Helicobacter Test

Article Number : C0311

B INTENDED USE : The Helicobacter Test is intended to detect
the Helicobacter pylori urease activity in biopsy specimens.

B SUMMARY & PRINCIPLE OF THE TEST

The Helicobacter Test is an in vitro diagnostic test for detecting
Helicobacter pylori in gastric mucosal biopsies. Helicobacter pylori is a
spiral shaped Gram-negative bacterium that colonizes the human
stomach. Infection with H. pylori causes chronic inflammation and
significantly increases the risk of developing duodenal and gastric

ulcer disease and gastric cancer. Infection with H. pylori is the strongest
known risk factor for gastric cancer. H. pylori produces large amount of
urease. If H. pylori is present in the biopsy specimens, urea would be
converted to ammonia and carbon dioxide by the action of urease. The
ammonia would cause pH changes which would be detected by a pH
indicator present in the gel.

The Helicobacter Test is a cartridge with a single well prefilled with a
selective agar gel containing urea, pH indicator, buffer and a
bacteriostatic reagent preventing the growth of contaminating
organisms.

Urease
CO(NH,), + H* + 2H,0 ——» 2NH ,+ HCO ;-

' pH
B MATERIALS SUPPLIED

The Helicobacter Test kit consists of 50 individual test cartridges and

a package insert.

B STORAGE

Store at 2~8°C ,DO NOT FREEZE!

The Helicobacter test is stable at 2~8°C until the expiration date

(indicated on the package label) and at 25°C for 2 months.

B SPECIMEN COLLECTION & PREPARATION

1. Wear disposable gloves when handling specimens and wash hands

thoroughly afterwards. Collect specimens with biopsy forceps.

2. The usual area to biopsy is the sump of the antrum, along the

greater curve.

3. The specimen size would be approximately 1-3mm. If the specimen
appears to be very small, it may be worthwhile taking a second
specimen.

. Don't use the test after the expiration date.

PROCEDURE

. Check if the gel is present in the well and its color is yellow.

. The Helicobacter Test should be allowed to equilibrate to room
temperature before using.

3. Peel back the label sticker from the plastic slide until you could see

the yellow gel. DO NOT remove the label.
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4. With a sterile needle, take the biopsy specimen from the biopsy
forceps and push it into the gel.

5. Reseal the label sticker on the plastic slide by pressing so that the
gel is covered.

6. Record the patient name, date and time on the label.

7. Incubate the plastic slide at 37°C for 2 hours for rapid results.
Alternatively, incubate the test at room temperature for reading during
24 hours.

8. DO NOT read the results after 24 hours.

u INTERPRETATION OF RESULTS

1. Positive Results
If H. pylori is present in the biopsy specimen, the yellow gel would be
changed to the red or violet gel after incubation. The color change
from yellow to red/violet indicates a positive result.
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2. Negative Results
If H. pylori is absent in the biopsy specimen, the gel would remain
yellow after incubation and keep yellow up to 24 hours at room
temperature. This constitutes a negative result.
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H LIMITATION OF THE TEST

False Negative
The following conditions may lead to false negative results:

1. If patient has recently taken antibiotics, bismuth salts, proton pump
inhibitors, or sucralfate which could inhibit the organism.

2. Very low numbers of H. pylori in the biopsy specimen.

3. Patchy H. pylori distribution so that the organism is not captured in
the biopsy specimen.

False positive
The following conditions may lead to false positive results:

CeE VDV, Q .4 [i

1. Patients with achlorhydria or pernicious anemia, previous gastric
surgery or who recently has taken medicines (antacid, H2 receptor
antagonist) may yield false positive results.

2. When acid is absent, commensal organisms such as Proteus spp.,
may grow in the stomach and produce urease. False positive
results due to bacteria others than H. pylori would not react before
two hours becuse they may produce urease much less than H.
pylori.

3. If the specimen contains blood, it is usually seen as red edge
around the specimen. This is not a positive result.

/\WARNING / NOTES

1. All reagents of this kit are strictly intended for in vitro diagnostic
and professional use only.

2. The test is a qualitative test to detect H. pylori in biopsy

specimens.

. The test should be stored at 2~8°C.

4. Wear disposable gloves when handling specimens and wash
hands thoroughly afterwards.

5. Do not eat, drink, smoke or apply makeup in areas where
specimens or kit reagents are handled.

6. If the gel becomes pink BEFORE the specimen is added, the test
should not be used.

7. DO NOT read the results after 24 hours when the specimen is
added to the gel.

8. Disposal of medical wastes must be in accordance with all
applicable federal, state, and local regulations.
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