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(en) PLASMACELL-C Disposable Set for Use with SPIKESMART System

For Collection of Virtually Cell Free Plasma by Membrane Filtration.
For Use with the AURORA Instrument or the AUTOPHERESIS-C Instrument.

Store at Room Temperature. Protect from freezing. Avoid excessive
heat.

Definition of “Room Temperature”:
“The temperature prevailing in a working area.”

Reference: United States Pharmacopeia, General Notices.
United States Pharmacopeial Convention, Inc.
12601 Twinbrook Parkway, Rockville, MD.

Description:

The PLASMACELL-C disposable set is a single unit open system
consisting of the PLASMACELL-C separation device (containing

the membrane filter), the reinfusion reservoir, two (2) transducer
protectors, two (2) solution spikes, one (1) female Luer for plasma
container connection, and one (1) male Luer for needle connection.

The extracorporeal volume of the set, including the separation device
and the reinfusion reservoir, is approximately 200 mL.

Indications and Usage:

The system is an automated donor plasmapheresis system designed
to collect plasma by membrane filtration. Plasma must be handled
(freezing, storage conditions, labeling, etc.) per center requirements
and applicable local regulations.

Contraindications:

The use of the AURORA and AUTOPHERESIS-C plasmapheresis
systems are contraindicated in those cases where adequate
anticoagulation cannot be achieved.

Precautions:
1. Carefully follow the installation instructions provided in the
Operator’s Manual to avoid misconnection and leaks.

2. Before operating the AURORA or AUTOPHERESIS-C system, the
operator should be trained and knowledgeable in the system
components, controls, and operating protocol. Although the
system is automated, operator surveillance is important during
plasmapheresis.

3. The suitability of the donor for this procedure and frequency of
donation should be determined according to center requirements
and the requirements of the U.S. Food and Drug Administration, or
according to local regulatory requirements, as appropriate outside
the U.S.

4. For any deviation in performance, refer to the TROUBLESHOOTING
section of the Operator’s Manual.

As with any procedure involving extracorporeal circulation, there
is a risk of hemolysis, air embolism or blood clotting. To avoid
these risks, do not deviate from the AURORA Operator’s Manual or
the AUTOPHERESIS-C Operator’s Manual. In the event that color
change is observed in the plasma line, follow the directions in the
TROUBLESHOOTING section of the Operator’s Manual.

During connection of solutions, do not interchange the anticoagulant
and saline lines.

Adverse Effects:
Adverse donor reactions identical to those seen with routine blood
collection procedures may occur, which include:

Lightheadedness

Fainting

Vomiting

Hyperventilation

Hematoma formation at the site of phlebotomy

Reactions unique to plasmapheresis collection procedures may

also occur. Reinfusion of saline or donor blood may induce chills if
the procedure is carried out at very cool temperatures. Infusion of
anticoagulants containing citrate at rapid rates may lead to donor
symptoms of modest hypocalcemia due to chelation of calcium by
unmetabolized citrate. Such reactions are usually manifested by a
tingling feeling, often around the mouth of the donor. Return of the
donor blood should be temporarily slowed or halted if such symptoms
oceur.

Symptoms of severe hypocalcemia, although rare, include tetany,
convulsions, cardiac arrhythmia, and death.

Improper operating conditions may result in complications such as
blood loss, hemolysis, air embolism, and blood clotting.

This container is of PVC material that used di-(2-ethylhexyl)

phthalate (DEHP) as plasticizer, where DEHP is reported to affect the
development of male sexual organs and sperm formation in young
animal tests. Although infinitesimal amount of DEHP may be eluted

in such PVC containers, there is very little or no risk from exposure to
DEHP. Hence, as the risk that may appear from not using this medical
device is much larger than the risk concerned due to DEHP, there is
no need to avoid using it.
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Directions for Use:

1.

Install the separation device and the reservoir.

A. Separation Device Installation: Insert the separation device in
the separation device motor cup, slowly raise device support,
rotate separation device until it has clicked and locked on to
device support.

B. Reinfusion Reservoir Installation: Insert the reservoir ridge
into the channel, push upward and then press bottom to locks
the reservoir into the channel. This channel has four sensors
which measure the height of blood hence reservoir should be
mounted correctly.

Place plasma line in the Hb detector and close door. Position the
plasma line into the plasma clamp and tube guide. Aseptically
connect a plasma collection container to the plasma line and hang
the container on the weigh scale. (collection container must hang
unobstructed)

. Thread cell line through cell pump by placing tubing into tube

guide at the top and bottom of the pump.
Position saline line into the saline clamp.

5. Position reinfusion line into reinfusion clamp and blood line into

blood clamp. Load blood line into blood pump by placing tubing
into tube guide at the top and bottom of the pump. Then insert the
donor line into the air detector and turn the wheel to close.

Install both pressure lines to the pressure transducer assembly:
Open the transducer cover, install both lines by looping it behind
the pressure transducer cover, pull lines firmly until tubing can be
felt sliding into the pressure transducer cover slots. Connect lines
to their respective sensor ports and push cover closed.

Load anticoagulant line into anticoagulant pump by placing tubing
into tube guide at the top and bottom of the pump.

The lines installed into the pumps should be centered on pump
rollers without any slack after the pump cover is closed. After
installing the set, recheck all connections are secure.

Refer to the Operator’s Manual for the AURORA or AUTOPHERESIS-C

system for the installation procedure and complete instructions for
use.

Dispose of waste in appropriate biohazard container or according to

local regulatory requirements.
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