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Intended use

For the rapid detection of antibodies to H. pylori in human whole blood or serum.
The H. Pylori Rapid Test is a chromatographic immunoassay (CIA) for the rapid determination of antibodies to H. pylori in serum
and/or whole blood specimens.

General Description

Helicobacter pylori (H. pylori), previously named Campylobacter pyloridis, is a Gram-negative, microaerophilic bacterium found
in the stomach. It was identified in 1982 by Barry Marshall and Robin Warren, who found that it was present in patients with
chronic gastritis and gastric ulcers, conditions that were not previously believed to have a microbial cause. It is also linked to the
development of duodenal ulcers and stomach cancer. However, over 80 percent of individuals infected with the bacterium are
asymptomatic and it has been postulated that it may play an important role in the natural stomach ecology.

Principle Of The Test

The CD H. pylori Antibody Rapid Test is a lateral flow, immunochromatographic screening test. H. pylori specific antigens are
precoated onto membrane as a capture reagent on the test band region. During the assay the the whole blood or serum
specimen is first allowed to react with H. pylori specific antigen-gold conjugate complexes. The mixture then moves laterally on
the membrane to the test region which is coated with immobilized antibodies to H. pylori. If H. pylori antibodies are present in the
specimen, a color band is formed on the test (T) region. Absence of the colored band in the test region indicates a negative
result. To serve as a procedural control, a colored band in the control (C) region will always appear regardless the presence of
H. pylori antibodies in the whole blood and/or serum specimen.

Reagents And Materials Provided

1. A test device is packed in a protective, sealed foil pouch.
2. Test running buffer ready for use.

Storage

The CD H. Pylori Rapid Test is lo be stored refrigerated or at room temperature (2-28°C) in the sealed pouch for the duration of
the product shelf life.

Specimen Collection And Preparation

The H. Pylori Whole Blood Rapid Test is designed to test human whole blood and serum specimens.
Whole blood specimen collection:
1. Collect fresh blood specimens just prior to using the assay.
2. One drop of whole blood is enough for the assay.
Serum specimen collection:
1. Collect and centrifuge blood specimen following standard laboratory procedures.
2. Remove serum as soon as possible to avoid hemolysis. Lipemic, icteric, or hemolyzed specimens may give inconsistent test
results. Specimens containing a precipitate should be clarified prior to testing.
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3. If specimens cannot be tested immediately, they should be stored refrigerated at 2-8°C for no longer than 3 days. Avoid
repeated freezing and thawing of specimens.

Assay Procedure

1. Remove the device from the protective pouch and label the device with specimen identification.
2. Add one drop (50 µl) of whole blood or one drop (25 µl) of serum to the Sample Well (for Card) or the Sample Pad (for
Dipstick). Then add 3 drops (150 µl) of test running buffer lo the Sample Well or Sample Pad.
3. Read the result within 10 minutes.

Interpretation of Results

Positive: Presence of two colored bands, one in the control region (C) and another in the test region (T), indicates presence of
antibodies to H. pylori in specimen.
Negative: Presence of a colored band in the control region (C) with no band in the test region (T) indicates absence of antibodies
to H. pylori in the specimen.
Invalid: If after 10 minutes no band is visible, or if a band appears in the test region (T) only, the result is invalid. If invalid, the
assay should be repeated using a new lest kit.
Note: Do not interpret results after 15 minutes.
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Precautions

1. Do not use after expiration date printed on the outside of the foil pouch. Test device should remain sealed until ready for use.
2. There should be no smoking or eating where antigen-containing material is handled.
3. Decontaminate area by disposing samples and all potentially contaminated materials as if they contained infectious agents.
4. Wear disposable gloves while handling samples. Wash hands thoroughly afterwards.

Limitations

1. The H. Pylori Rapid Test is not reusable. The test works only if the instructions are followed precisely. Do not use the test after
the expiration date shown on the package or if the moisture absorbent pack is wet.
2. Serum from samples where C. jejuni is present may have a low cross-reactivity with this test.
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