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A NEW THAWING THEEMOSTATIC CHAMEER FOR FRESH FROZEN PLASMA

Shofi Ezuki™, Kinuyo Kawabata”, Tsuguo [gari'™, Kazuys Kanazawa® and Hiteshi Ot
“Iwision of Moo Tramsfusion and Transplantation Immunclogy,
*Devimion of Surgical Cepter and Operating Hoom, Fukushima Medical Univessity
3K awmumi Laboratories, I,
“Haokuyn Inc.

Fresh frozen plasma (FFP), prepared from whole bloed or bloosd for apheresis, should be frozen
at — 200 and thawed in o water bath at 3037T . In this study, we evaluated 2 newly developed ther-
muostatic thawing chamber (FP40, Hokuyo : Eawasumi, [apan}.

The FP-AD was evaluated in terms of the stahility of its thawing perfoemance and water tem-
perature, The coagulation factors {prothrombin tine, PT § activated partial thromboplastin time,
APTT ; Ghrinogen, factors V and VIII) of thawed FFF wers measured.

Thawing time using the FP-8 for FFP-1 was about 5 minutes, which was 1T minutes faster than
that using a standard water bath FFP-2 and FFP3 thawed in about @ and 15 minuwtes, respectively.
Thawing time was not infleenced by the number of bags in the FPADL Water temperature was stahle
during thawing. The PT of FFF thawed in the FP-4D was better than that of FFP thawed in the
water bath {BE2% wvs BLT%, p<006). Thers were no significant differences between the bwa meth.
ois in terms of APTT, or fibrincgen activities, and factors Vo and VIIL

This new thermostatic chamber is efective in shortening the time needed to thaw FEP and in
maintaining the activity of coagulation factors in thawed FFE.

Key words - Fresh fromen plasma, Thermestatic chamber, Caagulation factors
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¥ STEM CELL TRANSPORT GUIDELINES

| CoURIER REQUIREMENTS:

Courier must have a major credit card with $1,000.00 credit available for domestic travel,
$3.000.00 to $5,000.00 available credit for international travel.

Courier must dress in a clean, neat, “business casual™ manner.
Courier must not consume alcohol while in possession of the stem cell product(s).

Courier may take one piece of luggage which is small enough to fit into the overhead
compartment of the airplane passenger cabin. It is preferred that the courier not check
luggage. However, if space in cabin is limited and the flight crew insists, then the courier
must comply and check luggage.

Courier must have valid passport and any visas required for international transports. At least
six months of validity must remain on the passport when acting as a courier.

NMDPF Travel evaluates alternate flight plans for every courier frip. If you cannot make your
ticketed flight, call Travel immediately at (800) 356-1012 or (612) 627-8108.

Couriers are recommended to travel with a personal cell phone and to provide the cell phone
number when making travel arrangements.

Courier must immediately inform the Transplant Center or Donor Center (whichever is
relevant) of itinerary changes. The Search Coordinator is available to assist if the courier has
difficulties reaching the appropriate center.

Companion travel nust be pre-approved by NMDP Search Coordinator.

When a courier trip is cancelled, the assigned courier is responsible to notify Travel to cancel
flight and hotel reservations.

| TRaNsPORTING THE STEM CELL PRODUCT:

The stem cell product is NEVER left unattended.
The stem cell product is transported in a ngid, puncture proof container.

The NMDP recommends that the stem cells not be x-rayed at security checkpoints. Repeated
x-raying may damage the life-saving cells contained in the product. The product may be
removed from the transport container and the container may be x-rayed. Ifit is essenfial for
airline safety to x-ray the stem cells, couriers are mstructed to fully cooperate.

Marrow is usually transported at room temperature unless the courier has received prior
mstructions to fransport using frozen coolant packs. The PBSC vs Marrow Tral requires
that marrow be transported “cooled”. See specific packaging procedure.

PBSC is always transported “cooled” in a container charged to 2° - 82 Celsius, using frozen
coolant packs. See specific packaging procedure.

Upon arrival in the delivery city, the stem cell product must be taken immediately to the
Transplant Center. Do not go to the hotel before delivering the cells.
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| TRANSPORT/TRAVEL DOCUMENTATION: |

The courier must have the following documentation when transporting the stem cell product(s):

e At least one airline reservation (usually an e-ticket)

Product Venfication Form

NMDP Courier Letter

Form 50* - Repeat Infectious Disease Testing Results

Interpretation of Infectious Disease Marker (IDM) Tesﬁn.g7Rm11ts*
Form 772* (Marrow) or Form 770/771% (PBSC) or Form 773 (T-cells)*
NMDP Product labe[ing Checklist and Record of Delivery*

Circular of Information

= Final Declaration of Donor Eligibili

£ 3
* Form or document must be given to the tmnspt{ant center when the product is delivered.

| COURIER RESPONSIBILITIES WHEN ACCEPTING A PRODUCT:

A donor name must not appear anywhere on the product bag(s), labels, documents or tubes.

Venfy that the recipient ID and donor ID are correct on the product bag labels. blood tubes,
and product tubes. Compare to the ID numbers on the verification or Form 50.

If the products do not have NMDP labels and tags attached, have Collection Center,
Apheresis Center, or Donor Center representative attach the labels. Do not leave without
NMDP stem cell labels and tags attached. Many intemational registries will use “tie tag™
versions of the NMDP labels in addition to their own unique label.

Complete the Courier portion of the Product Labeling Checklist and Record of Delivery.

Package and transport the product according to the temperature conditions listed on the
venification form or according to instructions provided.

| ConFENTLALITY: |

The courier is not to discuss the donor or donor’s location with the patient, patient’s
family/friends or the Transplant Center medical staff, when delivering the stem cell product.

Couriers should not accept donor or patient initiated correspondence or gifts. Instead, items
should be sent to the NMDP Search Coordinating Unit where staff will facilitate the
exchange.

Never disclose the name or location of the patient to the stem cell donor.

Courners must be discreet and maintain donor and patient confidentiality during the transport
of the product, particularly with other travelers.

| EMERGENCY NUMBERS AND CONTACT(S): |

NMDP Search Coordinating Unit: (800) 548-1375 (84:30pm Central Time)
NMDP Search Coordinator/Omn-call: (651) 229-3489 (4:30pm-8am Central Time)

NMDP Travel Department: (800) 356-1012 - anytime (if calling from within the U.S.) or
(612) 627-8108 (if calling from outside the U.S.)

Transport Guidelines doc
(082007)
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Background

+ |t has become obvious that certain adverse events
might occur at peripheral blood stem cell (PBSC)
donors during or after the donation process. It is
therefore crucial that certain factors which can
predict the occurrence of such adverse events at
normal donor are cralifyed to prevent the adverse
events. The JSHCT has continued the nation-wide
consecutive follow up of PBSC family donors and in
this project, the Day 30 Report of post donation was
included. This time, we present the outcome of the
Day 30 Report analysis.

Materials and Methods(1)

* Among 3,264 PBSC family donors who were
consecutively pre-registered to JSHCT Donor Center

- between April 2000 and March 2005, 2,873 Day 30
reports were obtained and subjected for analysis.
The relationship between family donors'

1} gender,

2) age,

3) body-weight,

4) daily and 5) total dose of granulocyte-colony
stimulating factor (G-CSF),

6) current and 7} past health conditions

Materials and Methods(2)

and the occurrence of
1) thrombocytopenia,
2) prolongation of hospitalized period,

3) any adverse events (bone pain, fatigue, head ache,
insomunia, anorexia, nausea, vomiting,
splenomegary) as well as

4) the mobilized CD34+ cell numbers
were statistically examined.

Results(1)

1. Risk factors for thrombocytopenia were higher total
dose of G-CSF and older age.

2. Risk factors for prolongation of hospitalized period
were higher total dose of G-CSF, any present illness,
older age and low body-weight.

3. The risk factor for bone pain was higher body-weight.

4. The risk factors for fatigue were female and lower
body-weight.

5. The risk factors for insomnia were older age and
female
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Results(2)

6. The risk factors for anorexia were female and low
body-weight.

7. Predictive factors for lower CD34+ cell
mobilization/donor's body-weight were older age
and higher total G-CSF administration

8. Predictive factors for higher CD34+ cell mobilization
were male and younger age.




Discussion:

It was revealed that certain adverse events which
occurred within 30 days of post-donation and CD34+
cell numbers to be mobilized could be predicted by
utilizing the basic information of donors and of PBSC
mobilization/harvest process. To predict them, to
notify them to donors and to prepare for possible
events will contribute to keep PBSC donot's safety
and trust.
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