Vstrip®

MW FIIRE R RRERERSE (KEE )
RESMZlE (E A

ERSMZERER 2019/03 V06

30°C
FREEUPIIRE TR R IRIG SR
[REF] 1G06020C 20 TEST KIT 15c/ﬂ/ Rx Only c € s

RIEUWPIRENRRERBRABE—BLEENE  IRERNEERED
WPIIREMRNEFE -

A&

e WMPIRENRRERBABSERERNELRIZEHER  EBRE
BAEEMABEEPNUPIRENRR  SEHBMUPIRERRNZERE
B - KEMELSBERLEERERETRGIME -

HEm

WPIRERBRRANEHXRLEE  ERERENRABRZEREMEY - R
EORFR—HMAD - T WPITERRAEEONERRER  HEES (B
BE - +TEBESR)  BENMBEARACASNERNESERRE -
WFIREMNZE AR TS RBARTIEBAR - > BARZHEEEAAR
i - RIRERRAEE - AR EsUEaRRUPITENEE - REBTEH
5 (UBT) REEHRRER (SAT) IMEEMPIREIEMRIR - REREHER
ZFRAMAGE - IERRARS —EFRAMNS - EERFERDRTMN
BERS - MABRARAEMROME - °
WPIIREEEN R S BRWPIIR R BURAVZHE -

% 5 R 38

RIEMPIRERRIGERRABZ—EREREENE - NA—AUPIRER
EBENNEERAIEERE  BUPERERRGEREREEMNAZAEE - A
A - BiREEEEPCRZNEEEEREMANSE - ZEmPraEwr
BE ERAW"ERE " T RSN ER —RARRTRHNAEA
BlHEE  TEE C FREESS—KECEIGTERER - EWPIEETNR
AEERFHEFBENKER  RELRESEHR - TORBURBEEET
FRRAETE 10 DEAEER - RUAIEAERZ R -

RELRIF 1Y

FRAR M Z M FEE 7 RIRIER 15-30°C -

1. AHE 20 E)-s5—ENSERE - RSWUPIREREERREZHA
1% - WEFBRNEARSD -

2. WEREEE 208 )-REEEEEE INARBERANEERE &R
W REERER S 0.09% BR (LA (sodium azide) MABRLEE -

3. BHEEAIEE (1) - BHEREENEZER B ZEHWPIRE -

4. REEWPIRETRIEGRATRAE

KRIBHEAHHY
1. BERBERS
2. Ftig=s

3. £
EEEE

R AR RERRASLREEERAERUNGERER -

1. ZEWERERBZBRADNMHNECRBTEIMNE  ElE - BE -
B R BRIREE A FBRA IS - °

FRAFENIRIERE  HENBERTEEEABEIBRENAEER -’
A EHEESII9RERBERAEERM -
BES—RRARNASTRNNE - BE2ERBRNEEM -
FEERRSNREHFRERASGHIETSE - SMITBERMED TR -
BREEZBERILM (sodium azide) Z1BEBHER - JREHKEEBRIH
;H:L °

7. RETHSRE - F2MRIHERS -

8. EAAERAHNERRERTE EREREFRERA2ER -

9. REMBEASHMRETER - FOMERARAL -

10. BEEGEAAHBR EME G -

11. #8318 30 N EHERB 2 AHERATRA -

12 MRBBEARENBERF U AEER - FSRBBOVIRAEE -

13 RIEEASAEANE - FOREIRE -

RS UL EETNE (R

AR AEREBRRESEFERNEERE -

BENRREE  HEREXERERRUENEZRR - ZERELNERE
RASHER « BIEE - BYME - WERENZFERT - AR EaELH
MMHFELEER - BREEZEFNH  FERRERRENEREER - W8
AREEHEEN 2-8°C tH ; RMFAGERIESE -20CHERKAEERRBAR
20K - BEBEKRAMBRIGERZ =R -

o vk wnN

= RS
E\ﬂi%ﬂ

FAEASGRRERREMAEEERT - FIERELRE -

1. BESEAGMReRINERE L2ANAY - B2ERETRMNE
SRt IR -

2. BB ENEeREREBEE E -

3. fIFRMRREEENE  BIRELZRRERARERRUNGVIEERE
(#930-50mg 5% 3-5mm) - BEINEBZ - UMRERBMNERIFRITE
REHIR - AERIFLZEZEE -

4. BEFEERNEER  RERE - RE  BRAREREBEEEE) 10E -
EHERAEERERERESYS -

5. AR ERRERPIENERTERE L -

6. FERIEE LR E R RIE -

7. ) T EeRREEEE 2 RIBIREM - 108 3 BEEHERZNH
EFELANER "RIEE " - BREPERFIGEEEEEREMAZRH
[E -

8. 10 DERHEER -

ERHE

B4R (Positive) :

ERAW"#RE " TFZRENASGERNAZAERE - B C FREMNES
REREER - GUHERBNUPIERRRNFE -

245 R (Negative) :

ERAE"HERE " TFRENIFEIERENAZAGRE B C FREN
ZEHREIRBENERR - BUHERENUPIREENRRAFESERNER
fR -

EYAER (Invalid) :

ERERAE"GBRE " JHEREEEENAZAERH - B CFREZES
RALREERR  DRABNAER - N ESEURENENER  B28E
BENERNEARBENEBRE R L ERNIRE - BRENGERMERS
EERFRRE  UEEARENE - EEREKMBAEMREE - ERBEMNA
FE - BFELEERRREE - R E K -

mERE

FABERARERE KGE / BRI E
AERREZERS -

BRI :
1 & RRE " BRSNS ; i @ ~;
slgRnnEng - AMRRERY
AR

BRIFEFRABANYE -
2. FNERERNMEEEE - 5R @ @
Bemzent ARITELRN | 4 | | &
i  EERRETENE  BER
5ﬁ|J§i'C N Positive Negative Invalid
FEtE / B2t IEmIA
RIS AR EET B MR G ARB AR - BHAREEtAER
M EAHBMAESECIERNERNER - GUHEHANSEREE " ARE "
TFRER CFRESAHREPNAEARERR - BYHERIANSERE
' R#RE " TFRELREFHFNNESR - SEGARARRERNIGHER
W BERZERE -

mEEEIHER

& 1A -

1 ERERPREAIHE  RERTEREL -

2.8 3 ABHERHEEANEEZRR " R E " - BB IHERIEENE
JRIRER B HEE -

3. R 10 NERHIEER -

FE 4 A

1 faERPREAHE  HERTIERAE L -

2. Ui BB EWINE N TEeRREEE R 2 RIRIGEMI -

3. A3 RREBRENSESNELSNER " 2I2E " - BEDBRL/RIZEE
ElRlm AR EEAEE -

4. 10 DERFEER -

HAZfE

EREDP—FWAORRUPIRE  BHR EREZNORE - BREARAE
EAMFEME - SHUPIRERAEARSHIREAER - BAA 10-20%891E
HBRBEESIRFEBNTTIEBEE L% EREISHEE - ' HRE
EHRMEEMAEERE RSP IRELERSE -

EmPRE
1. MRBEPRRARE RS - JEEHRBMOREER -

A ERMUAE G H BNV R EUREITREM -

2. REABHNAERAEREEEIESTERBEN -

3. BEASVENEBERNIERKEIREZEMBREY -

4. BEMRAERTBET 2 HIRECRN TR - AEBRARE A FRAMPT
REER

5. EERRENEBSUENRNERATRITEMRLIER -

6. BEEHRERETENENALMBRAHBZ TENE - I8
HR -

7. BT NERMASIERMEN 25 - BMEEY R ERRE -

. EHRRAER RS R R R RAESR S 2 T AL

9. BUHRAGRERTRESAUFIRENREE TAKERBEEEER
7 o

10. iR - SR FEBEEE (PP) B8MEEN A EANSHNHIMPIIREHIEE
W - EEYARN 14 RAWEREE - IJEERBRRMER ; ERIOKES
HEREYEBERI N FLIEEYARE 14 RENEEFERE -

[eS)

EmMEE

FeE WAPIIRE I REIG BB EI B2 B FDA 5F o) L&/ (ELISA) LEBAER -
I EMERCHEBBEEHEHE—MERR 95% - FBEER (95%Cl) Kk
89% -

&R

;
+ 58 5
- 2 268
BEIE 1 96.67% (58/60= 96.67%)
(95% Two-Sided Cl: 88.6-99.1%)
E—14:98.17% (268/273= 98.17%)
(95% Two-Sided Cl: 95.8-99.2%)
BIRY
BBSHELREFEREE (BEKL 12 ERE - HRRATERBY - BEGK
SERUEMEENEREZRE®RAS )  BARMEAAFASRE 5 XA 5
ARSI - ERER - EPEGURIER 97.8% (88/90) - BEGMRIER
97.8% (88/90) - S EMHIREER 98.9% (89/90) - k212587 100% (90/90) -
ERMBATE TR A RFASAEMBERER -

DAEHE (ERIER )
HAPS I ES B (ATCC 43054) fRAIBIRA 8.5 X10° CFU/ mL hA%fE -

RXRFE
FERLN LR ZMEY GRE : #E >1x107 CFU/mL; %5 >1x10°
TCIDsy/mL) MR - ABEREXZEREPIHORBHRE -

%

Adenovirus type 7, Adenovirus type 41, Coxsackie type B2, Coxsackie type B6, Echovirus Type 11,
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Aeromonas hydrophila, Bacillus sp., Borrelia burgdorferi, Campylobacter jejuni, Candida
albicans, Citrobacter freundii, Clostridium difficile, Clostridium perfringens, Enterobacter
cloacae, Escherichia coli, Haemophilus influenza, Klebsiella pneumoniae, Proteus vulgaris,
Pseudomonas aeruginosa, Salmonella enteriditis 16, Salmonella typhi 17, Serratia marcescens18,
Shigella boydii, Shigella dysenteriae, Shigella flexneri, Shigella sonnei, Staphylococcus aureus,
Staphylococcus epidermidis, Streptococcus Group A, Streptococcus Group B, Streptococcus
Group C, Streptococcus Group F, Streptococcus Group G, Streptococcus mutans, Streptococcus
pneumoniae, Streptococcus sanguis, Vibrio cholera, Yersinia enterocolitica, Listeria innocua,
Salmonella Hilversum, Salmonella paratyphi, Salmonella typhimurium
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Vstrip H. pylori Antigen Rapid Test
For in vitro diagnostic use
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Vstrip H. pylori
Antigen Rapid Test

Vstrip Antigen Rapid Test is an immunochromatographic assay for the rapid
detection of H. pylori antigen in human stool specimens.

INTENDED USE

Vstrip H. pylori Antigen Rapid Test is a single use immunochromatographic assay
for the qualitative detection of H. pylori antigen in unpreserved human stool
specimens. Test results are intended to aid in the initial diagnosis and treatment of
H. pyloriinfection. Test results should be taken into consideration by the physician in
conjunction with the patient history and symptoms.

SUMMARY

Helicobacter pylori (H. pylori) is a spiral-shaped gram negative bacteria, the most
common infectious microorganism found in humans, and infects approximately 50%
of the world's populations.” H. pylori infection has been recognized as an important
factor in the cause of dyspepsia disease, peptic ulcer (gastric ulcer, duodenal ulcer),
stomach cancer, and MALT (mucous-associated lymphoid tissue) lymphoma .>*

H. pylori infection can be diagnosed using invasive or noninvasive methods.>’
Invasive methods require the use of endoscopy and rapid urease testing, histology,
culture for confirmation. The clinical recommended noninvasive testing methods
include urea breath test (UBT) and stool antigen test (SAT), from which the active
presentation of H. pylori is indicated. Another noninvasive method, serology
testing, is not recommended for evaluating treatment effectiveness as it is unable to
distinguish between active infection and previous exposure to H. pylori.’

H. pylori stool antigen testing is indicated in the diagnosis of H. pylori infection.

PRINCIPLE OF THE TEST

Vstrip H. pylori Antigen Rapid Test is a rapid immunochromatographic assay that
utilizes a pair of H. pylori specific monoclonal antibodies to detect the presence
of fecal H. pylori antigens indicated by a pink-red color line. To perform the test, a
diluted stool sample which is first prepared by a sample preparation tube is added to
the Test Cassette. If the sample contains H. pylori antigen, a pink-red test line (next
to the letter T) along with a blue control line (next to the letter C) will be visible in
the rectangle “Result Window”. If H. pylori antigen is not present or is present at very
low levels in the stool sample, only a blue control line will be visible. Whenever the
blue control line does not develop within 10 minutes, the test is considered invalid.

MATERIALS PROVIDED

All provided materials should be stored and handled at 15-30°C .

1. Test cassette (20 cassettes): Each test cassette houses a strip incorporated
with a pair of H. pylori specific monoclonal antibodies and packed in individual foil
pouch.

2. Sample preparation tubes (20 tubes): Each tube composes a "Sampler"
attached to the tube cap and sample diluent buffer for the specimen sampling
and dilution. 0.09% sodium azide is used as the preservative for the diluent
buffer.

3. Positive control reagent (1 vial): Inactivated H. pylori is the main component of
the positive control reagent.

4. Package Insert.

MATERIALS NOT PROVIDED
1. Specimen collection container
2. Timer

3. Disposable gloves

PRECAUTIONS

Read the package insert carefully prior to testing the kit and follow the

instruction to obtain accurate results.

1. Manage patient samples and kit materials as potential infectious agents and
take appropriate precautions in collection, handling, storage, and disposal.’

2. Inadequate or inappropriate specimen collection, storage, and transport may
yield false or negative test results.’

3. Patient specimens should be mixed in the sample preparation tube with diluent
thoroughly before use.

4. Check the expiration date printed outside of each material package, and do not
use the kit components beyond the expiration date.

5. Do not use sample diluent buffer or positive control reagent with turbidity. The
reagent may be contaminated with microorganism.

6. Avoid skin contact with the sample diluent buffer, which contains sodium azide
(may be a skin irritant).

7. Do not open the test cassette pouches until ready to perform the assay.

Do not use the test cassette if the foil pouch is damaged.

9. Perform the test with materials only from the same kit. Do not interchange
materials from different kits for test performance.

10. Do not reuse kit components or test devices.

11. Disregard test results beyond specified time (30 min).

12. Seek specific training or guidance if you are not experienced with specimen

collection and handling procedures.
. Do not smoke, eat or drink in areas where specimens or kit components are
handled.

SPECIMEN COLLECTION AND PREPARATION

Note: Only solid, formed, or semisolid stool samples are recommended for this
test.

Proper specimen collection, storage, and transport are critical to the performance
of this test. Stool specimens should be collected in a clean container that do not
contain media, preservatives, animal serum, or detergents as any of these additives
may interfere the results. The specimen should be tested as soon as possible.
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Do not leave specimen at room temperature for prolonged periods. Specimens can
temporarily stored at 2-8°C for 7 days. For long-term storage of specimens, specimens
can be stored at -20°C for up to 20 days. Repeated freezing and thawing of specimens
may undergo up to no more than 3 cycles.

ASSAY PROCEDURE

All stool specimens and assay procedures must be handled at room temperature

and on a flat surface.

1. Check the expiration date on each component’s package or outer box before
use. Do not use any test material beyond the labelled expiration date.

2. Labelinformation of studied specimens on the blue color sample preparation
tube.

3. Unscrew the sample preparation tube cap. Stick the “Sampler” into the stool
specimen to collect a small portion of stool (approximately 30-50mg or 3-5 mm).
An excess of stool sample could cause invalid result or may cause the appearance
of brown bands. Do not use stools that have dried out.

4. Put the “Sampler” back to the sample preparation tube and tighten the tube
securely. Mix thoroughly by inversion, shaking or vortex the tube for at least 1
min in order to assure good sample dispersion.

5. Remove a test cassette from its foil pouch and place it on a flat surface.

6. Label the cassette with the samples’ ID information.

7. Break off (or cut) the blue tip on the top of the sample preparation tube and
dispense 3 drops of diluted stool sample into the round “Sample Window” above
the arrow mark on the test cassette. Do not let the tip of the tube touch the test
cassette during the process.

8. Read the result at 10 minutes.

INTERPRETATION OF RESULTS

Positive result:

A visible PINK-RED colored line (Test line) appears next to the letter T, and a BLUE
line (Control line) appears next to the letter C in the rectangle “Result Window” of
the cassette.

A positive result indicates that the H. pylori antigen is in the stool specimen.
Negative result:

No PINK-RED line appears in the rectangle “Result Window” of the cassette next to
the letter T, but a distinct BLUE line shows next

to the letter C.

A negative result indicates that the H. pylori

antigen is absent or below the level of detection. ) . . )
Invalid result: T T
No visible BLUE line in the rectangle "Result

Window" of the cassette next to the letter C,

with or without a visually detectable PINK- @ @ @ @
RED line. Invalid result may occur with the o o o o
deteriorated materials, but an excess of stool

sample and incorrect procedure is mostly ~ Positive  Negative Invalid

the main reason for control line failure. Review the procedure, re-test the same
specimen when invalid result appears. Repeat the test with different specimens, if
the test fails again. When the problem persists, discontinue using the test kit and
contact your local distributor.

QUALITY CONTROL

Vstrip H. pylori Antigen Rapid Test utilizes the Internal Controls, Positive and

Negative Control as the mechanism for quality control.

Internal Controls

1. Ablue line appearing in the “Result Window” (next to the letter C) is an internal
control. It confirms correct assay procedure and active kit components. If not, the
test result is invalid.

2. Aclear background is served as the internal negative control. The background
color should be white and should not interfere with the reading of the test result.
If the background color interfere the reading, it is recommended to repeat the
test.

Positive /Negative Control

It is recommended that testing for positive and negative control reagent of H. pylori

antigen should be performed when a new shipment of product is received. The

positive and negative control are intended to monitor whether the whole package

kit is functional to produce the expected results. The positive control result should

show two distinct colored line (red and blue) appear in the “Result Window” of the

cassette next to the letter T and C. The negative control result should show one

distinguished colored line (a blue line) in the “Result window” of the device next to

letter C. The kit should not be used if tests using these controls fail to deliver the

correct test results.

POSITIVE CONTROL TESTING PROCEDURE

1. Remove a test cassette from its foil pouch and place it on a flat surface.

2. Add 3 drops of positive control reagent into the “Sample Window” on the test
cassette. Do not let the tip of the tube touch the test cassette.

3. Read the result at 10 minutes.

NEGATIVE CONTROL TESTING PROCEDURE

1. Remove a test cassette from its foil pouch and place it on a flat surface.

2. Remove the sample preparation tube and break off (or cut) the blue tip on the
top of the sample preparation tube.

3. Dispense 3 drops of diluted buffer into the round “Sample Window” above
the arrow mark on the test cassette. Do not let the tip of the tube touch the test
cassette during the process.

4. Read the result at 10 minutes.

EXPECTED VALUES

At least half the world's population is infected by H. pylori, making it the most
widespread infection in the world. The actual infection rates vary from geography
and age. Although most infected people will never experience clinical symptoms
despite colonized by H. pylori. Approximately 10-20% of the infected group having
chronic gastritis will ultimately develops gastric and duodenal ulcers and 1%

will develop additional gastric complications.' The World Health Organization
recommends all countries consider screening for H. pylori to prevent gastric cancer.”

LIMITATIONS OF THE PROCEDURE

1. A negative test result may occur if the level of antigen in a stool sample is below
the detection limit of the test. Test results must be evaluated in conjunction with
other clinical data available to the physician.

2. An excess of stool sample could cause an invalid result or may cause the
appearance of brown bands.

3. Afalse negative result may be found in specimens with watery diarrheal stools
that compose little or no solid matter.

4. Anegative test result does not rule out the possibility of H. pylori infection for
not all H. pylori strains can be detected by the kit.

5. False negative results may occur due to improper or inadequate sampling, or
improper handling of the specimen.

6. Higher concentration of the tested interfering substances or substances other
than what have been examined may exist in the stool specimen and interfere the
test result.

7. Cross reactivity has not been evaluated for microorganisms other than what
have been described below.

8. A positive test result does not rule out co-infections with other pathogens.

9. A positive test result only indicates the presence of H. pylori antigen and does
not necessarily indicate that gastrointestinal disease is present.

10.Antimicrobials, proton pump inhibitors (PPls) and bismuth compounds are
known to suppress H. pylori and may give a false negative result if ingested in the
14 days prior to sample collection. In these cases, a new stool sample should be
collected and tested 14 days after treatment has stopped. Positive results from
patients that have used antibiotics, PPIs, or bismuth compounds in the 14 days
prior to stool sample collection are still considered accurate.

PERFORMANCE CHARACTERISTICS

The evaluation was conducted comparing the results obtained using Vstrip H. pylori
Antigen Rapid Test to an FDA-cleared ELISA that was previously evaluated relative to
the endoscopy biopsy composite reference method (i.e., culture, histology, and RUT)
forinitial H. pylori diagnosis with a demonstrated sensitivity and specificity greater
than or equal to 95% and a lower bound of the two-sided 95% confidence interval (Cl)
greater than 89%.
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FDA-cleared ELISA
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Percent Positive Agreement: 96.67% (58/60= 96.67%)

(95% Two-Sided Cl: 88.6-99.1%)

Percent Negative Agreement: 98.17% (268/273=98.17%)

(95% Two-Sided CI: 95.8-99.2%)

REPRODUCIBILITY

Five (5) panels of 12 frozen fecal samples each with random distributions of medium
positive, low positive, high negative and negative samples were analyzed using the
Vstrip H.pylori Antigen Rapid Test by each operator at each site over five (5) days.
Across all sites and operators, agreement with the expected result was 97.8% (88/90)
for the moderate positive panel member, 97.8% (88/90) for the low positive panel
member, 98.9% (89/90) for the high negative panel member, and 100% (90/90) for
the true negative panel member. The reproducibility study analyses demonstrated
that results of the Vstrip H.pylori Antigen Rapid Test are reproducible by different
operators in multiple locations.

ANALYTICAL SENSITIVITY (DETECTION LIMIT)
The test showed the limit of detection level was around 8.5 X10° CFU/mL for H. pylori
strain (ATCC 43504) in stool.

CROSS REACTIVITY

The cross reactivity of the Vstrip H. pylori Antigen Rapid Test was assessed by testing
the following microorganisms (bacteria spiked at >1x10” CFU/mL, viruses spiked at
>1x10° TCID.,/mL). None of the microorganisms tested in the following table gave a
positive result in the Vstrip H. pylori Antigen Rapid Test.

Viral Panel

Adenovirus type 7, Adenovirus type 41, Coxsackie type B2, Coxsackie type B6, Echovirus Type 11,
Rotavirus (VR-2104), Rotavirus (VR-2272)

Bacterial Panel

Aeromonas hydrophila, Bacillus sp., Borrelia burgdorferi, Campylobacter jejuni, Candida albicans,
Citrobacter freundii, Clostridium difficile, Clostridium perfringens, Enterobacter cloacae, Escherichia

coli, Haemophilus influenza, Klebsiella pneumoniae, Proteus vulgaris, Pseudomonas aeruginosa,
Salmonella enteriditis 16, Salmonella typhi 17, Serratia marcescens18, Shigella boydii, Shigellal
dysenteriae, Shigella flexneri, Shigella sonnei, Staphylococcus aureus, Staphylococcus epidermidis,
Streptococcus Group A, Streptococcus Group B, Streptococcus Group C, Streptococcus Group F|
Streptococcus Group G, Streptococcus mutans, Streptococcus pneumoniae, Streptococcus sanguis,

Vibrio cholera, Yersinia enterocolitica, Listeria innocua, Salmonella Hilversum, Salmonella paratyphi,

Salmonella typhimurium

Interfering Substances
The following substances were found to have no effect on results when present in
stool at the concentrations indicated.

Interference Concentration Interference Concentration
substances substances

Aspirin 3 mg/ml Omeprazole 5 mg/ml
Barium sulfate 2% (w/v) Palmitic acid 4% (w/v)
Bilirubin 0.25 mg/ml Pepto-Bismol® 5% (w/v)
Cimetidine 5 mg/ml Stearic acid 4% (w/v)
Hemoglobin 12.5% (w/v) Tums®Antacid 5 mg/ml
Leukocytes 50% (w/v) Whole blood 40% (w/v)
Metronidazole 0.25 mg/ml Mucin 3.4 % (w/v)
Mylanta 5% (w/v)

STORAGE INSTRUCTION

The expiration date is indicated on the package label. Store the kit at 15-30°C , and
keep them away from direct sunlight. The test cassette must be kept in the sealed
pouch until use. Do not freeze or overheat the test kit or kit reagents.

PACKAGING
Vstrip H. pylori Antigen Rapid Testu...ooverovrvvirvriiennns 20 Tests/Kit

ORDERING INFORMATION
Product No. : 1G06020C
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