 

be
 d

is
ca

rd
ed

 a
cc

or
di

ng
 to

 lo
ca

l r
eg

ul
at

io
ns

. 
• 

H
um

id
ity

 a
nd

 te
m

pe
ra

tu
re

 c
an

 a
dv

er
se

ly
 a

ffe
ct

 re
su

lts
. 

【
ST

O
R

AG
E 

AN
D

 S
TA

B
IL

IT
Y】

 
Th

e 
ki

t c
an

 b
e 

st
or

ed
 a

t r
oo

m
 te

m
pe

ra
tu

re
 o

r r
ef

rig
er

at
ed

 (2
-3

0°
C

). 
Th

e 
te

st
 c

as
se

tte
 is

 
st

ab
le

 th
ro

ug
h 

th
e 

ex
pi

ra
tio

n 
da

te
 p

rin
te

d 
on

 th
e 

se
al

ed
 p

ou
ch

. T
he

 te
st

 c
as

se
tte

 m
us

t 
re

m
ai

n 
in

 t
he

 s
ea

le
d 

po
uc

h 
un

til
 u

se
. 

D
O

 N
O

T 
FR

EE
ZE

. 
D

o 
no

t 
us

e 
be

yo
nd

 t
he

 
ex

pi
ra

tio
n 

da
te

. 
【

SP
EC

IM
EN

 C
O

LL
EC

TI
O

N
  

AN
D

 P
R

EP
AR

A
TI

O
N
】

 
• 

Th
e 

fe
ce

s 
sp

ec
im

en
 m

us
t b

e 
co

lle
ct

ed
 in

 c
le

an
, d

ry
, w

at
er

pr
oo

f c
on

ta
in

er
 c

on
ta

in
in

g 
no

 d
et

er
ge

nt
s,

 p
re

se
rv

at
iv

es
 o

r t
ra

ns
po

rt 
m

ed
ia

. 
• 

Br
in

g 
th

e 
ne

ce
ss

ar
y 

re
ag

en
ts

 to
 ro

om
 te

m
pe

ra
tu

re
 b

ef
or

e 
us

e.
 

• 
If 

sp
ec

im
en

s 
ar

e 
to

 b
e 

sh
ip

pe
d,

 t
he

y 
sh

ou
ld

 b
e 

pa
ck

ed
 in

 c
om

pl
ia

nc
e 

w
ith

 f
ed

er
al

 
re

gu
la

tio
ns

 c
ov

er
in

g 
th

e 
tra

ns
po

rta
tio

n 
of

 e
tio

lo
gi

c 
ag

en
ts

. 
【

M
AT

ER
IA

LS
】

 
M

at
er

ia
ls

 P
ro

vi
de

d 
• T

es
t C

as
se

tte
s 

  
  

  
  

  
  

• S
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
s 

w
ith

 e
xt

ra
ct

io
n 

bu
ffe

r 
• P

ac
ka

ge
 in

se
rt 

M
at

er
ia

ls
 R

eq
ui

re
d 

B
ut

 N
ot

 P
ro

vi
de

d 
• S

pe
ci

m
en

 c
ol

le
ct

io
n 

co
nt

ai
ne

rs
  

  
  

  
  

 •
 P

ip
et

te
 a

nd
 d

is
po

sa
bl

e 
tip

s 
(o

pt
io

na
l) 

• C
en

tri
fu

ge
 

 
 

 
• T

im
er

  
 

 
 

• D
ro

pp
er

s 
 

【
D

IR
EC

TI
O

N
S 

FO
R

 U
SE
】

 
Al

lo
w

 t
he

 t
es

t, 
sp

ec
im

en
, 

bu
ffe

r 
an

d/
or

 c
on

tr
ol

s 
to

 r
ea

ch
 r

oo
m

 t
em

pe
ra

tu
re

 
(1

5-
30

°C
) p

rio
r t

o 
te

st
in

g.
 

1.
 T

o 
co

lle
ct

 fe
ca

l s
pe

ci
m

en
s:

 
C

ol
le

ct
 s

uf
fic

ie
nt

 q
ua

nt
ity

 o
f 

fe
ce

s 
(1

-2
 m

L 
or

 1
-2

 g
) 

in
 a

 c
le

an
, 

dr
y 

sp
ec

im
en

 
co

lle
ct

io
n 

co
nt

ai
ne

r 
to

 o
bt

ai
n 

m
ax

im
um

 a
nt

ig
en

s 
(if

 p
re

se
nt

). 
B

es
t 

re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

as
sa

y 
is

 p
er

fo
rm

ed
 w

ith
in

 6
 h

ou
rs

 a
fte

r c
ol

le
ct

io
n.

 S
pe

ci
m

en
 c

ol
le

ct
ed

 
m

ay
 b

e 
st

or
ed

 fo
r 3

 d
ay

s 
at

 2
-8
℃

 if
 n

ot
 te

st
ed

 w
ith

in
 6

 h
ou

rs
. F

or
 lo

ng
 te

rm
 s

to
ra

ge
, 

sp
ec

im
en

s 
sh

ou
ld

 b
e 

ke
pt

 b
el

ow
 -2

0℃
. 

2.
 T

o 
pr

oc
es

s 
fe

ca
l s

pe
ci

m
en

s:
 

• F
or

 S
ol

id
 S

pe
ci

m
en

s:
 

U
ns

cr
ew

 th
e 

ca
p 

of
 th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
，

th
en

 ra
nd

om
ly

 s
ta

b 
th

e 
sp

ec
im

en
 

co
lle

ct
io

n 
ap

pl
ic

at
or

 i
nt

o 
th

e 
fe

ca
l 

sp
ec

im
en

 i
n 

at
 l

ea
st

 3
 d

iff
er

en
t 

si
te

s 
to

 c
ol

le
ct

 
ap

pr
ox

im
at

el
y 

50
 m

g 
of

 f
ec

es
 (

eq
ui

va
le

nt
 to

 1
/4

 o
f a

 p
ea

). 
D

o 
no

t s
co

op
 th

e 
fe

ca
l 

sp
ec

im
en

. 
• F

or
 L

iq
ui

d 
S

pe
ci

m
en

s:
 

H
ol

d 
th

e 
dr

op
pe

r 
ve

rti
ca

lly
, 

as
pi

ra
te

 f
ec

al
 s

pe
ci

m
en

s,
 a

nd
 t

he
n 

tra
ns

fe
r 

2 
dr

op
s 

(a
pp

ro
xi

m
at

el
y 

80
 μ

L)
 i

nt
o 

th
e 

sp
ec

im
en

 c
ol

le
ct

io
n 

tu
be

 c
on

ta
in

in
g 

th
e 

ex
tra

ct
io

n 
bu

ffe
r. 

Ti
gh

te
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 c

ol
le

ct
io

n 
tu

be
, 

th
en

 s
ha

ke
 t

he
 s

pe
ci

m
en

 
co

lle
ct

io
n 

tu
be

 v
ig

or
ou

sl
y 

to
 m

ix
 th

e 
sp

ec
im

en
 a

nd
 th

e 
ex

tra
ct

io
n 

bu
ffe

r. 
Le

av
e 

th
e 

tu
be

 a
lo

ne
 fo

r 2
m

in
nu

te
s.

 
3.

 B
rin

g 
th

e 
po

uc
h 

to
 r

oo
m

 t
em

pe
ra

tu
re

 b
ef

or
e 

op
en

in
g 

it.
 R

em
ov

e 
th

e 
te

st
 c

as
se

tte
 

fro
m

 th
e 

fo
il 

po
uc

h 
an

d 
us

e 
it 

w
ith

in
 o

ne
 h

ou
r. 

Be
st

 re
su

lts
 w

ill
 b

e 
ob

ta
in

ed
 if

 th
e 

te
st

 
is

 p
er

fo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r o

pe
ni

ng
 th

e 
fo

il 
po

uc
h.

 
4.

 H
ol

d 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 u

pr
ig

ht
 a

nd
 o

pe
n 

th
e 

ca
p 

on
to

 t
he

 s
pe

ci
m

en
 

co
lle

ct
io

n 
tu

be
. 

In
ve

rt 
th

e 
sp

ec
im

en
 c

ol
le

ct
io

n 
tu

be
 a

nd
 t

ra
ns

fe
r 

2 
fu

ll 
dr

op
s 

of
 t

he
 

ex
tra

ct
ed

 s
pe

ci
m

en
 (

ap
pr

ox
im

at
el

y 
80

 μ
L)

 t
o 

th
e 

sp
ec

im
en

 w
el

l 
(S

) 
of

 t
he

 t
es

t 
ca

ss
et

te
, t

he
n 

st
ar

t 
th

e 
tim

er
. 

Av
oi

d 
tra

pp
in

g 
ai

r 
bu

bb
le

s 
in

 t
he

 s
pe

ci
m

en
 w

el
l (

S)
. 

Se
e 

ill
us

tra
tio

n 
be

lo
w

. 
5.

 R
ea

d 
re

su
lts

 a
t 1

0 
m

in
ut

es
 a

fte
r d

is
pe

ns
in

g 
th

e 
sp

ec
im

en
. D

o 
no

t r
ea

d 
re

su
lts

 a
fte

r 
20

 m
in

ut
es

. 
N

ot
e:

 If
 th

e 
sp

ec
im

en
 d

oe
s 

no
t m

ig
ra

te
 (p

re
se

nc
e 

of
 p

ar
tic

le
s)

, c
en

tri
fu

ge
 th

e 
ex

tra
ct

ed
 

sp
ec

im
en

s 
co

nt
ai

ne
d 

in
 t

he
 e

xt
ra

ct
io

n 
bu

ffe
r 

vi
al

. 
C

ol
le

ct
 8

0 
μL

 o
f 

su
pe

rn
at

an
t, 

di
sp

en
se

 in
to

 th
e 

sp
ec

im
en

 w
el

l (
S)

 o
f a

 n
ew

 te
st

 c
as

se
tte

 a
nd

 s
ta

rt 
af

re
sh

 fo
llo

w
in

g 
th

e 
in

st
ru

ct
io

ns
 m

en
tio

ne
d 

ab
ov

e.
 

                         【
IN

TE
R

PR
ET

A
TI

O
N

 O
F 

R
ES

U
LT

S】
 

(P
le

as
e 

re
fe

r t
o 

th
e 

ill
us

tra
tio

n 
ab

ov
e)

 
PO

SI
TI

VE
:* 

Tw
o 

lin
es

 a
pp

ea
r. 

O
ne

 c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (C

) 
an

d 
an

ot
he

r a
pp

ar
en

t c
ol

or
ed

 li
ne

 s
ho

ul
d 

be
 in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
*N

O
TE

: T
he

 in
te

ns
ity

 o
f t

he
 c

ol
or

 in
 th

e 
te

st
 li

ne
 r

eg
io

n 
(T

) 
w

ill
 v

ar
y 

de
pe

nd
in

g 
on

 th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
 p

re
se

nt
 in

 th
e 

sp
ec

im
en

. T
he

re
fo

re
, a

ny
 s

ha
de

 o
f c

ol
or

 
in

 th
e 

te
st

 li
ne

 re
gi

on
 (T

) s
ho

ul
d 

be
 c

on
si

de
re

d 
po

si
tiv

e.
 

N
EG

AT
IV

E:
 O

ne
 c

ol
or

ed
 li

ne
 a

pp
ea

rs
 in

 th
e 

co
nt

ro
l l

in
e 

re
gi

on
 (

C
). 

N
o 

lin
e 

ap
pe

ar
s 

in
 

th
e 

te
st

 li
ne

 re
gi

on
 (T

). 
IN

VA
LI

D
: 

C
on

tro
l 

lin
e 

fa
ils

 t
o 

ap
pe

ar
. 

In
su

ffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 i

nc
or

re
ct

 
pr

oc
ed

ur
al

 t
ec

hn
iq

ue
s 

ar
e 

th
e 

m
os

t 
lik

el
y 

re
as

on
s 

fo
r 

co
nt

ro
l l

in
e 

fa
ilu

re
. 

R
ev

ie
w

 t
he

 
pr

oc
ed

ur
e 

an
d 

re
pe

at
 th

e 
te

st
 w

ith
 a

 n
ew

 te
st

. I
f t

he
 p

ro
bl

em
 p

er
si

st
s,

 d
is

co
nt

in
ue

 u
si

ng
 

th
e 

te
st

 k
it 

im
m

ed
ia

te
ly

 a
nd

 c
on

ta
ct

 y
ou

r l
oc

al
 d

is
tri

bu
to

r. 
【

Q
U

AL
IT

Y 
C

O
N

TR
O

L】
 

In
te

rn
al

 p
ro

ce
du

ra
l 

co
nt

ro
ls

 a
re

 i
nc

lu
de

d 
in

 t
he

 t
es

t. 
A 

co
lo

re
d 

lin
e 

ap
pe

ar
in

g 
in

 t
he

 
co

nt
ro

l r
eg

io
n 

(C
) i

s 
an

 in
te

rn
al

 v
al

id
 p

ro
ce

du
ra

l c
on

tro
l. 

It 
co

nf
irm

s 
su

ffi
ci

en
t s

pe
ci

m
en

 
vo

lu
m

e 
an

d 
co

rr
ec

t p
ro

ce
du

ra
l t

ec
hn

iq
ue

. 
C

on
tro

l 
st

an
da

rd
s 

ar
e 

no
t 

su
pp

lie
d 

w
ith

 t
hi

s 
ki

t; 
ho

w
ev

er
, 

it 
is

 r
ec

om
m

en
de

d 
th

at
 

po
si

tiv
e 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 b
e 

te
st

ed
 a

s 
a 

go
od

 la
bo

ra
to

ry
 p

ra
ct

ic
e 

to
 c

on
fir

m
 th

e 
te

st
 

pr
oc

ed
ur

e 
an

d 
to

 v
er

ify
 p

ro
pe

r t
es

t p
er

fo
rm

an
ce

. 
【

LI
M

IT
AT

IO
N

S】
 

1.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) i
s 

fo
r l

ab
or

at
or

y 
us

e 
on

ly
. T

he
 te

st
 s

ho
ul

d 
be

 u
se

d 
fo

r 
th

e 
de

te
ct

io
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

in
 fe

ce
s 

sp
ec

im
en

s 
on

ly
. N

ei
th

er
 th

e 
qu

an
tit

at
iv

e 
va

lu
e 

no
r 

th
e 

ra
te

 o
f i

nc
re

as
e 

in
 H

.p
yl

or
i a

nt
ig

en
s 

co
nc

en
tra

tio
n 

ca
n 

be
 

de
te

rm
in

ed
 b

y 
th

is
 q

ua
lit

at
iv

e 
te

st
. 

2.
 T

he
 H

.p
yl

or
i A

nt
ig

en
 T

es
t C

as
se

tte
 (F

ec
es

) w
ill

 o
nl

y 
in

di
ca

te
 th

e 
pr

es
en

ce
 o

f H
.p

yl
or

i 
in

 t
he

 s
pe

ci
m

en
 a

nd
 s

ho
ul

d 
no

t 
be

 u
se

d 
as

 t
he

 s
ol

e 
cr

ite
ria

 f
or

 H
.p

yl
or

i 
to

 b
e 

et
io

lo
gi

ca
l a

ge
nt

 fo
r p

ep
tic

 o
r d

uo
de

na
l u

lc
er

. 
3.

 A
s 

w
ith

 a
ll 

la
bo

ra
to

ry
 te

st
s,

 a
ll 

re
su

lts
 m

us
t b

e 
in

te
rp

re
te

d 
to

ge
th

er
 w

ith
 o

th
er

 c
lin

ic
al

 
in

fo
rm

at
io

n 
av

ai
la

bl
e 

to
 th

e 
ph

ys
ic

ia
n.

 
4.

 If
 t

he
 t

es
t 

re
su

lt 
is

 n
eg

at
iv

e 
an

d 
cl

in
ic

al
 s

ym
pt

om
s 

pe
rs

is
t, 

ad
di

tio
na

l t
es

tin
g 

us
in

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 i
s 

re
co

m
m

en
de

d.
 A

 n
eg

at
iv

e 
re

su
lt 

do
es

 n
ot

 a
t 

an
y 

tim
e 

pr
ec

lu
de

 th
e 

po
ss

ib
ili

ty
 o

f H
.p

yl
or

i i
nf

ec
tio

n.
 

5.
 F

ol
lo

w
in

g 
ce

rta
in

 a
nt

ib
io

tic
 t

re
at

m
en

ts
, 

th
e 

co
nc

en
tra

tio
n 

of
 H

.p
yl

or
i a

nt
ig

en
s 

m
ay

 
de

cr
ea

se
 t

o 
th

e 
co

nc
en

tra
tio

n 
be

lo
w

 t
he

 m
in

im
um

 d
et

ec
tio

n 
le

ve
l 

of
 t

he
 t

es
t. 

Th
er

ef
or

e,
 d

ia
gn

os
is

 s
ho

ul
d 

be
 m

ad
e 

w
ith

 c
au

tio
n 

du
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Abb. 3: Testauswertung

Acinetobacter calcoaceticus    Acinetobacter spp                 Branhamella catarrhalis 
Candida albicans              Chlamydia trachomatis        Enterococcus faecium 
E.coli               Enterococcus faecalis           Gardnerella vaginalis 
Gruppe A Streptococcus            Gruppe B Streptococcus       Gruppe C Streptococcus 
Hemophilus influenza              Klebsiella pneumonia           Neisseria gonorrhea 
Neisseria meningitides              Proteus mirabilis Proteus vulgaris 
Pseudomonas aeruginosa         Rotavirus                      Salmonella choleraesius
Staphylococcus aureus              Adenovirus

Testanleitung (FÜR DEN PROFESSIONELLEN GEBRAUCH)PreventID® H. pylori Antigen


