8. Storage and thawing
8.1. Storage location
8.1.1. Storage location for blood cell products shall be administered by
locking etc. to prevent mixed-up of product, contamination, unapproved
carrying-out by outsiders, etc.

8.1.2. Means to minimize mutual contamination shall be taken.

8.1.3. Unauthorized entry to the facility of blood transfusion and cell
processing shall be limited.

8.2. Storage period
8.2.1. Storage period for every blood cell product shall be determined.

8.2.2. Retention period for fresh and frozen-thawed products shall be
determined as needed.

8.3. Temperature
8.3.1. SOP as needed.
8.4. Monitoring
84.1. Refrigerators and freezers for storage of blood cell products should
be equipped with monitorin’g system that can monitor and record the

temperature at least every 4 hours.

8.4.2. Continuous temperature monitoring is not required for blood cell

- products immersed completely in liquid nitrogen.

8.4.3. Continuous observation system to measure liquid nitrogen amount
in liquid nitrogen tanks shall be equipped to insure blood cell products are
stored in a specific temperature range.



8.5. Alarm systems

8.5.1. Storage tanks should be equipped with alarm system that is active
continuously.

8.5.2. Alarm system shall have audible signals or other effective
notification ways.

8.5.3. Alternative staff shall be able to respond for alarm conditions on a
24-hr bases even if responsible staff is not around.

8.5.4. Alarm systems should be set up with sufficient safety range.

8.5.5. Alternative ways to keép the blood cell products in a safe

temperature rage in case of failure of storage containers.
8.5.6. Alarm system shall be maintained periodically.
8.5.7. Alternative»storage device should be prepared.
8.6. Release and transportation

8.6.1. Cells after processing or frozen cells shall be transported promptly
from blood transfusion and cell processing department.

8.7. Thawing

8.7.1. Blood cells shall be generally thawed rapidly at 37 °C as principal.
Thawed cells should be washed if necessary.

8.7.2. SOP and process record for thawing shall be determined.
8.7.3. Thawed sample should be tested as needed.

8.7.4. Test result of samples should be reported to a physician in charge.

—100—




9. Sample preservation

9.1. A part of blood products after processing should be preserved as a
sample.

9.2. Special labels shall be put on samples.

9.3. Preserved samples shall be managed in exclusive ledger.

10. Transfusion

10.1. Blood cell products transported from blood transfusion and cell
processing department shall be transfused to patients by a physician in
charge promptly as a general rule.

10.2. Physician in charge and nurse shall confirm the following items and
cross-check the directions at ward or bedside before transfusion.
(1) patient name, (2) donor name, (3)ID, (4) product name, (5) collection

date, (6) volume, etc.

10.3. Appearance of adverse effect possibly caused by infusion of products
shall be reported to a physician in charge and manager of the department.

11. Wastes
11.1. Standard of waste of processed cells shall be determined.

11.2. Written consent of cell disposal shall be obtained from the patient
before cell processing.

12. Miscellaneous provisions

12.1. Reexamination
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12.1.1. This guideline shall be reexamined and revised over next 5 years
after enforcement into consideration such as progress of cell therapy,

change of medical and social situation etc, if necessary.
12.2. Enforcement date

12.2.1. This guideline shall be enforced on X/Y/09 (Heisei 21).
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1. Eaves C, et al: Atlas of Human Hematopoietic Colonies. StemCell Technologies Inc.,
1995

2. HUREER. fth: AF e n— A A RO E a0 n=—T oA, RYZ A
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ethyl starch (HES) EDIBATR CTHY . HRFICENIIE 7 V7 U I B EE4% L7256 89
WZHRINT %, ZRBERMLE 7V 7 IV NCP-12 R e ek L % BiRA L., -80°CTF 1
— TP —FE I TS T T TP CHRE T AL 12 A ik
AFERB IO CFU-GMEINREL70%LL L FTHETHHEIITUND,
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BMP H R4 (B3R ORMER &S 160ml 2L L)
AR BB BER OFR M ER E2Y 160ml RO A1, K —& ABO [ RCC-LR %3y
TNz AR ER &% 160ml LA _EE35,
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MBS LB O YE(R
MRRR A S BEERE . WBC By b, BMP By b, o, 4. ACD-A K. By ) BET7 &
7h—, MEREIRE 2ml, FHE, WBC BB AT —7 T 4708,

3.
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WBC v BOfHT, RO RIIENT T4 7 54T,
* R P OIRMERED 216mL UL EOEE | B 7 OBVAHT N LE,

X

4

. CERALE
IV =TT BMP £y hOY—JHEREITUO., DI EBE LN E I 7 D5 BMP
Ty h~BATT B,
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BBl DALER R G
BMP & Mt ER DR — VBT B2 O R IZiEV WBC BBV 7 — 75 2% VT
AL EAT,

6.

BB D ALE
SLBRAE T 1% . MRS ORERAIT WL kst 320K TR I 5, T 5858100,
FCEB LR RSB REE 7 R RIT,
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