
Sample Collection and Sample Preparation
1.	To collect faecal specimens:
	 �Collect sufficient quantity of faeces (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 °C 
if not tested within 6 hours. For long term storage, specimens should 
be kept below -20 °C.

2.	To process faecal specimens:
	 For Solid Specimens:
	 �Unscrew the cap of the sample collection tube, then randomly stab 

the specimen collection stick into the faecal specimen in at least 	
3 different sites to collect approximately 50 mg of faeces (equivalent 
to 1/4 of a pea). Do not scoop the faecal specimen.

	 For Liquid Specimens:
	 �Hold the dropper vertically, aspirate faecal specimens, and then trans-

fer 2 drops (approximately 80 μL) into the sample collection tube contain-
ing the extraction buffer.

3.	 �Tighten the cap onto the sample collection tube, then shake the  
sample collection tube vigorously to mix the specimen and the extrac-
tion buffer. Leave the sample collection tube for reaction for 2 minutes.

Test Procedure
Allow the test, specimen, buffer and/or controls to reach room tempera-
ture (15 – 30°C) prior to testing.
1.	 �Bring the pouch to room temperature before opening it. Remove the 

test device from its pouch and place it on a flat dry surface. The oval 
sample application window at the one end of the test device should 
be at the right side.

2.	 �Hold the sample collection tube upright and open the cap onto the 
sample collection tube. Invert the sammple collection tube and trans-
fer 2 full drops of the extracted specimen (approximately 80 μL) to the 
sample application window (S) of the test device, then start the timer. 
Avoid trapping air bubbles in the sample application window (Fig. 2).

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

Note: If the specimen does not migrate, centrifuge the extracted speci-
mens contained in the extraction buffer vial. Collect 80μL of supernatant, 
dispense into the sample application window (S) of a new test device and 
start afresh following the instructions mentioned above.
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Intended Use
PreventID® Entamoeba histolytica is a rapid chromatographic immuno-
assay for the qualitative detection of Entamoeba histolytica antigens in 
human faeces.

Introduction
Entamoeba histolytica is an anaerobic parasitic amoebozoan, part of the 	
genus Entamoeba [1]. Predominantly infecting humans and other primates 	
causing amoebiasis, E. histolytica is estimated to infect about 50 million 
people worldwide. Previously, it was thought that 10% of the world pop-
ulation was infected, but these figures predate the recognition that at 
least 90% of these infections were due to a second species, E. dispar [2]. 
Mammals such as dogs and cats can become infected transiently, but are 
not thought to contribute significantly to transmission. E. histolytica, as 
its name suggests (histolytic = tissue destroying), is pathogenic; infection 
can be asymptomatic or can lead to amoebic dysentery or amoebic liver 
abscess [1, 3].

Test Principle
PreventID® Entamoeba histolytica is a qualitative, lateral flow immuno-	
assay for the detection of Entamoeba histolytica antigens in human faeces. 
The membrane is precoated with anti-Entamoeba histolytica antibody on the 
test line region of the test. During testing, E. histolytica antigens, if present 
in the specimen react with Entamoeba histolytica antibodies conjugated 
coloured particles. The antigen-conjugate complex migrates upward on 
the membrane chromatographically by capillary action to react with anti-	
Entamoeba histolytica antibodies on the membrane and generate a coloured 	
line. The presence of this coloured line in the test line region indicates a 	
positive result, while its absence indicates a negative result. To serve as a 
procedural control, a coloured line will always appear in the control line 
region, indicating that the proper volume of specimen has been added and 
membrane wicking has occurred. The test contains anti-Entamoeba histo- 
lytica antibody conjugated coloured particles and anti-Entamoeba histo- 
lytica antibodies coated on the membrane.

Materials
Materials provided
•  test devices (with sample droppers), individually packed
•  sample collection tubes with extraction buffer 
•  manual
Materials Required but not Provided: timer or stop watch, specimen col-
lection containers

Storage and Stability
Store the test between 2 °C and 30 °C; do not freeze. The test device is stable 	
though the expiry date printed on the sealed pouch. The test device 	
is sensitive to humidity as well as to heat. Perform the test immediately 
after removing the test device from the pouch. Do not use it beyond the 
expiry date. 

Precautions
1.	 For in vitro diagnostic use only.
2.	 Do not eat or smoke while handling specimen. 
3.	 �Wear protective gloves and wash hands thoroughly after performing 

the test.
4.	 �Avoid splashing or aerosol formation while handling specimen and 

performing the test.
5.	 �All samples and materials used should be treated as potentially in-

fectious and disposed in a biohazard container. Clean all contami-
nated objects and surfaces carefully. The used test should be discard-
ed according to the local regulations. 

6.	 �Do not use test if the pouch is torn or if the membrane of the test de-
vice is visibly damaged. Note the expiry date. The test should remain 
in the sealed pouch until use. 

7.	 Read the instruction carefully before performing the test.
8.	 Do not mix reagents from different lots.
9.	 If you have any questions please contact Preventis GmbH.
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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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Method Endoscope-based 
method Total Result 

H.pylori Antigen Test 
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Results Positive Negative 
Positive 168 3 171 
Negative 2 189 191 

Total Result 170 192 362 
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 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
ll

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
rl

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
an

d 
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
or

 re
fri

ge
ra

te
d 

(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

th
e

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

tb
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
th

e 
te

st
, 

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 
no

t t
es

te
d 

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.
To

 p
ro

ce
ss

 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

sp
ec

im
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

vi
go

ro
us

ly
 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
op

en
 t

he
 c

ap
 o

nt
o 

th
e

sp
ec

im
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
ll

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
ll

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

te
ch

ni
qu

es
 a

re
 t

he
 m

os
t 

lik
el

y 
re

as
on

s 
fo

r 
co

nt
ro

ll
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
va

lid
 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
co

nf
irm

 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
rl

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

lt
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
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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 
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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】 
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Med.(1990), 322: 909-16. 
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82(4): 292-96. 
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Test Interpretation
Positive: Two lines appear. One coloured line should 
be in the control line region (C) and another appar-
ent coloured line should be in the test line region (T). 
Note: The intensity of the colour in the test line region 
(T) will vary depending on the concentration of Enta-
moeba histolytica antigen present in the specimen. 
Therefore, any shade of colour in the test line region 
(T) should be considered positive.

Negative: One coloured line appears in the control line 
region (C). No line appears in the test line region (T).

Invalid: Control line fails to appear. Insufficient speci-
men 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 Preventis.

Caution: In order to prevent incorrect results the test should not be 
interpreted later than after 10 minutes.

Test Characteristics 
Clinical Sensitivity, Specificity and Accuracy
The performance of the PreventID® Entamoeba histolytica rapid test has 
been evaluated with 142 clinical specimens collected from the patient 
symptomatic and asymptomatic in comparison with other rapid test 
method. The results show that the relative sensitivity of the PreventID®  
Entamoeba histolytica rapid test is 95.7% and the relative specificity is 
99.2%.

Other rapid test

PreventID® 

Entamoeba 
histolytica

Results Postive Negative Total Result

Positive 22 1 23

Negative 1 118 119

Total Result 23 119 142

Relative sensitivity: 95.7% (95% CI*: 78.1%  ~  99.9%) 
Relative specificity: 99.2% (95% CI*: 95.4%  ~  99.9%)
Accuracy: �98.6% (95%CI*: 95.0%  ~  99.8%)                       *Confidence Intervals

Reproducibility 
Intra-Assay: 
Within-run precision has been determined by using three replicates of 
these specimens: negative, low positive, middle positive and high positi-
ve specimens. The specimens were correctly identified >99% of the time.
Inter-Assay: 
Between-run precision has been determined by three independent assays 
on the same specimens: negative, low positive, middle positive and high 
positive specimens. Three different lots of the PreventID® Entamoeba  
histolytica rapid test have been tested using these specimens. The speci-
mens were correctly identified >99% of the time.
Cross-reactivity 
An evaluation was performed to determine the cross reactivity of 	
PreventID® Entamoeba histolytica rapid test. No cross reactivity against 
gastrointestinal pathogens occasionally present as following:
Campylobacter coli		  Salmonella enteritidis		
Colstridium difficile		  Salmonella paratyphi	  
Campylobacter jejuni 	 Salmonella typhimurium
E.coli O157:H7		  Salmonella typhi		                
H. pylori 			   Staphylococcus aureus			 
Listeria monocytogenes	 Yersinia enterocolitica              
	 	

PreventID® Strep A
Testanleitung

Quality Control
A procedural control is included in the test. A coloured line appearing in 
the control line region (C) is considered an internal procedural control. It 
confirms sufficient specimen volume, adequate membrane wicking 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.

Test Limitations
The PreventID® Entamoeba histolytica rapid test is for in vitro diagnostic 
use only.
The PreventID® Entamoeba histolytica rapid test will only indicate the 
presence of Entamoeba histolytica antigen in the faeces specimen, the 
detail concentration of Entamoeba histolytica antigen was not confirmed 
with the rapid test. 
As with all diagnostic tests, all results must be considered with other clini-
cal information available to the physician. Other clinically available tests 
are required if questionable results are obtained.

References:
1.	 Ryan KJ, Ray CG, eds. (2004).Sherris Medical Microbiology(4th ed.). McGraw Hill. pp.733–8. 
2.	 Weekly Epidemiological Record.72(14): 97–9. April 1997.
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mann, Yves; Hannedouche, Thierry; Christmann, Daniel; Pfaff, Alexander W.; Filisetti, Denis; 
Pesson, Bernard; Abou-Bacar, Ahmed; Candolfi, Ermanno (2015).“First case of amebic liver ab-
scess 22 years after the first occurrence“
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 re
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 c
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 c
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 m
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ra
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 c
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 d
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 c
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 c
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 c
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l c
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 re
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 p

ro
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 m
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 c
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ro
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r p
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 c
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 d
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 c
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 p
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ra
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 p
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 p
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 D
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.
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 C
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 c
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 c
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e 

pa
tie

nt
’s

 h
an

d 
w

ith
 s

oa
p 

an
d 

w
ar

m
 w

at
er

 o
r c
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 d
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 b
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.
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.
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f b
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 p
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 b
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r b
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.
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 d
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 c
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 b
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f b
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 c
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 d
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 c
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r d
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r p
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a 
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 b
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m
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m
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 b
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. D
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r p
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 p
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 p
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m
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 d
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ra
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 c
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 c
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 c
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 b
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 p
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 c
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l p
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 b
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.
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 c
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 c
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 c
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 c
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 b
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 c
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 p
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e 

W
ho

le
 B

lo
od

sp
ec

im
en

: 
•

H
ol

d 
th
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Short Instruction PreventID® Entamoeba histolytica

1.	 ��Collect a faecal sample with the aid of the sample 	
collection tube and the sample collection stick as 	
described in the instruction.

2.	 �Shake the solution in the sample collection tube very 
thoroughly. Unpack the test device.

3.	 Open the cap of the sample collection tube carefully.
4.	 �Transfer 2 full drops of the extracted sample into the 

oval sample application window.
5.	 Interpret the test after 5 minutes.


