INSTRUCTIONS FOR USE
ONE STEP TEST

Helicobacter pylori (H. pylori) Antibody
Detection in Serum / Plasma

@ 10YO

DIAGNOSTICS

Only for professional in vitro diagnostic use

ProductCode: THPO1
Helicobacter pylori Antibody Test Device detects H. pyloriantibodies generated against H. pylori antigens in human serum or plasma.

H. pylori Antibody Test Device is a rapid for the qualitative detection of anti generated against H. pylori antigens in human
serum or plasma samples to aid in the diagnosis of H. py/omnfemmn

BACKGROUND INFORMATION

H. pylori is small, spiral-shaped bacterium |hat Iwes in me surface of the stomach and duodenum. It is implicated in the efiology of a variety of gastrointestinal
diseases, including duodenal and ind active and Both invasive and non-invasive methods are used to diagnose
H. pylori infection i patients with symptoms of gaslromtesllnal disease. Specimen dependent and costly invasive diagnostic methods include gastric or duodenal
biopsy followed by

infects the stomach of more than half of and the major cause of However, only 10
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type of innate and acquired immune response to H. pylori may represent an important factor able to influence the outcome of the infection towards protection,
evasion, or pathology.

Differences may occurin the mode H. pylori i tries: direct h to-hi been
asthepnmaryroutem(heformerwhllelhefeca\ Iroute, water, in the latter.
include urea |est Wwhich requi i methods.

have H. p develops H. p ies that firmed with hi i
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METHOD
H. pyloriAntibody Test Device isam based i assay that detects antibodies generated against H. pylori antigens in human serum
orplasma. 196 arei ized in the “T" test area of the device. Sample dropped to the sample of the cassette reacts with H. pylori antigen
coated particles. This complex migrates through the membrane and reacts with anti-h 1gG on the If there are antibodi

generated against H. pylori antigens inthe sample a colored testline will appearin the “T” test area and this line indicates a positive test result. Ifthe sample does not
contain antibodies generated against H. pylori antigens a colored line will not appearin the “T" test area, mdlca(mg anegative test resul( As aprocedural control, a
colored ine always appears in the “C” control area indicating that proper volume of sample has beenii

PRECAUTIONS AND LIMITATIONS

1.For
2 Do notuse test kit beyond expiry date. The test device is single use. Do notreuse.
jinal

remain inits orig until usage. Do not use the testif the seal is broken or the pouch is damaged.
4 Wear hi thetest.
5. Use anew dropper for each sample.
6. All patient samples should be handled as taklng capable of i disease into Observe i against

hazards for p
i st indicate only the presence e e R A anugens in the sample, and should not be used as the only basis for
the diagnosis of H. pyloriinfection.

Aswithall diagnostic tests, it should be keptin mind that an identification diagnosis can't be based on a single test resuit. Diagnosis can only be reached by an expert
afterthe evaluation of all clinical and laboratory findings.

8. Ifthe test resultis negative and clinical symptoms persist, additional testing using other ciinical methods is recommended. Anegative result does notat any time

p p y of H. py
Test bekeptaway fom directsunlght, meisture,heat andraciation sources. Storeatd -30°C 39-86°F). Do o ez,

The testil igi retains stable until expiry . The te: beusedin after the foil is opened.
SAMPLE COLLECTION AND PREPARATION

The test can be performed using serum or plasma. To avoid hemolysis, serum or from blood n ibl

ForSerum Samples Collectblood intoa collection tube without anticoagulant, leave to settle for 30 minutes for blood coagulation and then centrifuge the blood. At
the end of g is used as serum

For Plasma Samples : Collect blood into a collection tube with anticoagulants (EDTA, heparin, citrate should be used) to avoid coagulation of blood sample and
then centrifuge the blood. At the end of centrifuge period supernatantis used as plasma.

Do not use turbid, hemolyzed samples. If the sample cannot be tested on the day of collection, store the serum, plasma samples in a refrigerator or freezer. Do not
freeze and thaw the serum, plasma samples repeatedly. Bring the samples to room temperature before testing. Frozen samples must be completely thawed and
mixed well prior to testing. Turbid test samples should be centrifuged. Using of frozen and thawed samples should be avoided whenever possible, due to the blocking
ofthe membrane by the debris.

Kit :Testdevices, i i use.

material i i : Sample collection tube, ifug d timer.

materials butnot provided : i todeliver mount of sample in the test 3 t d positive control
materials.

TEST PROCEDURE

Take the testdevice out of its pouch. Bring the tests and samples to room temperature.
1. Place the cassette on a flat surface. Draw serum / plasmainto dropper and put 3 drops (~100 ) into the sample well of the cassette.
Avoid the formation of any air bubbles.
2. Depending on the H. pylori antibody concentration in the sample, the test can react even in 5 minutes. Results should be read at 10 minutes as shown below. Results
ing i be regard invalid

INTERPRETATION OF RESULTS

Negative: Onlyone colored line is visible in “C" area, indicating that H. pyloriantibody does not exist.
Posmve Two colored lines are visible in “C" and “T" areas, indicating that H. pylori antibody exists.
fH.

Py y afaintlinein “T" area. Even such a faintline in “T" area should be regarded as “positive”.
lnvzlld N line is visibl oranly lored line is visible in “T" area; test should be repeated using a new test device.
s (A o 1 - \
I O si O NEGATIVE POSITIVE
- O [ o))+ e
INVALID INVALID

QUALITY CONTROL

Tests have built in procedural quality control features. When the test is complete, the user will see a colored line in the “C" area of the test on negative samples and a
colored line in the *T" and “C" area on positive samples. The appearance of the control “C" line is considered as an internal procedural control. This line indicates that
sufficient volume of sample was added as well as valid test result. It is recommended thal a negative conlrol and a pOSI|IVe control be used to verify proper test

I control. federal, I quality controls.
PERFORMANCE EVALUATION
H.pyor Anibody Tost Devi has been evalualed wilh serum and plasna samples from a on of individuals who had
pare H. py y Test Device and following results are obtained
Reference
: 99% ificity :934% +PredictiveV : 96,4% -PredictiveV :98% Rl
+ Result

Confidenceinterval: 95% Test  Result 127

IntraAssay
Within-run precision of the same test has been confirmed with 100 replicates of negative, low positive and high positive samples. Negative, low positive and high positive
values were correctly determined for each trial.

Inter Assay

Between-run presicion of the same test has been confirmed with 20 independent assays with the same negative, low positive and high positive samples. Negative, low
d high positive values tly for each rial.

CROSS REACTIVITY

Serum samples involving known amounts of C. jejuni, C. fetus, C. coli and E. coli have been tested with H. pylori Antibody Test Device. No cross-reactivity has been
observed.

INTERFERENCES]|

H. pylori Antibody Tesl Devlce tested with visibly hemolyzed and lipemic samples as well as samples containing high bmrubm levels. No interference was detected in
0 1.000 mg/dl upto 1.000 and up t02.000 mg/ml human serum albumi

Hemolytlc samples should not be used since they can cause to invalid or false results. The test is designed for serum /p\asma samples. Using whole blood samples may

cause invalid or false results.
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