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Portagerm pylori (PORT-PYL)

Specific transport medium for H. pylori

SUMMARY AND EXPLANATION

This medium is for the transport of gastric biopsies with a
view to their culture for the detection of Helicobacter pylori
(1,2, 4).

It provides the optimum conditions necessary to maintain
the viability of these organisms (3).

PRINCIPLE

Portagerm pylori is a semi-agar medium combining:

¢ a buffered peptone base,

» elements favoring the maintenance of H. pylori,

e a mixture of antibiotics limiting the proliferation of
organisms from the oropharyngeal flora withdrawn on
gastroscopy.

CONTENT OF THE KIT

Ready-to-use medium

8 x 2.5 ml bottles

42 041

1 package insert provided in the kit or downloadable from
www.biomerieux.com/techlib

COMPOSITION

Theoretical formula

This medium can be adjusted and/or supplemented according to the
performance criteria required:

Casein peptone (bovine)
Soy peptone
Starch..............

Sodium chloride...................
Disodium phosphate.............
AQAr ..o
Antibiotic mixture .
PUrified Water........oooueiie e

MATERIAL REQUIRED BUT NOT PROVIDED
o Pylori agar (Ref. 43 263).

WARNINGS AND PRECAUTIONS

e For in vitro diagnostic use only.

¢ For professional use only.

e This kit contains products of animal origin. Certified
knowledge of the origin and/or sanitary state of the
animals does not totally guarantee the absence of
transmissible pathogenic agents. It is therefore
recommended that these products be treated as
potentially infectious, and handled observing the usual
safety precautions (do not ingest or inhale).

e All  specimens, microbial cultures and inoculated
products should be considered infectious and handled
appropriately. Aseptic technique and usual precautions
for handling the bacterial group studied should be
observed throughout this procedure. Refer to "CLSI®
M29-A, Protection of Laboratory Workers From
Occupationally Acquired Infections; Approved Guideline
— Current Revision". For additional information on
handling precautions, refer to "Biosafety in
Microbiological and Biomedical Laboratories — CDC/NIH
— Latest edition", or the current regulations in the
country of use.

¢ Do not use reagents after the expiry date.

¢ Do not use bottles that show signs of contamination.

» Before use, check that the bottle cap is intact.

e The performance data presented were obtained using
the procedure indicated in this package insert. Any
change or modification in the procedure may affect the
results.

STORAGE CONDITIONS

e The bottles can be stored in their box at 2-8°C until
the expiration date.

SPECIMENS

The medium is intended for the transport of gastric
biopsies.

INSTRUCTIONS FOR USE

Introduction of the sample:

1. Allow the bottle to come to room temperature.

2. Plunge the specimen deeply into the agar immediately
after collection.

Processing of the bottles in the laboratory:

1. Transport the bottles to the laboratory, protected from
light, as rapidly as possible after specimen collection.

2. Extract the sample from the bottle using a loop, for
example.

3. Inoculate immediately onto a specific medium (Pylori
agar). For the inoculation procedures, refer to the
package insert for this product.
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QUALITY CONTROL
Protocol:

The performance of the medium can be tested using the
following strain:
e Helicobacter pylori ATCC® 43504

1. Prepare a suspension of the strain
physiological saline.

2. Introduce 0.25 ml of this suspension into a bottle and
mix gently with the agar, avoiding the formation of
bubbles.

3. Store the bottle at 20-25°C, away from light, for
48 hours.

4. Subculture a loopful on the pylori agar.

5. Incubate for 7 days in a microaerophilic atmosphere at
33-37°C.

in sterile

Range of expected results:

Strain Results after storage at
20-25°C
Helicobacter pylori
ATCC® 43504 Growth

Note:

It is the responsibility of the user to perform Quality
Control taking into consideration the intended use of the
medium, and in accordance with any local applicable
regulations (frequency, number of strains, incubation
temperature, etc.).

LIMITATIONS OF THE METHOD

The presence of a precipitate in the Portagerm pylori
medium does not affect the performance of the medium.

PERFORMANCE

Performance was evaluated at 25°C using 13 bacterial
strains, including 7 strains of H. pylori and 1 yeast strain
(Candida).

Results

The Portagerm pylori medium maintained the viability of
the 7 strains of H. pylori for 48 hours.

After storage for 48 hours, 3 of the 6 bacteria tested other
than H. pylori were inhibited.

The yeast was not inhibited after the storage period.

WASTE DISPOSAL

Unused reagents may be considered as non hazardous
waste and disposed of accordingly. Dispose of all used
reagents as well as any other contaminated disposable
materials following procedures for infectious or potentially
infectious products.

It is the responsibility of each laboratory to handle waste
and effluents produced according to their nature and
degree of hazardousness and to treat and dispose of
them (or have them treated and disposed of) in
accordance with any applicable regulations.
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WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM
EXCEED A REFUND OF THE AMOUNT PAID TO
BIOMERIEUX FOR THE PRODUCT OR SERVICE
WHICH IS THE SUBJECT OF THE CLAIM.
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BIOMERIEUX and the BIOMERIEUX logo are used, pending and/or registered trademarks belonging to bioMérieux, or one of its
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CLSI is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.
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