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INTENDED USE

The BD GasPak™ EZ Gas Generating Container Systems are multi-use systems that produce atmospheres suitable to support
the primary isolation and cultivation of anaerobic, microaerophilic, or capnophilic bacteria by use of gas generating sachets inside
multi-use incubation containers.

SUMMARY AND EXPLANATION

In 1965, Brewer and Allgeier introduced a disposable hydrogen generator envelope, which was later modified to include carbon
dioxide generation and an internal catalyst.!.2 The BD GasPak EZ Gas Generating Container Systems offer bio-performance and
reliability without the need for a catalyst or an activation procedure. The BD GasPak EZ Gas Generating Sachet contains all the
ingredients needed to create a specific atmosphere for specimen incubation. The sachet and specimens are placed in the clear,
stackable, plastic BD GasPak EZ Incubation Container. The container is sealed and incubated.

PRINCIPLES OF THE PROCEDURE

The BD GasPak EZ Gas Generating Sachet consists of a reagent sachet containing inorganic carbonate, activated carbon, ascorbic
acid and water. When the sachet is removed from the outer wrapper, the sachet becomes activated by exposure to air. The activated
reagent sachet and specimens are placed in the BD GasPak EZ Incubation Container and the container is sealed. The sachet
rapidly reduces the oxygen concentration within the container. At the same time, inorganic carbonate produces carbon dioxide.

For the cultivation of anaerobic bacteria, the BD GasPak EZ Anaerobe Container System Sachets produce an anaerobic
atmosphere within 2.5 h with less than 1.0% oxygen, and greater than or equal to 13% carbon dioxide within 24 h.

For the cultivation of microaerophilic bacteria, the BD GasPak EZ Campy Container System Sachets produce a microaerophilic
atmosphere within 2 h with approximately 6-16% oxygen, and 2—10% carbon dioxide within 24 h.

For the cultivation of carbon dioxide requiring organisms, the BD GasPak EZ CO, Container System Sachets produce an
atmosphere within 24 h with greater than or equal to 2.5% carbon dioxide.

REAGENTS

Warnings and Precautions:
For in vitro Diagnostic Use.

Observe established precautions against microbiological hazards throughout all procedures. Prior to discarding, decontaminate
specimen containers and other contaminated material by autoclaving.

After use, the sachet may remain warm. Discard sachet only after reaction is complete (when cool).

DO NOT use sachet if outer foil is damaged or open in any manner. Examine carefully before use.

Avoid direct sunlight and excessive temperatures.

DO NOT stack sachets when using more than one.

DO NOT open container until incubation is complete.

BD GasPak EZ Container System Sachets are intended for use in BD GasPak EZ Incubation Containers, and

BD BBL™ GasPak 100 System or BD BBL GasPak 150 Large Anaerobic System. Their use in other systems may yield
misleading results.

BD GasPak EZ Incubation Containers are designed for BD GasPak EZ Container System Sachets. Do not use with other gas
generating sachets or envelopes (e.g., BD BBL GasPak/BD GasPak Plus Envelopes).

Storage Instructions: On receipt, store sachets at 2-25 °C in a dry environment.

BD GasPak EZ Container System Sachets are ready to use. The expiration date is for unopened, intact and properly stored sachets.
Do not open until ready to use.

Product Deterioration: Do not use reagent sachets if outer package has been damaged or opened. Do not use containers that
show cracks, chips, damaged gaskets or other irregularities. Containers to be discarded shall be treated as biohazardous waste.
Active Ingredients: Ascorbic acid, activated carbon and water



PROCEDURE
Materials Provided: BD GasPak EZ Container System. Each system requires the use of a container and sachet(s) (See “Availability”).

Container # of Sachets # of BBL Stacker Petri dishes
BD GasPak EZ Small Incubation Container (Cat. No. 260002) 1 10-12

BD GasPak EZ Standard Incubation Container (Cat. No. 260671) 2 15-18

BD GasPak EZ Large Incubation Container (Cat. No. 260672) 3 30-33*

BD BBL GasPak 100 System (Cat. No. 260626) 1 12*

BD BBL GasPak 150 Large Anaerobic System (Cat. No. 260628) 3 36*

*Or a combination of Petri dishes and tubed media.

Materials Required But Not Provided: BD GasPak EZ Incubation Container Rack (See “Availability”), BD BBL GasPak tube holder,
ancillary culture media, reagents, indicators, quality control organisms and laboratory equipment as required for this procedure.

Test Procedure:

1. Place the desired plates in the rack inside the BD GasPak EZ Incubation Container. (If tubes are being used in the BD
BBL GasPak Jar, use the BD BBL GasPak tube holder, Cat. No. 260630.)

2. Use the above table to determine the number of sachet(s) needed per container. Remove the BD GasPak EZ Container System
Sachet(s) from the carton. Remove the outer foil packaging.

3. Place the activated sachets in the BD GasPak EZ Incubation Container or BD BBL GasPak Jar with the plates. The sachet(s)
should be placed alongside the plates between the plate rack and the outside of the container. If using the BD GasPak EZ
Anaerobe Sachet for incubation, add an anaerobic indicator (Cat. No 271051) to the container or jar at this time. If using
BD GasPak EZ w/Indicator, there is no need to add an additional O, indicator. The O, indicator will be white when the sachet is
removed from the foil packet, gradually becoming blue as the sachet is exposed to an oxygenated atmosphere; it will then revert
to white when the environment is reduced.

4. Close the BD GasPak EZ Container by seating the lid on the container bottom. Snap all four latches completely closed. If using
the BD BBL GasPak Jar, refer to the package insert for the jar.

5. Incubate the BD GasPak EZ Container System at a temperature appropriate for the organism being cultured, but not to exceed
45 °C. The BD GasPak EZ Incubation Containers may be stacked to conserve incubator space.

6. After incubation, open the container, remove plates and dispose of the BD GasPak EZ Container System Sachets in the
appropriate manner. Ensure sachets are cool to the touch before discarding.

Maintenance Recommendations:

Proper care of the BD GasPak EZ Incubation Container consists of the following:

1. Avoid contact with abrasives.

2. Avoid contact with solvents and strong detergents.

3. Rinse and dry thoroughly after cleaning with a mild detergent/disinfectant.

4. Never autoclave container or lid.

User Quality Control:

Each BD GasPak EZ Gas Generating Container System should be tested periodically for its ability to provide adequate conditions
for the growth of appropriate bacteria.

System QC organism

BD GasPak EZ Anaerobe Container System Bacteroides fragilis ATCC® 25285
BD GasPak EZ Campy Container System Campylobacter jejuni ATCC 29428
BD GasPak EZ CO, Container System Neisseria gonorrhoeae ATCC 19424

Quality control requirements must be performed in accordance with applicable local, state and/or federal regulations or accreditation
requirements and your laboratory’s standard Quality Control procedures. It is recommended that the user refer to pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

RESULTS

Anaerobic conditions are achieved within 2.5 h, with greater than or equal to 13% carbon dioxide within 24 h at 35 °C. Visible
condensate should occur within 30 min of activation. Blood-containing agar plates appear reduced within 2—4 h at 35 °C. The
integrated anaerobic indicator should appear reduced (white) within 9 h at 35 °C.

Microaerophilic conditions are achieved within 2 h with an oxygen concentration of approximately 6—16% and a carbon dioxide
concentration of 2—10% at 35 °C within 24 h.

Carbon dioxide enriched conditions are achieved within 24 h with a carbon dioxide concentration of greater than or equal to
2.5% at 35 °C.



PERFORMANCE CHARACTERISTICS

BD GasPak EZ Anaerobic Container System Sachets (260678)

Prior to release, representative samples of each lot of BD GasPak EZ Anaerobic Container System Sachets are tested for
performance characteristics.

Each sample of the BD GasPak EZ Anaerobic Container System Sachets is activated and placed in the incubation container along
with an anaerobic indicator. The container is sealed according to label directions and observed for the time required for visible
condensation to form. The container is then incubated at 35 + 2 °C. After approximately 2.5 h, a 22-gauge 1.5" needle is inserted
into the incubation container and a sample of the gas is removed, placed in a gas chromatograph, and analyzed for the amount

of oxygen present in the incubation container. The percent of oxygen for each container is less than or equal to 1% and the mean
percent for all samples tested for oxygen is less than 0.7%. After approximately 24 h incubation at 35 + 2 °C, another sample is
taken from the container and analyzed for the amount of carbon dioxide. The percent of carbon dioxide is dependent upon container
size but is greater than or equal to 13%. Within 9 h, the anaerobic indicators are white (reduced). The average time for visible
condensation to appear inside the incubation containers is within 20 min after activation.

BD GasPak EZ Anaerobic System Sachets with Indicator (260001)

Prior to release, representative samples of each lot of BD GasPak EZ Anaerobic System Sachets with Indicator are tested for
performance characteristics.

Each sample of the BD GasPak EZ Anaerobic System Sachets with Indicator is activated and placed in the incubation container.
The container is sealed according to label directions and observed for the time required for visible condensation to form. The
container is then incubated at 35 + 2 °C. After approximately 2.5 h, a 22—gauge 1.5" needle attached to a 3 mL syringe is inserted
into the incubation container and a sample of the gas is removed, placed in a gas chromatograph and analyzed for the amount of
oxygen present in the incubation container. The percent of oxygen for each container is less than or equal to 1% and the mean
percent for all samples tested for oxygen is less than 0.7%. After approximately 24 h incubation at 35 + 2 °C, another sample is
taken from the container and analyzed for the amount of carbon dioxide. The percent of carbon dioxide is dependent upon container
size but is greater than or equal to 13%. Reduction of the Anaerobic Indicator pill attached to the sachet must occur within 24 h of
incubation at 35 + 2 °C. The average time for visible condensation to appear inside the jars is within 20 min after activation.

BD GasPak EZ Campy Container System Sachets (260680)

Prior to release, representative samples of each lot of BD GasPak EZ Campy Container System Sachets are tested for performance
characteristics.

Each sample of the BD GasPak EZ Campy Container System Sachets is activated and placed in the incubation container. The
container is sealed according to label directions and observed for the time required for visible condensation to form. The container is
then incubated at 35 + 2 °C. After approximately 2 h, a 22-gauge 1.5" needle is inserted into the incubation container and a sample
of the gas is removed, placed in a gas chromatograph, and analyzed for the amount of oxygen present in the incubation container.
The percent of oxygen for each container is 6% to 16%. After approximately 24 h incubation at 35 + 2 °C, another sample is taken
from the container and analyzed for the amount of carbon dioxide. The percent of carbon dioxide for each container is 2% to 10%.
The average time for visible condensation to appear inside the incubation containers is within 20 min after activation.

BD GasPak EZ CO, Container System Sachets (260679)

Prior to release, representative samples of each lot of BD GasPak EZ CO, Container System Sachets are tested for performance
characteristics.

Each sample of the BD GasPak EZ CO, Container System Sachets is activated and placed in the incubation container along with

2 filled Petri dishes. The container is sealed according to label directions and incubated at 35 + 2 °C. After approximately 24 h, a
22-gauge 1.5" needle is inserted into the incubation container and a sample of the gas is removed, placed in a gas chromatograph,
and analyzed for the amount of carbon dioxide present in the incubation container. The percent of carbon dioxide for each container
is greater than or equal to 3%.

AVAILABILITY

Cat. No. Description

260002 BD GasPak™ EZ Small Incubation Container (10-12 plates)

260671 BD GasPak™ EZ Standard Incubation Container (15-18 plates)

260672 BD GasPak™ EZ Large Incubation Container (30—33 plates)

260678 BD GasPak™ EZ Anaerobe Container System Sachets (20 sachets per box)
260001 BD GasPak™ EZ Anaerobe Container System Sachets with Indicator (20 sachets per box)
260680 BD GasPak™ EZ Campy Container System Sachets (20 sachets per box)
260679 BD GasPak™ EZ CO, Container System Sachets (20 sachets per box)
260003 BD GasPak™ EZ Small Incubation Container Rack (10 plates)

260673 BD GasPak™ EZ Standard Incubation Container Rack (15—18 plates)
260674 BD GasPak™ EZ Large Incubation Container Rack (30-33 plates)

260630 BD BBL™ GasPak™ Tube Holder

271051 BD BBL™ GasPak™ Dry Anaerobic Indicator Strips (pkg. of 100)

271055 BD GasPak™ CO, Indicator Strips (pkg. of 50)

260626 BD BBL™ GasPak™ 100 System

260628 BD BBL™ GasPak™ 150 Large Anaerobic System
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Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or www.bd.com.
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