Steri-Vacc KryoSure™ Closed System for Transfer of Biologic Aliquots

Steri-Vacc KryoSure™ Closed System for Transfer of Biologic
Aliquots

Product codes 6-F and TS-917-10

NOTE:

¢ In these instructions, “connect” means “to sterile dock”. Always use appropriate
sterile technique.

¢ In these instructions “source reservoir” refers to the container of the biologic to be
distributed as aliquots.

¢ Keep in mind that in this closed system the technician may use the air in the system
to clear lines or adjust the lengths of tubing.

e With familiarity of the system technicians may develop their own technique.
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Steri-Vacc KryoSure™ Closed System for Transfer of Biologic Aliquots

Instructions for Use

Product codes 6-F and TS-917-10

1.Remove the desired number of 6-F
(Steri-Vacc) bags from their sterile
pouches and place near the sterile
docking device.

2.Remove the transfer set TS-917-10
(“TS”) from the sterile pouch and close
the clamps. The syringe contains air.
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Steri-Vacc KryoSure™ Closed System for Transfer of Biologic Aliquots

3.0bserve the “OFF” printed on the two
way stopcock handle to become
familiar with the on / off positions.
Note the word “OFF” points to the tube
that is closed off.

4.Place the TS close to the sterile docking
device.

5.Hang the source reservoir nearby.

6.Connect the inlet tubing on the TS two-
way stopcock to the source reservoir.
The inlet tubing is the tube that extends
straight down from the syringe, the
outlet tube extends perpendicular to
the syringe.

7.0pen the clamp on the source reservoir
line.

8.Turn the stopcock to open the inlet.

9.Push the syringe plunger in to expel air
into the source reservoir.
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11.

12.

13.

14.

15.

16.

Hold the syringe with the tip facing
down.

Draw the syringe plunger back
(which pulls some of the air back
again) until the desired volume of
biologic (not including air) is in the
syringe.

Close the clamp on the tubing from
the biologic.

Open the stopcock to the direction of
the Steri-Vacc container.

Open the clamp to the Steri-Vacc
container.

Hold the syringe with the tip facing
down.

Push the biologic into the Steri-Vacc
container, clearing the tubing with
the air from the syringe. Itis
necessary to deliver enough air into
the Steri-Vacc container to allow
clearing of the tubing.

17.

18.

19.

Hang or hold the Steri-Vacc
container with its tubing up, to allow
the air bubble to be drawn back with
the syringe.

Leave a small amount of air at the
point where seal will be made.

Close the tubing clamp to the
container.
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20. Place the Steri-Vacc container’s
tubing into the tube sealer and seal
the PVC tubing with the seal placed
nearest to the end of the bag. Care
should be used in freezing and
thawing, as the PVC tubing will be
brittle at temperatures near -42° C.

21. Cut the PVC tubing at the seal.
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22. Tie a tag to the container using the
hole in the side. Most adhesive labels
will eventually fall off these bags
because the bags are non-stick.
Please validate your own adhesive
label to determine its adherent
properties under your unique
conditions. An adhesive label should
not be used under liquid nitrogen
conditions.

23. Place the finished Steri-Vacc
containers in a protective canister
for freezing according to your
institution’s protocol.
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24. Sterile dock a new Steri-Vacc
container to the tubing that remains
from the first sterile connection.
This process will discount what
remains of the first Steri-Vacc bag.

25. Repeat the steps listed above to fill
and seal additional Steri-Vacc
containers.
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Currently under validation is an alternative method of sealing using the FEP-4
High Temp Bar Sealer, available from Afc. If using this method proceed from step
19 as follows, using the following alternate steps 20, 21, and 22.

Alt 20. Place the Steri-Vacc container into
the bar sealer and seal the
container with a first seal nearest
to the tubing. Make a second seal
slightly nearer to the container,
and finally a third seal, again
slightly nearer to the container.

Alt 21. Separate the tubing from the
container by cutting between the
first and second seals made as
described in step Alt 20.
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Alt 22. Tie a tag to the container using the
hole in the side. Most sticky labels
will eventually fall off these bags
because the bags are non-stick.
Please validate your own adhesive
label to determine its adherent
properties under your unique
conditions. An adhesive label
should not be used under liquid
nitrogen conditions.

Continue the process from step 23.
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