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PRIN
CIPLE:
The QuickVue H. pylori gII test is a lateral-flow immunoassay intended for the rapid, qualitative detection of IgG antibodies specific to Helicobacter pylori in human serum or plasma as an aid in the diagnosis of H. pylori infection in patients with clinical signs and symptoms of gastrointestinal disease. The test is intended for use by health care professionals.

Helicobacter pylori is implicated in the etiology of a variety of gastrointestinal diseases, including non-ulcer dyspepsia, duodenal and gastric ulcer, and active and chronic gastritis. Studies also suggest an association of H. pylori infection with stomach cancer; the role of H. pylori and the factors involved in the development of these diseases are still under investigation.

Individuals infected with H. pylori develop serum antibodies which correlate strongly with histologically confirmed H. pylori infection. The QuickVue® H. pylori gII test detects H. pylori-specific IgG antibodies produced by individuals colonized or infected with the organism. The QuickVue H. pylori gII test is simple to perform, requires no instrumentation and yields rapid, qualitative test results in minutes.

To perform the test, 1 drop (approximately 50 μL) of serum, or plasma is added to the Test Cassette. If the patient sample contains H. pylori-specific IgG antibodies, a faint pink-to-red Test Line will be visible in the Result Window along with a blue procedural Control Line, indicating a positive result. If H. pylori-specific IgG antibody is not present or is present at very low levels in the patient sample, only a blue procedural Control Line will be visible. If the blue procedural Control Line does not develop within 5 minutes, the test is considered invalid.
SPECIMEN REQUIREMENT:
Specimen Collection:

· Refer to the General Collection Procedure in the Specimen Collection Manual for patient identification and sample collection.
· No special patient preparation is needed. 

· Serum or plasma samples may be used.

· Hemolysis and Lipemia free serum or plasma is preferred.  Refer to the Limitations section of this procedure.

· Centrifuge serum tubes for a minimum of 10 minutes at 1000 – 2000 g and plasma tubes in the stat spin for a minimum of 3 minutes at  8500 rpms.

· One drop of serum or plasma is required for testing.

· The only acceptable anticoagulants are sodium heparin, lithium heparin, and EDTA.

Storage:

· All sera or plasma will be stored for up to 7 days refrigerated at 2-8oC.

· Sera or plasma will be covered or capped and placed in the appropriate rack for storage.

· Specimens may be discarded after the 7 day period into the biohazardous waste.
Stability:

· H. pylori in serum or plasma is stable for 72 hours at 2 -8oC.

· H. pylori in serum or plasma is stable frozen at –20oC. 
· Avoid repeated freezing and thawing. 
· A cloudy serum or plasma specimen or one containing particulate matter, may be centrifuged.

Safety Precaution:

· Use gloves and hospital provided lab coat when collecting and or handling any patient specimen.

· In case of accidental exposure contact Human Resources or the Occupational Nurse at extension 13130 or the house supervisor. The paper work must be completed within 24 hours.
REAGENTS AND MATERIALS:

Reagent and Storage:

· Test cassettes, murine monoclonal  antibody to human IgG (Test Line) and

      rabbit polyclonal antibody (Control Line)
· Disposable droppers

· Positive Control, diluted human plasma  containing H. pylori-specific IgG, 0.01%

      thimerosal

· Negative Control, diluted human plasma,  0.01% thimerosal

· Package Insert
· Procedure Card
Stability:

· Store kit at room temperature 59–86°F (15–30°C) out of direct sunlight.
·  Do not freeze.

· Kit contents are stable until the expiration date printed on the outer box.
Warnings and Precautions:
·  For In Vitro Diagnostic Use.

·  Do not use kit contents after the expiration date printed on the outside of the box.

·  Use appropriate precautions in the collection, storage, handling and disposal of patient

             samples and used kit contents.

·  Use of Nitrile or Latex gloves is recommended when handling patient samples.

·  Dispose of containers and used contents in accordance with Federal, State and Local

·  requirements.

·  Thimerosal is used as a preservative. Incidental contact with or ingestion of Positive or

             Negative controls can lead to increased hypersensitivity reactions including irritation

             to the skin, eyes or mouth. Seek medical attention if symptoms are experienced.

·  The Test Cassette must remain sealed in the protective foil pouch until just prior to use.

·  To obtain accurate results, you must follow the Package Insert instructions.

QUALITY CONTROL:

Built-in Control:
· The QuickVue H. pylori gII test contains built-in procedural control features. 
· The manufacturer’s recommendation for daily quality control is to document these built-in procedural controls for the first sample tested each day.

· The two-color result format provides a clear-cut readout for positive and negative

            results. 
· The appearance of a blue procedural Control Line provides several forms of

 internal control: (1) capillary flow occurred; and (2) functional integrity of the test  strip was maintained. If the blue procedural Control Line does not develop at 5 minutes, the test result is considered invalid.

· A built-in negative control is provided by the clearing of red background color, verifying that the test has been performed correctly. The result area should be white-to-light pink within 5 minutes and not interfere with interpretation of the test result. If background color appears which interferes with interpretation of the test result, the result is considered invalid. Should this occur, review the procedure and repeat the test with a new Test Cassette.
External Quality Control:
· External controls also may be used to demonstrate that the reagents and assay

            procedure perform properly.
· Positive and Negative Control Solutions are supplied with the kit.
· Add two drops of the Positive or Negative Control Solution to the Sample Well

            using a new Test Cassette; continue with the assay as described in the Test                           Procedure

· Using these controls in place of a patient sample.

· If used, controls should be run with each new lot or shipment of materials, and as

           otherwise required by your laboratory‘s standard Quality Control procedures.
· Quality Control is run every 30 days after initial QC of kit.

· New lot numbers of kit should be paralleled tested with controls from old kit.
· If the Positive and Negative Controls do not perform as expected, repeat the test

           or contact Quidel Technical Support.
PROCEDURE:
· All test materials and patient samples must be at room temperature
· Add 1 drop of SERUM or PLASMA using a clean disposable dropper to the round Sample Well on the Test Cassette.

· The Test Cassette should not be moved until the assay is complete and

            ready for interpretation.

· READ RESULTS AT 5 MINUTES. Some positive results may be seen earlier.

RESULTS:
· Positive result:
Any shade of a pink-to-red Test Line near the letter "T" and a blue procedural Control

Line near the letter "C" within 5 minutes indicates the presence of H. pylori -specific IgG

antibodies.
· Negative Result:

Only a blue procedural Control Line near the letter "C" at 5 minutes indicates the absence of H. pylori-specific IgG antibodies.
· Invalid Result:

The test result is considered invalid if the blue procedural Control Line is not visible at

5 minutes after sample application, even if the Test Line is visible. If the result is invalid,

retest using a new Test Cassette or contact Quidel Technical Support. 

EXPECTED RESULTS:  

· In the United States, approximately 11% of symptomatic individuals with normal gastric

            Histology have been reported to be colonized with H. pylori, while 63% of those with

            chronic gastritis yielded positive culture biopsies. The factors that lead from colonization

            with the organism to infection are unknown.

· The prevalence rate of colonization appears to be age related with 50% of adults shown

             to be colonized with the organism by age sixty. Eighty to 100% of individuals with signs

 and symptoms of other gastrointestinal conditions such as duodenal ulcers, are                                 reported to be positive for H. pylori infection.10

LIMITATIONS OF PROCEDURE:

· The contents of this kit are for use in the qualitative detection of H. pylori-specific IgG antibodies and do not indicate the titer of the antibody in the sample. The test should be used only to evaluate adult patients with clinical signs and symptoms suggestive of gastrointestinal disease.

· The test is not intended for use with asymptomatic patients. Performance characteristics

             for persons under the age of 18 have not been established with this test.

·  A positive QuickVue result only indicates the presence of specific IgG antibodies to

             H. pylori, but determination of an active or inactive infection cannot be made.

·  A negative QuickVue result indicates that H. pylori-specific IgG antibody is not present,

             or is present at a level below the detection threshold of the test.

·  Test results must always be evaluated with other data available to the physician.

·  Additional follow-up testing is recommended if the QuickVue result is negative and

             H. pylori infection is suspected.
· QuickVue H. pylori gII test results were not affected by elevated levels of serum albumin,

            bilirubin or hemoglobin.

· Altering the hematocrit ranging from 20 to 60% did not affect the accuracy of the test.

REFERENCES:
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