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For in vitro Diagnosis Use

INTENDED USE
The One-Step H.Pylori Antigen Test is a rapid, visual immunochromatographic test for the qualitative detection of Helicobacter Pylori antigen in fecal samples. This test is intended as an aid in the diagnosis of Helicobacter Pylori infection. The test is recommended for professional use. 
SUMMARY AND EXPLANATION OF THE TEST
Helicobater pylori are gram negative bacteria that infect gastric mucosa. Infection with Helicobacter pylori may lead to chronic gastritis and predispose to gastric and duodenal ulcers. Infection with H.pylori is very common and has been estimated to occur in 40-50% of the population in developed countries and 80-90% of the population in developing regions.

Several techniques, both invasive and non-invasive have been utilized to diagnose H.pylori infection. The urea breath test is based on the detection of labeled carbon dioxide in expired air as a result or urease production by H.pylori. Serological tests are based on the detection of a specific anti-H.pylori antibody, mostly by IgG antibodies in a patient’s blood.

Different invasive techniques are used for the diagnosis of H.pylori infection. One of which is the endoscopic biopsy of antrum or corpus of stomach to detect H.pylori by specialized stains such as Giemsa, culture and rapid urease test. These methods need special laboratory equipment and trained technicians. Also, the culture method takes a long time to produce a result. Serological approaches detect the host’s immune response to the infection, but do not permit a doctor to distinguish a current active infection from a past infection. In addition, the antibody titer does not change during the treatment.
The basis for diagnosing H.pylori infection by fecal antigen test is detective of all isotypes of the organism present in the fecal sample.
PRINCIPLE
The One-Step H.pylori Antigen Test has been designed to 
detect H.pylori antigen in human fecal samples through visual interpretation of color development in the test device. The test device contains a membrane strip, which is pre-coated with anti- H.pylori antibody on the Test Line region (T) and goat anti-mouse antibody on the Control Line region (C). An anti- H.pylori antibody color particle conjugate pad is placed at the end of the membrane. When H.pylori antigen is present in the patient’s fecal sample and dissolved in buffered saline, the mixture of colloidal gold conjugate and extracted sample moves along the membrane chromatographically by capillary action. This mixture then migrates to the Test region (T) and forms a visible line as the antibodies complex with the H.pylori antigen. When H.Pylori is absent in the extracted sample, no visible color band will form on the Test region (T). Therefore the presence of a color band in the Test region (T) indicates a positive result. A colored band will always appear at the Control region (C) to serve as a procedural indicator for the proper performance of the test and the device.
REAGENTS AND MATERIALS SUPPLIED
· 25 individually wrapped test devices. Each test cassette contains one test strip with anti-H.Pylori antibody coated membrane and colored anti-H.Pylori antibody pad. 

· Sample Collection Tubes (25): Each contains 2ml of 0.9% NaCl with 0.02% sodium azide.

· One Instruction Insert.

MATERIALS  REQUIRED BUT NOT SUPPLIED
· A clean dry container or receptacle for the collection of fecal sample.

· A piece of tissue paper to prevent solution from splashing.
SPECIMEN COLLECTION AND STORAGE
· Collect a random sample of feces in a clean dry container or receptacle.

· Unscrew and remove the collection tube applicator stick. Be careful not to spill or spatter solution from container.

· Collect random sample by using the applicator stick. Take sample from various surfaces of the feces specimen.

· Re-insert the applicator stick into the tube and screw the cap tightly. Be careful not to break the tip of the Sample Collection Tube.

· The specimen is now ready to be stored at 2-8℃, transported or tested. Fecal samples in the buffered 
· saline are stable for up to 15 days at room temperature.
PRECAUTIONS
· FOR PROFESSIONAL AND IN VITRO DIAGNOSTIC USE ONLY. 

· The test device should remain in the sealed pouch until use. Don’t use it after the expiration date.

· Do not mix Sample Collection Tubes from different lots.

· All patient samples should be treated as if capable of transmitting disease.

· Buffered Saline contains sodium azide which may react with lead or copper plumbing to form potentially explosive metal azides. When disposing of buffered saline or extracted samples, always flush with copious quantities of water to prevent azide build up.

· Patients should closely follow the specimen collection procedures. 

TEST PROCEDURE 
· Review “Specimen Collection” instructions. Test device, patient’s samples, and controls should be brought to room temperature (10-30℃) prior to testing. Do not open pouches until ready to perform the assay.

· Remove the test device from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is performed within one hour. Remove the test device from its protective pouch (bring the device to room temperature before opening the pouch to avoid condensation of moisture on the membrane). Label the device with patient or control number.

· Shake the collection tube thoroughly to ensure proper mixing of the fecal sample with the extraction solution.

· Using a piece of tissue paper, break the tip of the collection tube using a twisting motion. Hold the collection tube vertically and dispense 3 drops of solution into the sample well of the test device.

· Observe the result in 15 minutes. Strong positive results may be observed sooner. Do not interpret after 20 minutes.
INTERPRETATION OF RESULTS 
	


	Positive 

Two red lines (bands) are visible in the control (C) and test (T) areas of the test window. The intensity of the test line may be less than that of the control line; this still means positive result.
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	Negative
The control line(C) appears in the test window, but the test line（T） is not visible. 

	


	Invalid
The test is invalid if the control line is not visible at five minutes. The test failed, or the test procedure was not followed properly. Verify the test procedure and repeat the test with a new testing device.


LIMITATION OF PROCEDURE
· This test kit is to be used for the qualitative detection of H.Pylori antigen in human fecal samples. A positive result suggests the presence of H.Pylori antigen in fecal specimens.

· If negative or questionable results are obtained, the test should be repeated on a new device with other fresh collected fecal specimen.

· As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single result, but should only be made by the physician after evaluate all clinical and laboratory evident.

QUALITY CONTROL
· A procedural control is included in the test. A colored band appearing on the Control region (C) of the membrane indicates proper performance of the test and the device.

· A clear background in the observation window is considered an internal negative control. However, when the fecal samples are tested, the background may appear slightly yellowish due to the original color of the fecal samples. This is acceptable as long as it does not interfere with the interpretation of test 
· result. The test is invalid if the background fails to clear and obscures the reading of the result.
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