4.2 These procedures conform to the Indication guidance for washed and replaced pl

atelets and their preparation (Version Il) (provisional): http://lwww.yuketsu.gr.jp/public ¢

omment/bosyuu/04 sub 1 3.pdf




Attachment 2-3

Standard Operating Procedure Hospital Transfusion dept.
SOP:02

Replacement platelet (R-PC) preparation (provisional)

Written by: Issue date: Page /
Confirmed by: 2009/02/01 Version 1

Person responsible:

1 Purpose
1.1 To describe the method of preparing replacement platelets (R-PC) with M-sol.
2 Definition
2.1 Replacement platelets (R-PC) is a platelet preparation for replacement by
removing plasma remaining during preparation with M-sol replacement solution,
in order to reduce fransfusion side effects in condensed platelet preparations.
3 Required articles
3.1 Specimen
3.1.1 Condensed platelet preparation (Japanese Red Cross)
3.2 Equipment and instruments
3.2.1 Antiseptic junction device
3.2.2 Tube sealer
3.2.3 Electronic pan balance with calibration
3.2.4 Centrifuge
3.2.5 Centrifuge bucket
3.2.6 Platelet shaker and storage device
3.2.7 Isolation stand
3.2.8 Clamps
3.2.9 Kocher
3.2.10 - Liquid-filled isolation bag (for balance)
3.2.11  Liquid-filled isolation bag (for:PC retention)
3.3 - Consumables
3.3.1 TSCD wafer
3.3.2 Isolation bag, 1000 mL
3.3.3 Isolation bag, 300 mL
3.3.4 Nonsterile rubber gloves



3.3.5 Trash bags for infectious waste
3.4 Reagents
3.4.1 M-sol (in-hospital preparation)
4  Methods
4.1  General policy
4.1.1 Specimens are prepared in conformity with the operational procedures in 4.2
so that the specimens do not become contaminated, on the assumption that
they will all be administered to the transfusion recipient after processing.
4.1.2 A TSCD aseptic junction device is used in'the connection operations, and so
all operations are closed systems.
4.1.3 From 4.1.2, a safety cabinet or clean bench is no\t necessary.
4.1.4 Necessary information (date, content details, etc.) is written on all containers
used during processing.
4.1.5 Only preparations that fulfill the R-PC product master formula are sent out.
Products that deviate from the formula are disposed of.
4.1.6 Each specimen is double-checked in all cases by two transfusion
department technicians.
4.1.7 The confirmation seal of the physician responsible is needed for final
confirmation.
4.2 Operations
5 Records
5.1 SOP Form:02 Replacement platelet (R-PC) preparation
6 Reference

4.2 These procedures. conform to the Indication guidance for washed and replaced pl
atelets and their preparation (Version Il)- (provisional): hitp://www.yuketsu.gr.jp/public ¢

omment/result/04 result: ver1 sub. 1 4.pdf




Attachment 2-4

M-sol product criteria (provisional)

Definition:

M-sol is a preparation reagent for R-PC prepared in hospital using acetated Ringer's
solution, 7% sodium hydrogen carbonate solution, injection solvent, 0.5 M magnesium
sulfate, and ACD-A solution from the Japanese pharmacopoeia.

Inspection item Reference range
pH* >6.2**
Na ion* 150-156 mmol/L
K ion* 2.58-2.78 mmol/L
Cl ion* 79-84 mmol/L
Mg ion 1.50-1.70 mmol/L

R-PC product criteria (provisional)
Definition: Replacement platelet (R-PC) is a platelet preparation in which residual plas

ma is removed from condensed platelet preparations during preparation, and replaced
using M-sol replacement solution.

Inspection item

Reference range

Swirling Good
pH* > 6.2

Na ion* 150-156 mmol/L

K ion* 2.58-2.78 mmol/L

Cl ion* 79-84 mmol/L

Mg ion 1.50-1.70 mmol/L

Glucose >6.70 mmol/10E12 PLTs***
Platelet recovery rate >80%
Protein elimination rate >90%
P-selectin (CD62P) # <5.0%

—60—




*As a rule, measured with the use of a blood gas analyzer within 1 min after unseali
ng a sample segment

**pH does not prescribe the threshold value on the alkaline side

***Taken as the mean —2 SD based on R-PC preparation data after one day at the
Hokkaido Red Cross Blood Center

#When it can be conducted
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