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ol THYEOR MY, €Y, FAMO| oM, WMMEOZ LHD HAIZEET,
Su4 T MR SO TME HHO| Lt U0l HESS MA LjolM AARu MO,
g 59 Cidst daks gyt QoM 0[QF &G0 Siete dale Cofst 2| 88 52
HELES AX +22 HUH|M(Blood components)2t HEEEH|K|(Plasma Derived Medicinal

Product. PDMP) X|2A| MiMS Qs 238 HIM(YZREH)OZ ARE T Q.
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2. FAXH| Q| =Ll 2%

=

Evolution of plasma fractionation scheme

Thawing H Chromatography
(!

Cryoprecipitate Cryo-poor plasma Chromatography }—’
! b

| Precipitation/adsorption ‘ Chromatography ‘_’-

oA v
‘ Chromatography ‘ :"ﬁ S | Chromatography }—) -

P
- oo Fraction (I+) 114111 -

k >
Chromatography/ ‘ Ethanol fractionation |
Caprylic acid

+ viral reduction
treatments integrated \
in this process -

ZX: Thierry Burnouf. Global Bio Conference Korea 2017
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30001 7tXIe] BHHHI0| BREO QUTL YBS| B2AsHEINCl YWY SO HAUYES N TAER
S8j5t OlorE0l WHRSMHE MASIH 2 AIBECH 035 HE M2 F HASTOIX
RIHSl Ze MAY Es SHHOZ HOUSTORD) ZHE XU 2E3 NS B 2
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Willebrand factor, VWF), 27 HOQIX}, o271

1) @¥(Plasma): 2AS HFHZ2IGIH M7, Wt 4TS MRt FEL2M YU HEIHS A
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XN X S HEH

| 42 VWF HHl= HMBRUXKFVINE Z0] &

EoIxiel =M HEIZ ZAfol| W20 e
51T QICk,

WHO SOlM= 2o SiXio) tist 21%0| X2 WHOE BASTOIXY B7|XQl £oi2
=5 TASTOXIS YYTE UY 47 OWOR FXGIEE oi= HyRue ATst 9
APEIOS. WHASIEN AAS| SR A0l 9 B BN N gels
QEXKEE 7|20 UM HASMOIX Mo WHO| FF¥S 0ixIT Ut

Intrinsic pathway Extrinsic pathway

Surface contact Tissue damage

i
FXIl— FXllla Tissue factor (FIII)
FXI— FXla
l Ca?i
le?' FIXa
FVlla<— FVII
Thrombin
| 2
FVIIl— FVllla Ca
|
FX — » FXa < FX

Ca

Thrombin (Flla) «—— Prothrombin (FlI)
Ca

Fibrinogen—,» Fibrin
Ca
Thrombin

FXIII—l- FXllla—
Fibrin mesh

ZEX: Korean J Blood Transtus Vol. 32, No. 1, 11-21
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2.2. mUiQ| HHHIK| oigt

SO 23 53
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S|l A2 SYRIAL Sl (AP 2 AR S(BHOS AR, =72 HAR0A
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2004 Le[LfetolM 2= Qlet AIDS 2tAPE Zdlste ARM ZH7F =R, 0|2 Qlch
=Z0S9| ALS0| ZAadck= A7ZIZH HACH 8L XS FEHE ALS0| 20119 MAXL=
Ol=2t &M 20168 5555715 7(Middle East Respiratory Syndrome MERS) 12|11

20199 COVID-19 YUMOZ X7} CrA| ZAGHT QICH ESH MMAXQI HESAH T30
3,500,000 7 e kRe -0
E Non-KRC — 9
3,000,000 - | —O— Donation Rate
2,500,000 —
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me HEA 2a

2,611,401 O|R0{ACH,

=2 HO|H

St

N E
2 SHUME SI™A ZAE HOFL QUCE 20209 =LH0IA
HA| Q1 CHH| 5.04%=2 LEPHRl MT=9| AHE 3-4%0 Hol

A2
1,789,999 (29.8%)
= Euand]|
1,727,115 (28.7%)
SEHH

612,056 [10.2%)
7|}

620 (0.0%)

10

237 6,008,400

288 : 4,129,790 (68.7%)

7|EL0.0%

SYHH

S50 Sg7A|

9.8 %

AEE
28 7%

EX: 20209 HHAHEA
O3 5. ISHAMAIAL EH

282 1,878,610 (31.3%
CHEMEAE SEHH
MR EHA £3 4 %

1,297,780 (21.6%)

HEME SEHH

378,788 (6.3%)

|»2.Sk||=l H—i EE!I}X-”);-H

OO_'_ = 20

202,042 (3.4%)
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el A
21.6%

5, HAIAL 2021
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2212, 27|12 +E HAABHE

= Aot
O, 0] 7|20

Hots AHSHT QQICH 8 20| 0|Z0{X)=

2020'—.3 2,487 M o=7|HMME 1,915,238 HQ

HAHHHE +HEEC
0] & ¢7F 10,000 HH¢| Ol S ARget 7[&HE2 50719 2=7|H0(U
FF| %%HIHIQI 54%91 1,037,205 =[O &oH 5

O|=7|¢ & ¢t 607 Tl Olotel HAS ArEeh 7|0 HA| =72l 45%(1,119 7[EHE

ARK[SILL A0 28 Q= 7|HOMO| o et erdEe|7t ELotht,

50 hospitals

40 hospitals
159 hospitals

126 hospitals

=

N of RBC (Units) N of hospital (%) N of units used (%)

1,119 50 less 1,119 (45) 18,030(1)
hospitals 50~99 393(16) 28,101 (1)
100~499 581(24) 128,472(7)
500~999 126(5) 88,937(5)
1,000~4,999 159(6) 313,859(16)
5,000~9,000 40(2) 300,634 (16)
10,000 more 50(2) 1,037,205 (54)
Total 2,487(100) 1,915,238(100)

No. of RBC units: = 10000> =5000 = 1000 =500 =100 =50 m50<

£ Kim HO. Current State of Blood Management Services in Korea. 2021 Ann Lab Med(Publication processing)
03 6. QE7B $EE HUAEHE(20204)
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HARIK M S FEH

22.13. oUF HZE ¥ N2E

=LY QR MZE HFZHZ(source plasma)2 SAMEIHE
OlM s=glole HE=ZHC= ARZotl UCE LA e 22 dHC= MXE FEESMA=
Mg UM ARZELD on, =W A7t SFEHD HE HAZZ=TXAM 2 =51
ALt WHOOME= EAWHMe= AgAtEs EAC= diotll UCH, IFUME HA=HHS
o= IR0 Q5 YA g =HUOCZMN 20158 /IHEO| 95 4%MK| =LY
oed MMSZEEYCE HIES =UCL, Y 0| AL 2 AXE M AgX=
o

o =
71 HHN H=dye Ass2 A d40t0 202080 =W 2 AN=E0] 55%7MA

HU
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=
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E 1. YUE NZEE Y MSEHUTHHU 2))

(25

e | 2R oy sEEn el 2

A2 | zngx | NBT | AEE%) | ASE | 9FE%) | 4vE
2020 950,926 524,136 55.1 426,791 449 588,053
2019 897,941 561,700 62.6 336,241 37.4 495,192
2018 860,163 590,807 68.7 269,356 31.3 402,062
2017 810,504 577,842 71.3 232,662 28.7 225,856
2016 744,826 568,040 76.3 176,786 23.7 129,753
2015 672,574 641,936 95.4 30,638 4.6 258,149
2014 762,381 608,966 79.9 153,415 20.1 458,778
2013 849,997 491,121 57.8 358,876 42.2 360,294
2012 840,610 410,751 48.9 429,859 b1.1 413,072
2011 770,286 443,631 57.0 334,655 43.0 339,536
2010 680,471 404,835 59.5 275,636 40.5 290,440
2009 607,907 436,277 71.8 171,630 28.2 354,519
2008 600,791 334,235 55.6 266,556 44 .4 514,319
2007 651,324 300,749 46.2 350,575 h3.8 188,100
2006 630,053 419,875 66.6 210,178 33.4 272,781
2005 626,625 317,329 50.6 309,296 494 298,627
2004 610,704 422,950 69.3 187,754 30.7 136,118

W AEY SARZS AN ASH SNEENNURY JDE, HEENe 1458/2H, FUgae 1358/ JEoR

it X8,

EX 20209 EAUARSAHSHE. A EXAL 2021
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. HUR[R|o| 2uhe| Hg

dlo

222, mUHe| SYZEXMA AE o

19400 SHHE TSN 270k Cohn 2iARS] Z2lE JiE 02, PRI, 2=, I8

RIZE7} 7K5ot ST, 19604ACH0| HAST RIBOIX,, 1980ACHOl RERIMZE HASTOIR
MES SPl SIUCH Sl 2 B LA 1971HRE AXEACH,

= "1 L=

= ot
JYH 0[&= HiAotl, =L Y XZ2

JE8H | Z7|deiES ?lofl 199445 H gt
BHH £E H=s UeHURA SYEZ2MEUA ditotl, 2HE2 7IE Tt g0

==

HAA 2E==MAM= Ol=, 780 0[0] OfAOF EfEY X[HUM == EHO| AIE&L U

&
=
MASHS SITHO| BOYSEITH M 2012 TESISUCE

Europe
25.4% Oceania
1.5%

South America

Middle-East 4.3%
3.0%
Asia & Pacific
17.8%
Africa
1.0% North America
47.0%

£X: The Marketing Research Bureau, Inc

a2 7. SHRSAAH MAAZ HEHAZRE AMA A el) (20164)
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KA AN S YR

HERETHRE

o
75%% AfX[Stal QUL

Albumin
15.7%

Polyvalent IVIG/SCIG
47.3%

Hyperimmunes (IM &
V)
4.7%

All Others Factor IX (Plasma
23.2% Derived)
Factor VIl (Plasma 1.5%
Derived)
7.6%

=X: The Marketing Research Bureau, Inc

a3 8. 23R AAFT SFEA=ZE AA AH2l) (2016'H)

o

| =01 RIHO AL SHRUAMCS AL Y

S

YRV HAZ2ZTO| HAA 48| &2
[m]

=
At
(=]

o

0|0 2Z20= HY=2=E

P 255F7t SfEe= JHEERCH, 0| & R, HAZ==H

78 H OF XG0A HEE AH7L &
i)

A&

United States United States
Canada Canada
Germany Germany
France France
ltaly ltaly
United Kingdom United Kingdom
Spain Spain
5 China China
E Japan > Japan
B Korea o Korea
< Taiwan Taiwan
Hong Kong Hong Keng
India India
Veilnam Veitnam
Indonesia Indonesia
Thailand Thailand

Malaysia Bl EvropedAmerica Malaysia Bl EuropedAmerica

Singapore Bl Asia Singapore Bl Asia
0 200 400 600 800 0 50 100 150 200
Grams/1,000 population Grams/1,000 population

SHX: Korean J Blood Transfus Vol. 28, No. 2, 113-125

0% 0. YR YUZAG HAFRERI0| Ab| HE
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2. FAXHQ| =LA et

Zd MMANCE IEZEMAC ARBEE S/EM0 UL, HHE HEet RTAMAE
7= 22 SEEEMA NEH 2 FS DX U= HEO|CH
(Unit: Bn USD, %)
Byproducts?
36 . ’—7’_ Fwin
B Albumin
1) IG = IVIG + SCIG + Hyperimmune IG
2) FVIIIE HQEt EAE
Z£X: The Plasma Protein Market(MRB); SPA team analysis
O3 10. ¥ TR OoRE Al HEAM
B 2. U EUSDOIR Y T SE3X £(2019.128 I|F)
= QI HIE 20194 MSE QA HIE
HRHA 1,746 69.6% 29 50.0%
S2HB 434 17.3% 8 13.8%
vWD 146 5.8% 11 19.0%
Q1K) AES 49 2.0% o) 8.6%
VIR AE= 8 0.3% 1 1.7%
VIIRIAH AHS 7 0.3% 0 0.0%
XXt ZES 2 0.1% 0 0.0%
XIQIXt AES 25 1.0% 2 3.4%
XXt AEHE 4 0.2% 0 0.0%
XX ZEHE 5 0.2% 0 0.0%
SERIA 283 3 0.1% 0 0.0%
Mg oA Z2HS 16 0.6% 0 0.0%
7|E} 64 2.6% 2 3.4%
A 2,509 100.0% 58 100.0%
X 2019 XA, S=HRIE 2020
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HARIK M S FEH

E 3. HSER 2u) X $22019)

7= =W MIF 1919 A EF
AYEE VIIG)QIXE HIK| 50,683,000 0.98
SEEE X)X HIA| 3,183,000 0.06
SEEE VIIEG)IAH+ELY EHE K| 5,161,000 0.10
FEXHZEE VIIEG)RUIAL MK 240,403,000 4.64
FEAMZEE IXO)UAL HMA| 68,436,000 1.32
aPCC Hl[x| 11,965,000 0.23
rVila HA| 1,280,131 0.02

% B VIlaRIFE KIU(1,000U) B9IY). 201941 2L & Q17 5,1808r02 &

EX: 2019 SRMTHA. =M 2020

M2 AZEH A J3)

H 4. 42%Z U 49 1071 22 5 =Y FHLINH ES Yo
) AYAroli(EHOFR)
k=4 =Fu] —AD:I
=ae SN 2014 2015 2016 2017 2018 2019

= UA-YR0IZ20%
AEHEZLED

(F)=8xt 86,829

75,430

72,787 81,034 77,542 6,422

OfOHIZ 22 AAUFH%
[HEX HIt AR (F)=axt 52,596
HAZ2=2I(pH4.25)]

59,897

56,096 67,355 100,213 5,876

P SEL- R EIES
(HU=AIR BY 71 ()= 4Rt 47,412
L EEEET)

65,799

61,484 68,526 63,647 41,771

O A 0| F R 2120%
(A& or_n?_nl_|)

HlAAO|Z2t=0KF) 37,766

28,926

26,969 39,537 46,524 47,956

AFEEHAETI20% NN

Chetaid)
(EZ 20 ) SRS S 36,242 36,781 37,924 36,059 36,103 32,620
EX: MEQtE AN, 2020
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(Plasma Master File, PMF)2 2 2t A|AEBI(Look-back system)3), EIHAH(ZI0|=21Q1 2

XE 71, AMAE 7IS/M ) 715 S R34 QH2|E Lststn L.
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2) 2= OtAH OY(Plasma Master File): A9 HOIA £, Ht L SEMXQ YD
ZEst 24

3) 28 A|AEI(Look-back system): SIX AI™OAN QIEQ
ZASHY oY EHO| AZEEX| REE ot =L

4) A=28E(Source Plasma): XM&(whole blood)g AEE|sH & 1 HES
(apheresis plasma)2 X SXOZ AXZ KA Mo AHSE.
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STO| TR U, @ HURHO HY ABO| EHH0| R U @ HAKHO OFYH IF S|
ot U, @ MSSIHARI| MA U RSO FX, M U IO B HYBY A A5t
22 MO =of UL

Regulate 1 Regulate

Plasma (about 1 million L/yr)

» Whole Blood collection H

JRCS3) » Apheresis collection 3 questlc

- PPP Fractionators

- PC+PPP

Imported
Plasma
Fresh Blood Products IMHLW Ministry of Health, Plasma
for Transfusion » L:bor and Wel:are Products [ Overseas ]
~ PMDA Pharmaceuticals =
Whole Blood and Medical Devices Fractionators
- E(?C Agency |
- FFP AIRCS Japanese Red Cross Wholesale Plasma
Society Dealers Products
~ Ho H P

> spitals <

J2 14 U2 BUYNY 23

QEO| O|okE  AAlE=E 9UEQZRT|7|EE7|E(Pharmaceuticals and Medical Devices
Agency, PMDA)OIA EESC PMDA= 20014 1280 LHZUAN E4HQ MAEol A=
2t MAF MEQE QoFE 2 O=27|7| MBS LRI St RECE 20049 40| =ZEQUF
ASEATAA Lo =8 AYEHeICZ HEE QL = X9 HES Soff UMAIR M HA0A

25



o
[

X ROH]

4
F

=

[

L QorE SOl e HARH S

A HACH, K7 22

=<
=

A7

A

| X%

xI
(=]

o= 7|7(0]

Of OI=717A| EEE
]

® o=

=3

T

AN M ST HE

=
—

=
PMDA

21 AT
(Ministry of Health, Labour, and Welfare, MHLW)Z} &1

A

=)

AL

A=0 7

SAMAR(Y A = HIZ

<

GMP

b

—

S

f

11
l

te|S70 20

11
]

=

of0] HAE dAlotd, MEY ESEIL
PN

J=2(1 =

=
IME,

A
(=

q

A
o

F

—

S|

pS

=~

A=o| =|go et GLP % GCP

o

S
o

A
()

)

ol
iy

<0

__OH_

;
:
ar 0k | ot
80 o
{10 Ho il o
.__u_._“_ . |of | T
o ol | of 50 | o
- IR
KF gio| X0 " =7 | o
0 EHI of [
< ~ | T0 0 ol
il S I M_”_ iy i <
. z0 .Or_| 50 ™~ n..TM o ._.._..__.
= | = .| A | = |00
ol ~ | KA 0|0F ||
uj | w0 | A | = iy 1| o | | <
1of o | R Kk ol | X0 | @l | 5T
X0 .,r_Ir S
o o P~
—_ O -
R P = I O =S P e P - e vER b
ol| Q|| S |2 | P71k | IH H| K LR £ S
e B TS TSR A = — | ar R g |
M= | LS m ] 1| 80 ooy X |2
UEIQIR|R K221 2| o |Als|5
T or =3
100
y oy |y B|w oy
0| = = = R I [P =S
|l x| %= | x =~ | BX |
SR R o | g | ¥
of of of %0 <
< =< = i

26



2. FAXHQ| =LA et

HMROA = Ee FH0IL 322 U0 alAfoll
SHOIM OY=01L MZ7F MEE= H, HM=0 wefot

=X
shefetd IQFHF-PE CIE HHCRRHO| dAPE Q010 FE(QIUF2| HixE, S22 toiM=

HIO|QQ|ofE2] A% 1 M=
OIX} MIbO| QE M| =

U= +HE YUMH= AT, 27|17 52 B2, fREd ¥ AW HE S0 HS ©E
(Qlof2 2Az7(7] § ©O0 2ok AAFCE AMS =0t W2t HAE 7121 PMDAO
LEME HEOH0 HME 1 2T 52 =dsd TH0| 2.

Sl FEOM= +HE NHMM H=Z

—Ho
ron
%
il
>
02
-I>+
>~
0%
o
12
HL
B
o
ol
o
F
=
)
2

CENEENE =g YS0H 8
(ACD-A6), CPD-A7), MAPS)), SZEHSH AT MIHH| U(Platelet Additive Solution
PAS)9 € AISSITL IO, OIS2 BF YO MME= HEB0IT. 5 015 FAUS 2t AFt
OOFEOZ OIS $ WOIGID OB, UREMKATL OIS TSI MSSIT UCh HRMF,
S2 B Ciohis SOFROR SQUKIS IMOLY, URMATAT} U2 79510 ALZSIT

2lOD| +BE HAUTHO S21 A0l H7HOR QIYHT Ct

=UM MEH == PASE Y0 AEdtels 8%, AABLE SULHU =2 ME
of0] Mzoh HAMMMZM F=51/tE O0F ot Lot PAS

= 2
ZAOI0F BT CIT 4949 R0 T FAIZ AIBEE PP 591 HORIE A8 4 QU

—

5) EFEm EEERSORE, BUMRUR2MORRSICET 2432
Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and
Medical Devices
6) Acid Citrate Destrose (ACD-A) : &
7) Citrate Dextose Adenine (CPD-A) : &9
8) Mannitol Adenine Phosphate (MAP) :
9) Platelet Additive Solution (PAS): At

=o 510

citrate, phosphate 62 &{6tl US

2
HT
™
ol
0[0
b
=

4| ZH

H g

IH 2

ANE2 ol & HMZ AMELZH, acetate,

[0

oo Rl

H

[¢]

00 g
9 0

12 TH ofo ogr
0

o g
K 12
T HT

gk
-
=

27




xI
(=]

SRR FH S Y

e
(=]
=3

7l

EMAEHEN-IR (Ir-WB-LR-1)
FEAMAMBHES-IR (r-WB-LR-2)

AFEFHE %R (WB-LR-1)
MEEEA-IR (WB-LR-2)

EMEEE

HE AT E YT
21| H|

HA| 71E

rE=HHH?|E]
.I
EpN)

F

H

i i

I.

=

S

HS TIR|VIIQIXE
HIXOIXHE

=

_ln_
0[0

I
0

40

=

HSOHVINIRE

510
o=
ALE
z[¢]

S

t

=1

AZAIOE 2| Al
ZAb
ZA

_I

7
(i

|

A

=

=

HEE
HRH| &

E]

= 82
7|gt

a3 15.

Eﬁ%%%ﬂﬁ%%%%ﬂ#%%%%ﬁﬁMEEQQE

HSOHVI:CRIR

S0
o=

HSDA|VIN:CIAL

540
[=R=N]
=y

[k

HS THVIIRIXHAZEE X 2])
=13

HSIHVIIRIAL

HSITHVIIRIAY

=

z[¢]

=

AXFVIECHEESHIEXMAL

UE LB2IHEHA

AZAIOE 2| Al

dl

__OH_
r

b

HIIX QK

=
0/0

__o_._._
m0

[0)

|

3

ZA}

—0 -

O

1S SMVIIQIA
HESZAOIE|EEH|||

28



=1
[

o
0=
_.|__._.
aT
K
=

o

2.
pHAX |t BEAZZE=

FEEIN

I

i
ar
ol
nd

=

3

Ab

X0
=<

A

b

AZpHAXM MR TS 2=

pHAX 2|

AZSHAUNMMNEHGZZEE

T

rn
ar
=)
njd

=

t

EESEA

SHBsAHEHEYZ=E=

=

FHBsA

o
EERE

51

EERE

=

=0

nid

==

i
ar
=8,
nid

t

HBsA}

El

JIMEHHAZ2E2(pH 4.25)

gl

EXH

at
=

_I

29

L= EIC

3

St

2|
[ =N e}

YD(RhojArPI2RE
2t

ETEN,




xI
(=]

RO CH

E]

=

[

129

HFH| FH 53 He

[}

i
=

of = XN 1 ol - 11 . |
of &N o 2 o i
W_ M = ol ol ) (M) _.Aﬂ_ = 1l
o = "o of = X = 3
o = — n = 3 3 Ki
o o s S e = S S |
S < =2 S o H i 2 3
N e S oY E .r _ S~ |E
ol I = <7 = ° 1 X o o Ll <
B g o A0 2o o oy 58] o Kol
00 . S = [Ho = TR R - - Bl =T L
_ T 0 1 IS % ol 0 ol = | 5 8 =8k Pt
ol &g o &g = M _ mE = ||| Y
B W0 o of O = od N S ol B 00
pl < - KO [ 8 < =< | o
= g Mos &ouw o Bl KO Y o 30 ok | <+
a my B¥OL 0 R
W mh pA=) M oy NI ofJ 0 = m.ﬂ
il o mn Ol 7 oof ® MO o
il oz < oz X ol H
o S & X . - oF = m
o = KO = 0lJ m o nH o3 ol ok ~ o
o ujo B 1o ylo 1o o o . < ol 2| R
b 0 % I ol L2 K 55| 5| QWO
o oz Dlmz o e Y el & E|E 3 O3 |10 Rl
K x K I = u = _ |9 < |0 nd| =
Uk < NG - & .ﬂa __”.__o X M.__w o3 - M| 10 75 | Mo| Ao S
_ = _._._o O_ m._m ||_A| - 110 = Y E ||.AI M.u” % o“_o _u._O _u_o =
o m X i ic g % Koo o o mEa g S XX
= Hoof X 2 Mmoo O R gE SRS
W __ ol TF w < RO N g T Moo} = T Ay
< F s S T = G R S ) Kb o ol | ™ M oF|=|=|%0o
ar of g &l # 2 X of Ur ot = X 2 of M| K |& |5
g 2 BETS IS g0 Eds ¥ RJ| | B
2 o X9 s &R in M K E = I L
£ il RS 2w 5o oA K Kk Gl
o WX g WO FE w0l of =
LR = = W 3 LEY @R W5
o~ "= e I 11 = JJ @ Ko
S ME = o < = i X = .”_m_u_.._ o H g N — m +
0 gy = 3 molHEWAo_xe._Dam ol H0 Bl |
W= B RRE MR o Wol 2o 3 | mEa| @ | g
SLELCEELLpSaih 3| B meLc T And
o o= o Ko S RC= ol Bl J or oK il TR X | M___ el
g Eo LB UG 5 x TR 0mE e oA B R
r < R K of - & ol 80 & T o |RIE & o = |||
M o M & ul RO 30 = = 1 i 3| gp|Ho| g
ol ¥ ol T ¥ K ] L T 1 1o oL L M| X |30 0
_ | < < K __oE =) O_._._ b __OL m_._._ M_“_ ;_._.._v._._._ o _A_| Fm_.%_ 70 <
I | | — Ko *
H

671

PMDA

2074

TR E24

Z]

=

AL

MESHEHH 7|F U
Y S

t

o

3{d
=]

A

30



2. BAHHQ| FLHe| et

FYAES 1949450 A=A, S 4771=0] SE=C= FOGtD ULt QUMZEEED
OfL|Z} MMM SO Chiet d=2uets flet ©A&7F AlRE A2 1950HREO|H, So| SMKHM|Lt
St BED ARSI ZHEACH 2003F=0 REAEY A#™(Directive 2002/98/EC)O|
HEHA oL KO CHer X, ZAL HEMN, 28, 2& S0 et gt S22
ot -0 MEE U

—

2 AFME QBT EDOM (European Directorate for the Quality of Medicines &
HealthCare)HA 27H5t1 U=“Guide to the preparation, use, and quality assurance of
blood components”@| 20TH2020E)0A SAKH Q| 2|, 2@ LU 24 EE2(Chapter 4)it
SHHNE SEEE 7 X0 =5

4

AAEICH, Chpater 59

2% blood component monograph £2(Chapter 5)2 &40z
PE SiMSIH 25 10 HEotUCH

Guide to the
preparation, use and
quality assurance of

BLOOD
COMPONENTS

European Committee EDQM
(Partial Agreement)
on Blood Transfusion
(CD-P-TS)

12 16. EDQM 70| =2+21(2020)
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1. SAMAL M= H M| (processing)
1) YEKGeneral consideration)
2) e AJABIO| MEd
3) M HEQ FH
4) MY e 2N HE MEZE S FdE
5) & M7 (Leukocyte depletion)
6) =88 g9 =2 ¥ di=s
7) s34
8) MY I HMY AIAH Y HF HZE EX|(Sterile connective device)
9) N 2i 3 HH
10) FAHHCS &0
1) 210H AHMAQ sl & FHY
2. oot 3l HiZ(distribution)
1) LEtEOl Q-tAret
2) HH
3) dSLEMAML =it

AT 22

=7t Me| processing

M & M0 thst AR ZAK(rradiation)
HUHHQ EHEH|2|0F Q0] et QtHd
CMV(Cytomegalovirus) Mg BX|

O o

X H|2MH3L 7|=(Pathogen Inactivation Technologies: PIT)
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1) HKGeneral consideration)
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XN X S HEH

UMHE MY E= HIY I ABots 2= 3832 EU AF, R84 # ISO HEdt
22 #d 189 QFAMAE T4ol0F ok= Q=7(7(0f ZEtECH

MR MEH K¥0l= S2FGSHIF(PVC) 7tAME Aottt Yeiy ULt 20-24TC
MO0 EATES HEolH EL Z2|24T F= BTHC(butyryl trihexyl citrate) A7t
LotE PVCRH 20| 4t FIHY0| 52 S2AE #iE ARZal0F B

VAN = f =2 St 2 E= Ve X 7AE QA0M HAHIE A L2 SE5F
= Us 4L JACE= 0 &=0| o& 7tstt o HY oM RA[St=S oHOF ofCf. ot

SO HEHHSAO|E) 2 ZtF =4 SHO &2 Z|ASIGI=S FOISH0F BH.

M2 S2AE JIaKe] ArZs d2g WO d2AHA A 2 280 4ot S22t A7t

HAHE|00F ofH Ch2at 22 QA0 st #30| st

o Mail MY pH, MaEAEXS(hematocrit), 22, ATP, S M| K+, 2,3-di phosphoglycerate

o @AM 1 pH, pO,, pCO,, bicarbonate ion, LY, i =X ATP, P-selectin, LDH &=,
A

beta thromboglobulin #/Z, hypotonic shock, swirling $3&, HEHSH F4(morphologic score)

ol

o S ST KNBUAH 2 31 2MEHe| HZ(0: thrombin—anti-thrombin S&A))

HSTH 82 HASTS WRGHD MBS YY IR BHY 4 UTES AYUCL

=
ZLF0] ESE0] QUL 7|0 Aol HE |Zts

2OH0|= sodium citrate, citric acid
& O e = JULSE OoffHot QAMES FII6tH Zaket 4 QUL

TAMSA(citrate)2 HEU S U SUE YWAGHH, EEYR AT S0 XL
20t OtHedl S22 QEIE(ATP, ADP, AMP)Q| &2 XM&E 0| ZAsH| 20
LS 20| OtHHS &7tote] O[2gt LAE HASHA =Lt
HE22H Moy sHAU0| HAEHTM 459 gde= ZETGW OfHHe dY 2E20|
WL A E[B= Moy S0 &7t 8dS ARZolX 42, B MEALEXE(Hematocrit)O|
0.702 EM3IA= OF =Ct

52
rr
N

g2

7t
2T 90% Old0| MAE= &% HIT dEHS FAlRH] o M+ =40 T

(additive solution)g F=7I2 sl F=0{0f StCt.
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Y dHz dFD0M 3-49 MYE df dFe ¥ DMSTEME oA =HH M+
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OMSEAYE a8Es 42 H ZAHE U3C2M I 7Is XoE REE & YW Ol
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SAXH HE Al PATES HAHole & IMSEA dds daAZ = U0 ORPVEXZ2
buffy coat A0l Clet X AH= HIESEE EE O|HEtE9 BIEE ZAAA|7|1, 0|2 Z2
SHO=Z HMHANINA HEFE difok= 49 M O XY 4 Qo
OMSEAMS s zAstol| floff 8= & e HYEA HE 28 MEE AE0HH
+ot0{0F ot
13, MZEE oot Ux

AU (g/mL) Mean Corpuscular Volume (fL)
RS 1.026 N/A
A 1.058 9
mELE 1.062 470
o 1.070 230
S5T 1.082 450
SR 1.100 87
Me|AH+/SAGM 1.003 N/A
4) 18 Y Y Y2 HMZE st M=

A NE= HAMEL Al MZO F7(2F FH RF | W X0[of 2t 22 ECHE 13). OE
QQIOZ2E= HiX|Ql HEQF Mol RAUMERZO 2t CFE)0| U=Hl ofzfst 2010 CHst
HelEdl= 20C Oy &=20] 2% 200,

b) BT F|A

WHTE Mot MIE N HE0 EXot= e+l 20N X=X IS oHA| I
SEEXNES Aoz £ QION YT A wHe oikfiltration) = MHEAHE=(apheresis)2
ArEot0] g HEO0M SRS HASHH.
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3) Cytomegalovirus(CMV) F¢g &X]|

CMV g2 etz HAH0| FJd2 AFHUAME SYH2Z 20K
O[O HIOIHA0 ==X 62 £F % M= XIEH2 2Es 72
SN CMV 4 flels =9 2
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HH 54
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4) HYN| =E3t 7|&(Pathogen Inactivation Technologies: PIT)

PITS =H= =28 Ex= 3fetA WS ARZot0] #E|2|0f, Hio[2{A 3 7|
HI2-E3tA17|= A0t
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243. 8=

¥=22 20054 National Blood Service (NBS)2t UK TransplantS &X =7t7f &l x=%|.
7| AMEE 2 dtlole NHSBT(Natlonal Health Service Blood and Transplant)S +4
ofen, oMt 0|4 HIIE otz MAM=E fYet S8 REC2 HHMAIZC.

o930 ol7= OF 5167 (20169 7|X)C2, UHZE O 28,000 unitsQ HOHO| XEHET
QUOH, Ol= 3709 HAUKXM HMEMEHUA HEMKZ THEHM 15702 MHN H27|H42 HAY
25004 7HS| NHS trust® HHEZ1T QICt

_-—""-_-__-""-.
CcMO
(Chief Medical

%% || National Health Service [VHS] | ¢=

| Officer)
v
JPAC A |
Joint United Kingdome
Blood Transfusion and Tissue
Transplantation Services
Professional Advisary Committee
BSQR % MHRA SHOT
< (Blood Safety and Medicines & Healthcare products, :
2 Quality Regulations) Regulatory Agency Serious Hazard
o of Transfusion
CTp—— W 1 EIE-IIH ; : ;
— NBTC SaBTO | sueng |
: ::Trllrlllhl’q:: ’II ::,Le el {w Blood —>| (ﬁd'ﬂ'iﬂoﬁf Committee
Transtusion Laboratory Managers|  17ansfusion on the Safety of Bloed, Serious adverse blood
* Patient Irwohvement Committee) Tissues and Organs) Reaction and events

IS T

] FAARE IR | Blood and Transplant

NHS
Foundation Trust &
Q' E'llnln_-l- . Huspil:al The UK independent, professionally-led haemovigilance scheme

1% 17. Y30 g 23

JPAC (Joint United Kingdom(UK) Blood Transfusion and Tissue Transplantation
Services Professional Advisory Committee)2 F= TUAIHQ| SHAT|TAZA F=9| 4749
SHOHAIA 7| H[NHSBT (for England), SNBTS (for Scotland), WBS (for Wales), NIBTS (for

45 c 00—



KA AN S YR

Northern Ireland)]2 E2MZA], 2002E9=0 LEE0 F= XMEro| UMM Cfst XRME
H7tetD KRYEE fdiclhs 7|F0|0H, FAUXMECQ EIMA[ERI MHRA(Medicines &
.

Healthcare products Regulatory Agency)2t 20| SZESIHAl =7t SM/EX] HZARJS LT AT

JPACUHIME U2 PR U™l NS HMefoh= 7t0|=2telE Df#stal ACH, British

—

Journal of HematologyOll =222 A|XHotH MSotl QUL

SOHRIM 227 |E2 HO| Ofd ZI0|=2RI= A, JPAC SH|OIX|0] AHAlSH! USH, H=0i|A
o720t RSE= UMM CHet YEE =20l -+ AH. 2t 2AA0| et 232 MAHSt

A4 1. Technical information 2. Labeling 3. Storage 4. Testing 5. Transportation2| &=AZ
He2|=(0] UL

JPAC

% 18. JPAC =SH0|A[Q] HMHIH HH[7|E Z3[HH (www.transfusionguidelines.org)
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2. FAXHQ| =LA et

2.4.4, F{Lict
2.4.4.1. FHLICH SHOHAIA|AE

1) FHEZNA THQ

FHLACO| SHPBIAABI2 HABIYE(| £06t= Health Canada (271=2)2b Public Health
Agency of Canada, Provincial/Territorial (FE8)0| &6t 271 ME7E Q27|23 St Sy,
SYNE 3 SEESEO| MM MEX;, D20 1 2 AR}, €A A RIZHRZE FHO{oH

’ 7_<
e AL

0

23 1002t unit 2 HMH 10 Mg 38

e s e e e e ——— B

Federal Provincial &Territorial
Government MOU Government
P — - — — —}
i Recrumnenn Collectnonsw ( Testing w (Productlon ﬁ)istribution E
Advertising Whole blood Every issued « Process * End labeling i
* NCC and D"Déum = Packaging 1 =
{ | - ponor apheresis + 2labs - Inventory H
I services « 1M + Testing management | I
collechons result :
= Mobile and » Tumaround 1
permanent time of 12 :
: clinics hours :
HEn i i
agz | HEX EME ZAHE H A HE a8
|
[]
]
4

a7 19. LT ZAAY =

2) Health Canada
Health Canadas 7HLICIO| QHIME7|MO=Z HZAZI S 8= oeksiy JHLiC 2=
712 & HPFB (Health products and Food Branch)e ot Ao BENZA Sl A0
Chet MAS B O, MM KL M U HMSS fhote HFE Yot ULy ¢7]0l=
11

A0S BAZF HE =Xt got(] Ofefiet &2 YFE okl AL

—

@ HPFB (Health Products and Food Branch) Inspectorate : S0 CHSH AE o7 L

AAKinspection)?t ZAKinvestigation)tt 22 #& &4 SO0 Ust 2=
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HARIK M S FEH

STH U &

t
*% Atdll Fe
42 Uele A
M2 Uel=s &
@ MDB/TPD (Medical Devices Bureau of the Therapeutic Products Directorate) : A2

olusls 28

0o
g

@ BGTD (The Biologics and Genetic Therapies Directorate) : SUK|E,
HZEM S0 I, 7|F 59 /e, Z=25{7 A& M(submission) 22| L

® MHPD (Marketed Health Products Directorate): %S Of™ ZiA|,

Sl3l-0lo) Wyl 22 Alpt & Talot Of2fet YES WRlN| YISt 7A

L
~

-IE o>
A

4

\J|'|_|\l
o 0x

n

718t I2720 2 0|2t WV IE Eoff ZUHX0|D EHoA HEN Qztst

ZTHS, M7+, S AL SO #ME 5. B2 Al M2A A=

Health Canada

Health Products and Regulatory Operations and
Food Branch

Other Branches
(Rojmal Arst 24

Regions Branch

Therapeutic
Other Marketed Health Biologics and Genetic
Products
Directorates Products Directorate Therapies Directorate
Directorate
Center for Eval. Office of Policy Office of Centre for Medical
Other Offices
of Radiopham and International Regulatory Biologics Devices
and Bureaux
& BioTher. Collaboration Affairs Evaluation Bureau

0

3% 20. AAHUCE W SAAAH HFYEM

3) sof ZZ A|AH

Quebec X982 =dot= Héma-Québecdt 1 0|2]9 X|9g =YsH= Canadian Blood
(@]

Services MU0 2G| ULt T 2|0f 2229 SXAN7|H0| QL.

= T1 =
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2. FAXH| Q| =Ll 2%

2.4.4.2. FHLITHO| A & R

1) ZHLCE QotE 23 A HA

U] HAMME Zefet o &E HE2 U39 MAS /1.

e

B 13, FHLICRe] O HA|

e ole

& Statutes (Acts)

I3
10
o0E

) Ciret MZ0 tist HELl et ofo MM
72! Regulation o _ .
HES SHAMGHY, BN §HE = YH 2 J|E(standards)2 XIS
22 SIMEIT Al =AZ 5l MEASIS HZ
Jgi_ll-l/ 7|-0|EE|'9_|/I|§ TAS °H—|?|'J— A |_—|-E_'|’|_r k”-r*l'oa T‘”o ]
. o _ S Helof| 30| 7hsotH AEED S5 | HEL st
Policies/Guidelines/Guidance

HY AEH0| el HEL WX|TAHU HAIE & 83

M2 0|#(0d|, vCJD, leukoreduction)0fl CH3H AM&sctALE 7|=X
XIEof cHal dEgt

O

HA Directives

AUYRO| AMFEUEH(Food and Drug Act)| StIECZ Ci2ut &2 20| AUt
@ AlZ2EHAl(Food and Drug Regulations, FDR)
w O0kE I MESHH A (FSIN & MM Zhel Aol 2et HE
n MISSHHHMKIE Helst BE QR FE2 0| HEZ wAlE(Part C, Division 1, 1A, 2, 4 5 and 8)

B 14, FHLC AF2fF 29 HEItsth 27AtY

OlorEZ ol ARG L UHEY QIIALSE
Division 1 _
(O]: BEX|E=E ofE AlY
Division 1A | HZXY 517t
Division 2 |24 9= ME 2 EZFEZ| 7|&(GMP)

- MBS MMN(RHAMEELAE, A 2U4E(0, CART-T cell §) &8
Division 4 |- MY A, SEdEMdz MEYE L2 Division 40I1M AfK|(20144A

H
="
HEQ HYREOR MME)

gl &40

Division 5 | AAIE
Division 8 |4l
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XN X S HEH

@ YUTHE (Blood Regulations, 20144 108 &)

T2 A2 MMHE 2 SEYREMME AUSY AHIE Zl +0[EeE Xz YE2E
AEEV] W20 M==2 Aef 7HFe= JHEEE= HIMEX=H Sit= Fe 0| B2 8=
SAUXKM A0 et HEZ HFE.

O ko HEZ M3t i

- Krever Commission® H110| M2

T [ et I [ o =71 L= o [y H o
A= Sl el ¢
— YO YENOI o E {HIE NMEoV|HLe S50 X=MEA Yol EY LPAERE Ve
- 7lg%t A"l HEA Hatols V|s, S Y ¥ M 20| e
O Ao EF
- Y =2 A
- MY FAMAHL HE QFARE ST
- Canadian Standards Association(CSA)OIA] 7HLSH 2ot SOHK|K|0 CHSH National

Ot
toloy MYE EE

Standard of Canada CAN/CSA-7902-208 7|tl

O YAFZ9 Heet ME
- gl SYRENA HME SHE M LN HEE
- 9=7|He RSt HAHE Stz ZE YA HE
- Health Canada Guidance: Blood Regulations0f L{&0| sid=
- FHLICH standard medical practiceOllAl AFREX| LS AMEL SHUMEO AIZO|OFEEHO]

NSS we YNNI OY 4

(e} k=3
T MO
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2. FAXH| Q| =Ll 2%

® 9=7|7|7t2(Medical Devices Regulations)

HQITHEA7], MQATIE HAACE, AHRYH|, o SO A0 et ¥E

—

Bl =0 & CANl/CSAvZ902:2D
National Standard of Canada

Guidance Document: Blood Regulations

Published by authority of the
el by ey Blood and blood components
[ Date Adopted [ 2014-05-12 |
[ Effective Date [ 2014-10-23 |
[ Modified Date [ 2016-03-08 |

Health Products and Food Branch

Canadd

a8 21, g2 L 23 78 2 UL =7kEE(CAN/CSA)

2) AUFZI(Blood Regulation)?] £2 W
® 7389 74

Interpretation
Application
Prohibitions
Authorizations, = Authorizations
Establishment Licences = Establishment Licences
Registrations = Registration
= Donor Suitability Assessment
_ = Collection
Processing ,
= Testing
= Blood Component Preparation
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Labelling

Storage

Distribution

Transformation

Washing, Pooling, Irradiation

Exceptional Distribution,
Pre-Assessed Donor Programs and

Importation in Urgent Circumstances

Exceptional Distribution
Pre-assessed Donor Programs
Importation in Urgent Circumstances

Quality Management

Quality Management System

Operating Procedures

Personnel, Facilities, Equipment and Supplies
Error and Accident Investigation and Reporting
Errors and Accidents

Investigation and Reporting

Adverse Reaction Investigation and Reporting
Adverse Donor Reactions

Adverse Recipient Reactions

Investigation and Reporting of Adverse
Recipient Reactions

Records

Powers of Inspectors

Consequential Amendment

Transitional Provisions

Coming into Force

@ X2|(Processing) &3 FQUE

SoHA|H| A= (blood component preparation)

7.32, 7511 (B
anror st

[

L

8. 52 YM(registered establishment)2 At7ted oM
7.3.1 3= 24ah, 7.5.1.2, 7.5.1.5, 7521 (@) ~ (c) & 7.5.2.2

57. 517t &% (licenced establishment)2 51710 M2t =& YMHKE FZoH0F STt

#g Al Standard 7.1.3, 7.2,
oI-O-”
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2. FAXH| Q| =Ll 2%

H&(Transformation)
77. AUS AN = 7|HES QMo SopAQl BES ARZSHOF STt
78. (1) YAHE MAGH= 7| Standard 7.5.2.3 & 7.5.38 &=45l0} 3iC},
(2) AU MIHMSH= 712 Mo CHeE 7|3t ME2 f8Y 2 AlZte F7I6H7| ol 2fds
+=goliof ot
79. (1) Y YES E¢&ot= 7|2 Standard 7.11.1 & 7.11.3.8 &of{0F SiCH
(2) HH HES Elot= 7|2 Standard 10.8.2 2 10.8.30] A= ZE HEE Z§i=
SOl 2HHO)| HA[oHOF St
80. HUS XAlol= A|ME Standard 7.12.2 ~ 7.12.68 Z4=ol{0} SiCt.

3) National Standard of Canada, CAN/CSA 7902, Blood and blood components® F2 LHE

1) AHXIH|Sl Z=H|(Preparation of blood components)

7.1.1 7|EOME UMK HMZES St FRXFS JHMOF SICE XFMAME 78O QFAIEES
OHEGHOF o, 4.6.1.680 7|&E 2 RXIE/00F SiCh. PRXIER 2B(validate) =[0{0F
St MZUPHOl HYRI| MRlS HES| Mal0F STt SAUHAD AREX| 42 SHAHKK =
BAPL 225U 2E SgEE= At 22/510{0F Sttt 2als S2&0l 2220t OfL2t
HMMEoz He|g o Aot

7.1.2 8 ME & FHAXKQ HHnt 501 st YRXES QISEHOOF ot OF AtEE
I&ksHOF St

a) Bt

& ot S0 FHHMHS SHE 2EE FAIGH| fleh MEHC ALY

b) power failure = &% L= (st E9) wte] ASEHA f= 42 AE H 1 Al
CHOIHQI Bt HA7F 7|XH=0{0F STt

YE2 UHH S FAES FAGHOF ST R FH 3 ZH0| MA 2HZoIA

O
(=] = =~
25|0{0F 5t sterile seal®| integrity?t {X|=/0{0F St}
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7.2 704t A|AEl(open system)

7.2.1 AHHHE S U= AAEIQ FHUS(sterile seal)O| A 24 O Wit DH=H
o= AEEE JHE AAR(open system)22 FIZEICE 7HE AJARIQI SME|Kl= 1-6°COf
HIE AQ QGA|ZE 24AZ10|0H 20-24C0| EoE= AL SFAIZIS 4A|ZH0]|CH,

7.2.2 HE O™ AMKMH MEHHOAM sterile seal0] IHIE Z2 6AIZF O[Ljo| s HE
s = O FUMKH= 20-24CUHA 22t Al 4AIZH OJLHOY, 1-6°COIM EEk Al
TE[0{0F STt Ol2fet HAUMKMS2 Mot et BAIZ0{0FRH.

>
vl
(@)
r
n
o

24N|Zt OJLAOf|

7.3 Sterile connecting device

ro

7.3.1 7|#H0M= sterile connecting devices ARZ0l Ciet BEXES 7HA40F ottt BEX|E
L AfdES Zeloliof ot Ofef Aoz =otel A2 OtLCt.
a) O] U7t M8EE= FAHA X7yt &01E D2ES
b) AtEHY
c) dAF ZE2EZE
d) 715
i) product tracking

i) F2 8% SEE

i) ARES| ZEHS 0, needle, wafer

7.3.2 YEXHEO= 2 sterile weld?] integrity AIEIEO0| ZEE0{0F S HARLAL integrityE
Aot 4% YAUNHC REU2 dU= |AIE & ULt HERL integrity FAPE o &
40z YUHKH= open systeml= FFEOOF oIt O] 2 CHA| MAZE & = U2

7.2&0] w2t Mo RICt.

-

o50|0
Tr-‘E?-EE

7.3.3 sterile connecting deviceZt AF2E HIH[O CHoll 2AtQ| sterility check Al&lot0] ZHSdh=
HAZt UOOF St

7.4 Pre-storage leukoreduction

?l g 5 x 10°7 O[3t2 Motz o et



2. FAXH| Q| =Ll 2%

7.4.2 HETHAON ol ALSE #HTR| WS E109) MBS BIEE 4 QI0/0F i,

7.4.3 SATHFL pooled BATS T 5 x 10°7H O|5l2 WHETE HMAHY YHO=Z MK
oiOF St
7.5 MET SAURH

7.5.1 Mg+

7.5.1.1 He4ls EdEe = 32 08010 XM MEE =22lotAL HdEMAES Sl
M ZE0{0F STt nutrient solution0] &7t ZRE Mot EXNQ ME HEZ 2
SESH Y| IH0| MIAHHM|O| ZE=/0{0F STt

7.5.1.2 MMM S00E FSIHME Argott APEl LHOIM MZZ00F St e 2pie
M Al ArEH @%ﬂlﬂﬂ AtgE E% nutrient solutions B7(oH0F ot

tubingtle SS1H| EEE SHHOZ MR S seal|ngE|010I=

tCt. tubmg segmentE FH8E FXIoHHA WY 4 QU0{0F ST}

7.5.1.3 MNEFMM= ZF SI0fEZS0| 0.8 L/LE =USHK| St UHE AMEoiN 2 22
E|0] M|IZRE|0{0F ST,

7.5.1.4 MEAMFE 1-6TCOA ERHE00F BHC}

7.5.1.5 additive solution0i HtE HMELHAC RE7[7H2 additive solution HZEAO|A
HASkE AlZHt 220 m2h FoiAM0F St

-

X
o
>
E
el
12
1=
k)
M
9
rIr

7.5.2 YSHEL
7.5.2.1 Tg AFZ0| MkT dE A0 MEE|0{0F ST
a) nutrient solution0f Ofd XM= rejuvenated TX| 2= o, M@ = 62 O|LHY WS
ok= 0| HAEELC
b) nutrient solution®] XM&TE= Q&7|7t Btg HMo| WSE|0{0F St

o
0) RAIRIS ALt HET

N Ws MO rejuvenate=|0{OF i},
7.5.2.2 MEIPE MSt SZYK[ME /K610 YSHELZZ HMZED0{0F Stoh 023 HMX=
ANZE SZUKNO 2t e 220N YERHE|0{0} it

7523 ¢ {, dSHESE disotl sZLUAIME Mot o MAGHOF oL
SHAl M|7{aHOF otal DRX|S} MIXio] 832 3% O|7H0[0{0ofF St
HMHPo| WA F2L0| MOZ 80% O|A0|H disut glycerol HMAH FO

0] If =&

~
ol
N
~
oM o
my
bl
o
4
F||'
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o0fES2|EY} 0.8 L/L ZMEX| b= Aoz U HHOZ FH|Z0{0F S,
o

76525 SAMETE AWIAE T SX(allogensic) £ AFRE 4 QUCt Bl 7|z HHo|
W SHo2 MHUE HAS EHOl 2BS Yo AIBHS NS o83 F0I= 2
O CIOIDICH AFHSOINS W 20| BEECL EfRl 43S 9l ABES HUKHE
B3 Aol JIES 2E BIEHOF SiCt
75.2.6 S5 4HS Ol 43 7MW YSHBT SHNE YS GAO| AYH HEBRO| Ch3t
YES TBWOIOF BICL Drof FIPMOl MEHATE S Flof HHXO BaHHCIH,
02t B Y HATIFO) T} B,
S: H

7.5.2.8 WS M= medical director? £91S 22 rare phenotype EHS H|2lotr 104
HE M OF E0h WESASESIO| Hit M= 2 M 7)7H 3¢t BLEHE 1

=00} BTt 2T 71T URXIHO| W2t 710|S2401 O|LOIA RXISIOOF BiC,
e BH%EJ AS 1-6COIM ZBEIOOF BICT. Dlof JHMAARIOl AS S 0|

ﬁ_l'
3i
HT

7.5.3 HEz&T

7531 MHHETE S8 RES MAHSle HAE AR50 X
5iC}

7532 MEMETE X370 MO 75% 0/AS QXIoHD SI0IEIS 0.8 L/LS Z15HK|
Q= MM W2t ZH|E|0{0F BHCt

7.5.3.3 AIRElS HAIO| W2t U2 Ho4o| w{EHTIO FAMS 5t YOz Lot

7.5.3.4 WUHOIM HEE MEESEZ= 1-6TOM ETE00F S0 MA Y & 24A17t2
E1f510] 2E0IME O Hit,

o

fof U= 0|Eof0] MIZE 00

I

ol A O
s + AUt

5.4 XME+l-IgA deficient
7.5.4.1 anti-IgAE 7HX|I7L IgA ZEO|ITM S5 2 O[HErZ0] AUE AEHE IgA Z2E
Mg SHO0L0F ottt
7.5.4.2 M7 IgA Z2L2 Hil |R57|7H0| ol HOE M2t0f St

7.5.5 M&8{-rejuvenated
7.5.5.1 2,3-diphosphoglycerate?} adenosine triphosphateE HMRXIZ FE2EAAFTE HACZE
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2. HAH|H|2 FLHL

L2{T rejuvenating solutions2 1-6CZ H&E Xl Q77|17 & 3L OLH0|
H7t2 4 ACE Rejuvenating solution2 Drug ldentification NumberZt QU0{0F S},

7.5.5.2 rejuvenation Xl & MET-rejuvenated= MA T 1-6°CO| ZT|0{0F SHH 247t
O[LiOll &E & QICh CTHACR, MEF-rejuvenated= dSE £ QUL

7.5.56.3 M -rejuvenateds= 2HE0| HA|T|0{0F SiCt,

7.5.6 H&7-low volume
7.5.6.1 NI A (5, e KZA 2ol MAI= |
M0 AS0| AIRSH 2 QI MEelS o

YL A7 dE Ao o=
W MEZ: Mg mU'e Z2
LHEO| =f&0f 7IXH=O{0F Bt NEYF U2 T E= HIT 0[29] +28 UMK =
AEE0ME 2 FL.

7.5.6.2 MEF M= 1-6TCOHA 2U=0{0F ofH, o MM ofsf AH= RE/1E
7HEIE
7.6 g%
7.6.1 dSsts BE EYAMME ~18C O[o0A dSEL EHE0O0F BTt RR7IUI2 ML=
SH 127082 2YE00F STt AN THoF O W2 29 O 2 R57(|7H0f ol
Hh=CtH, cyrosupernatant plasma R&7|7+2 A&E = QlCh

7.6.2 AMSHEE, SEEE

7.6.2.1 AMSALHY(FFP)2 MY = HEAERE e ¥z MY & 8A[ZH O|LHO M=
Z|0f —18C O[otofA dE EH(00F SICH FFPE HTHUZIBOZ ZAAISH HAQ 75%
O|M0A EHAHST KVIIQIXE 0.70 IU/mL 04 LSO St

7.6.2.2 SZEH(FP)2 ME £ 8AIZI0| Zfotal 24A1Zt OJLHOf| MIZEE SXHOZ 18T O[otol|A]
s BitE SHO|C ALY ez HARH X9 75% 040 A3
HIVIIRIXIE 0.52 IU/mL 0
7.6.2.3 FFP2t FP= 30-37TC 2%
ofls St Sis 0| 8 Mo HaE
toF HEO| closed systemOlAf AMEED
HEYE A2 SUMX| AEE 2 Ch
b) Bref FEO| JHYAOIA MU HMZE2HY S0 7HLE ZR0= 1-6TOoA Hatst

a)

|-EI
1°
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H0I| SHall 24AIZHIR| AR 4 UL

7.6.3 SZE™HHI(cryoprecipitate)

7.6.3.1 SZEMANC MZXE ofLt 0|49 FP EE= FFPE 1-6TOHAM B SiSE S SMEZ
SiT MEZ| & 2849 NS o Z7|10 HEHEISE e A & =84
XM= —18°C O[S0lIA cryoprecipitate2 MASEHLT RE717F2 MHZLE 12742
FoliM0F ottt

7.6.3.2 cryoprecipitate® H2 L0| FPOIM Z2|EH11 AAEE=E Z2, AlRe 4 5 75%

7.6.3.3

7.6.3.4

O|&0A fibrinogen2 150 mg/H¢ O|A0]0{0F S
cryoprecipitate= 30-37C 2420 SiSEAL Of2fet 54Oz S22 microwave
71712 0|80t olis=|0{0F it

i=0| =™, cryoprecipitate= 20-24TCOIA EZE[{OF StH, closed systems
RACIHH oils & 24AIK] et = Ot SHSE cryoprecipitates Ad@ & M=
M2t 7HH0] = FR0l= 4AIZF O[LHO| == 0{0F ofCt.

e}

7.6.4 Cryosupernatant plasma

7.6.4.1

7.6.4.2

7.6.4.3

a) Biof B0

cryosupernatant plasmaE MZESH| ol AEE= FP E£&= FFP= 1-6TOHA diE
£|0{0F BtCt.

ols &= & JA| 1-6TCOAM B2l & U2 closed system= RAlok= WS
0|25t YWsEMAK|(Cryoprecipitate)2t £2|%|0{0F SHC.

cryosupernatant plasma= —18C O[olO|A ST HEE0{OF SHCF K|IZ=ALOA
RO F2 2= (0, -35T O[shoiIM O 71 Eit 7|17+2 HA[GHK| = 8t R&717H:2
MEZEH 127122 Foi™oF ot orof &2 2o O 71 RF|7(7H0] ASECH
cyosupernatant plasmas AMZS F7IK| XEHCZE W2 2T0A] EEE0{0F St
cryosupernatant plasmaz= 30-37C 2+Z0A SHSE7L 0|2t SHOZ SQI82
microwave 7|7|E 0|&0ot0{ siiESE|0{0F SfLCt.

St SHSE cryosupernatant plasmas 1-6CHA S&E0{0F SO £ E27(7H2
Cteat 2Lt

of | closed systemOA] YLD Sl £ 1-6TCOIA closed systemZ RAlotLl
= A bUMK| AFIFsICE =& cryosupernatant plasmaZt X% 2E0|N HEET
27|78 XLM AME8EX| St A2 E&ote LE0| UCOF St

b) Zrof HFHO| WYAHOIM MEHAAL ME 2 S0l HYE 0= 1-6THAM 2o
3

58
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2. FAXHQ| =LA et

7.7 YATH(Platelets and platelets—pheresis)

o

>
+
N

AHEIZANY e & M0 75% O|M0AN SHAM

of gt Ef dAtE O AIFOIME oA =~ QUCE

7.7.2 °M]If0| 23 EE*EIE 12(pooled pre-storage)Oili= ZAE Y & HOTZ 75%
OIMOIA ZA FAT 271 2.4 x 10" 71 0]A0]0{0F BiL},

7.7.3 SESHY QJaf HATXOIAN SAHO| MBE ZR0l= AAME Uy & Ho= 75% 0y
oAl ZA AT 274 3 x 10" 7§ O|40[0{0F SiCt.

7.7.4 EAM, FAMYEESYE, B M SYEAME SES d¥ E= ZMUY F HUZ 95%

S
OloA o1& E27[ZH OHIX20 HY B2 ZZE pH/L 6.4-7.88 EH5t=
=

7.7.1 I-|od§I:|E-| X—||IE| =

HHI
!

rH
0o
Diu

o
o
X
—_—
Q
o
J
==
i)
:
o
3

E*éa*iﬂf(pooling)g WESI0 20-24CHA 22
7120 M2t CH20 Eo 7UK] AKRE 4

9|
QL. 24 Al open systemOlA HZEE A2 4A|ZHHO| ~24SH0{0F ST,

=
7.7.5 s=g4+T, JEAiddal, 22 ©

4 &1 (Granulocytes)

7.8.1 YSHANKE HAIS CHAl MOE 75% OA0IA ZlA 1.0 x 10 7H2| granulocytesS
kot QLO{0F StCt

7.8.2 4 ?E H._O*OI 20-24°COIM EZEZ(0{0F oif. A9l REI/I7H2 Y SR=RH

mOII

10312 Place holder® o 7Ilo| MBS Qs Xf2| HAR LN Qs BROR

7.11. EUXIAIQ &ZF(pooling E= mixed)

-

7.11.1 sEEATO|Lt XS pooling & M= ABO AUH0| 2 HS A=s{of sich o
cryoprecipitate 91 2= CIE HHUHOZ poolingE & 4= QUOLt HIEA| 02 AlLS
labelling aHOF tCt.

7.11.2 SENYT0| dY2 =EE Moz SSX0| Mefet S8 MILA0MEE 7HSTIE

7.11.3 Pooling & @AM SAZMAFE= HME 48 F JHUE 0= H200M

AN|ZE OfLHOI +~ZStC{0F SfCt.

B
250
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by
by

7.11.4 JEM AT pooling0] closed systemOA HMZE=E ALME= HZESH S

et 7= 71240] FolEltt.

rio
lo
Al
5%
=2

7.12 SAURK|C| LAH ZA

7.12.1 Mg, dalt, AR, HHELet 22 MEYENN=E fdo] U=s SXe=
S O|AHISTEE 0oty| flott LAKT ZALE o{OF STt

7.12.2 Za 25 Gy 049 ZORd AR ZALE A[loiOF ofH free—standing HAMIZAZ|E
AEY M= 248719 S7HHS X&010, YARIXIZZHIE AM&ch= 49 LART Y9
=4 EtH(central midplane)g AFSICE 4E7| ¢ Ee HAKD FY9l Ok 29
OlME ZA M2 15 Gy O, = MEFE2 50 Gy O[ct0[0{0fF StCt

7.12.3 UMK ML LAMO| =EEAZS EHok= YHO| AHSE0{0F oLt

7.12.4 HANEAZALTZ|9] ZARKEZ O1E E= HH| MG Qs MA|E= M2 ASE 0{0f
ofal 7|1ZE|0{0F oL,

7.12.5 LHH0ll= UMK YARIZEAL LIEO0] 7|XE[0{0F BT

7.12.6 LARS ZAL AT M= LA DA 2 2|0 RE7|7F 28 E= MAHQ HH R
717 SOIM O B2 7172 RE7I7Ie=E IR

7.12.7 Q=710 2Fok= B9 AR AL A0 MSE(0{0F ot NI 8 E= 42
4708 OILHQl 2HOL0fA| Lotz 0= AR DAL HHS ALESiCt.

7.13 &3 ANH S SEE

7.13.1 SSEUNM= B100] MAlE A= 7|&S 01800 BI7Hx(0{0F STt

7.13.2 RE SESEWHN= 207t 2t = HHEIRA|AE(circular of information)0fl HAIE
219 +10% O0|0{0F BiCt.
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2.4.43. TN &

XN X S HEH

Ehar=

1) M

HAXH SF

ERN

MIFAFSS

SR SAGM &It =

(Red Blood Cells,

Leukocytes Reduced,
SAGM added)

g

2
JII
=2

70 mLe CPD &sSAP7t &7 oHuhof A= 2 480 mLe
HURRE QY SENBT, BY Y20l o M,

g2 Y2 B2 O HAE, WE+ ol XMAE

5 MA M EEe ™0l MAE; MA = original unite] Mg+ 75%
(Washed) Ol4 s MEAXMSTE SAGM 100 mLO| HESE
3 F7b MA Mg el 2H0l MAE; MA = original unite] Mg+ 75%
(Extra Wash (IgA deficient)) |04 28l MAEHET1E SAGM 100 mLo| HESE
g 21 oo =2MEES Fiot dsE. oisE™
original cryopreserved unitOflAl XMET1E TH 80% O]4
511 = oo HIEHO [el=:P N
= AsE s HZ&Eo, he_rrjatocnt 0.80 L/L 0|52 diioz EE1_,_I
. myoz MAHoH ZZME1 supernatant fluidE H7HE.
4 (Deglycerolized L
T Jthawed)) EQue 2p#o| 7|ME HIHZ 0.2% dextroset AS-3 E&=
rozen/thawe L
0.9% NaCl &. N & 22M0] Tz HEH(pink-tinged
supernatant)2 0| MEoil, JEX %2 42 ASH
o=z gz gige A
HEARM R AL &S
5 oAI'J—LAI' _|E?' 7D|'|:||‘A'| _;F_AI'EI
(Irradiation)
5 =SS 25t £80] 7Fsol=2 integral satellite packO| HHK| 0
(Divided) AUAS
02 71z 2tEEh 59 Ol €, O, Rhad, CMV &€3H
Pooled component for oM Kellatd SAM. DA A0 s & SA. 0|AXOo=Z
7 neonate exchange YMA S 34 (|deally negative for HbS)Ql HHS HIARM
transfusion ZAtold, SAGM additive volume2 XAHE, compatible

thawed plasmaZs 20| & hematocrit= 0.45 — 0.60 L/LY
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2) SAHHK

2. FAXH| Q| =Ll 2%

SAOHK|A| M AR
CPD &381H 70 mLO| = < 480 mlLe NMEZLEH
buffy coat layerOiA Z2lotH HMEEH =HLAHY. ABO
1 | Pooled Platelet LR CPD |matched s&aAm = of SIS OJotA|A EH/AS.

ATHQ|Z S=3E S
=2FEAMNME=E 25 Rhad o

oz fAFERAS.

4202 Rh 24

2 Apheresis Platelets

WHTH P BHE KSa M2HT7|SS 018510 % 50 mL

ACD-A SSH0 e AT

3 [rradiation

Ok EAHE

3) SN

ER RN

MIE At

Apheresis Fresh Frozen
Plasma (AFFP)

sodium citrate SS1UHQt MA0| 1:16 Hlg E= ACD-A &
SOHQE ME0| 1:119] HE2Z MM = x> 8AIZH O|LHO|

d=E. otdo SiE AMAo| ZetE

StEl SISUAQ BFA 0|
7I1ME QL. AFFP= labile 210Xt V, VIII2E non-labile
SUQUAE ZE /US

2f 70 mLS| CPD 2SLM0| MFE HAZHEH e, HY

o} =,
22| & XA buffy coat2RE| E2|E. FP= HHTHHZ
2HTX| oM AR HHE Y © 5x10° #HTE O|ME

2 Fresh Plasma (FP) ) .

TSE UAS & US. FPE labile factor®l V, VII({CHA ZA
HOUE £ UD) MSHT ZE FASUQIXL AFFPY sE=2t
HI8H X2 2ol US

MHS| olisE FPE 284 cryoprecipitate22E £2/5t7| {lo

3 | Cryosupernatant Plasma |2AM&2/5tH H=EE. =84 cryoprecipitate= HMAZELI E2
SHS NS
Mol ais= FP 224 cryoprecipitate25H £2|6t7| 2lah

™
4 Cryoprecipitate Hel=dlot] MEE
224 cryoprecipitateE MAHSS.
5 CPD FP Divided T 1HYE 2HR 2 AR
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XN X S HEH

245 0%

ol

OHHIKIC] 222 D|=ZEMXAAmerican Red Cross, ARC)7t 46%, X|ZAt3]

0==2 28 oHT

— T Eo =271

Ol ZEIE(Community Blood Center) MRSl ZHQl O|ZHAUME(America’s Blood
Centers, ABC)7} 47%. 2|1 LIHX| 7%= 227|2 AU HE 230t QL.

)
s ea v
zgpc e Qi Bost et a4 peag Thursday, March 28, 2019
Portland LELECES Ortawa Montreal
: =5 WS wmom weer wowert soum et e o epot o 8 gt ]
..... ces
s Lot P Torrts ert National Blood Supply
gy qeene . = 74
o v Qv wioaz
T . i oo cexis v e £veL ]
o east
) NaRd ﬁ_ Sa———— MIDWEST
- saso ooy ez e
'} o3 (oot ome sy Q hmetcsseostine 6 @ i
sueis CommunityBood Certer Pt 2E Pt suwec ttve ent titates west
eranolria Uisthood fanim s bl — s
et DedrCenr_ conmtyo0d O i
i Ufeblood Pl Barrer (@) yyay”  Center Of The. - ™ soum
ik .ot W it et Comrmniy a ™
Lo rgies s ke
o3 Ehe \Am i
siaego X les 2
e 90
1atd : ey Omemom o o conme . .
e e ot WAMerica’s Blood Centers’ member organizations make up North America's largest
sosue ) network of non-profit community blood centers, which cperate more than 600
, Ly 4 Qo biood donation collection sites. Together the network provides half the U.S.
Ameria$s lod (eers raxte 2 blood supply to over 3,500 hospitals and healthcare facilities. America's Blood
Its About Life AVEY oga onterey uiz Centers is not affiliated with the American Red Cross.
o) s
el =
T oo i
v i Croes e
Blood Danatian Center x L nagy
1 RS
T
A (fd PTrT
Q e Sgm Qi 3
T e e
Wels Sl Aol R s . LTCULE
A Ao i s
B e @ S [} e
apiza sens P ) S BcdDontin Crer
o ":(‘::;‘ inte Pl e ‘Blaod Donation Center e
(oph, NGRS, oy " =
e s bt
IO 0 i p
“"':'w::;fv:::amwnmmnmmv e 3
ns %
& S
Tan “ ol

Red Cross Blood Services Helps Patients Across the U.S. ... These
donations were then processed into nearly 7 million blood products for
transfusion to meet the needs of patients at approximately 2,600 hospitals

o\ American
across the country. American Red Cross Blood Services began during % S
World War Il. ous oA oy ] / Red CI‘OSS

a3 22, DIEEUAAL Y D|SHAME B

2l 3
ol%tE H=dde U= 3551 O
0|01 o 3 AXO| Ciet & =722 A2UX(Food and Drug Administration,
FDA)Z, S 57t &AL XJE 27 X2QI3S(BPAC; Blood Products Advisory Committee)
=g, AEMA, A+ S et YFE selotl ATt
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Human Services (HHS)

¥ A Health and (

2.

10

[}
= "1

i

HAMQl =Lie| et

ik érﬂqﬁ"x

_—EAX AT+ N
Advisory Committee on Blood )

)

and Tissue Safety and /

N

—__ Availability (ACBTSA)

7 EAHA RRAY TN
\ 5| Blood Products )

4|2k U.S. Food and Drug
Administration (FDA) \xff'fisor“fommi“ff—-/

v
v

v
American Blood Center
(ABC)

American Red Cross

n

Blood Center (ARC)

|

T ER S :
United Hospital ) Hospital
e

3 (=go|= 7|2 3,100~3,900)

—___ Association -~

a7 23. 0| 2

-7 o 3geuns N

| American Association

“\w_ of Blood Bank(2}3])
il e

—

7Y U.S. FOOD & DRUG

ADMINISTRATION

Center for Biologics Evaluation and Research

l

OFFICE OF THE CENTER DIRECTOR

OFFICE OF BIOSTATISTICS AND EPIDEMIOLOGY
OFFICE OF COMMUNICATION, OUTREACH AND DEVELOPMENT

OFFICE OF MANAGEMENT
OFFICE OF BLOOD RESEARCH AND REVIEW
OFFICE OF VACCINES RESEARCH AND REVIEW
OFFICE OF COMPLIANCE AND BIOLOGICS QUALITY
OFFICE OF TISSUES AND ADVANCED THERAPIES

O 24. 0= Ao W

SAUAAH HYENM
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XN X S HE

oA

AOFMOIA Sl HAAIAS HYol= 1= CBER (Center for Biologics Evaluation and
Research)2 8712 EME 2Ydt U2n, 0|& OBRR (Office of Blood Research and
Review)OllAl M0l CHSH AAF 2 HIHE A4St 0|2 S{7fsk= CBEROIA O] ARE EM=
PI57tE EHYot UL}

OBRR OfAM= Ofef MA & 717101 Oiet 2t8y, RE
G7totd AL

0%
ffor
9
0%
=2
fim}
ro
HL
ol
o
40
:cl)g
0z
>

3 SHALSNHE H=ots UK

= K|Z(plasma volume expanders)

B~ oz
oy
_Hr

. QIEZ &M (Oxygen carrying solution)
NL==P%
—

lo ok g >

77| Y HAUTIUDE B 4 QU= T M URE AZEQ

ot A= 0j=9 WY AHes F2 HYE(Code of Federal Regulations, CFR)0IA
w85t UCH, £5| 0|7 AN MEstA M oE g HE 4FQl CFR : Title 210]
et 1 9 e X|E(Guidance)2 =0l AIFX{Q CHUSH HIAIGHS Z|AHLL 2|2 7|20
LeqF0 QUL

CFR : Title 21| &3 Part= Chgat ZLC.
§ Part 600 - General considerations.
§ Part 601 - Licensing issues.
§ Part 606 - Current Good Manufacturing Practices.
(Additional GMPs are found in Part 210 and 211)
§ Part 607 — Registration.
§ Part 610 - General biological product standards.
§ Part 640 — Additional Standards for Blood and Blood Products
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UMM 2He|7|E2 Part 6100|M, F7HXQ1 #H2|7|E2 Part 6400

ARA B MgEd 2 NYT|ZE2 Part 610.535 Falei.

H 17. 21 CFR Part 640 (Additional Standards for Blood and Blood Products)

Subpart A-—Whole Blood

§ 640.1 - Whole Blood.

§ 640.2 - General requirements.

§ 640.4 - Collection of the blood.

§ 640.5 - Testing the blood.

§ 640.6 - Modifications of Whole Blood.
Subpart B-—Red Blood Cells

§ 640.10 - Red Blood Cells.

§ 640.11 - General requirements.

§ 640.12 - Eligibility of donor.

§ 640.13 - Collection of the blood.

§ 640.14 - Testing the blood.

§ 640.15 - Segments for testing.

§ 640.16 - Processing.

§ 640.17 - Modifications for specific
products.
Subpart C—-Platelets

§ 640.20 - Platelets.

§ 640.21 - Eligibility of donors.

§ 640.22 - Collection of source material.

§ 640.23 - Testing the blood.

§ 640.24 - Processing.

§ 640.25 - General requirements.
Subpart D--Plasma

§ 640.30 - Plasma.

§ 640.31 - Eligibility of donors.

§ 640.32 - Collection of source material.

§ 640.33 - Testing the blood.

§ 640.34 - Processing.
Subpart E [Reserved]
Subpart F--Cryoprecipitate

§ 640.50 - Cryoprecipitated AHF.

§ 640.51 - Eligibility of donors.

§ 640.52 - Collection of source material.

§ 640.53 - Testing the blood.

§ 640.54 - Processing.

§ 640.55 - U.S. Standard preparation.

§ 640.56 - Quality control test for potency

Subpart G-—Source Plasma

§ 640.60 - Source Plasma.

§ 640.64 - Collection of blood for Source
Plasma.

§ 640.65 - Plasmapheresis.

§ 640.66 - Immunization of donors.

§ 640.67 - Laboratory tests.

§ 640.68 - Processing.

§ 640.69 - General requirements.

§ 640.71 - Manufacturing responsibility.

§ 640.72 - Records.

§ 640.73 - Reporting of fatal donor
reactions.

§ 640.74 - Modification of Source Plasma.

§ 640.76 - Products stored or shipped at
unacceptable temperatures.
Subpart H-=Albumin (Human)

§ 640.80 - Albumin (Human).

§ 640.81 - Processing.

§ 640.82 - Tests on final product.

§ 640.83 - General requirements.

§ 640.84 - Labeling.
Subpart |-=Plasma Protein Fraction (Human)

§ 640.90 - Plasma Protein Fraction (Human).

§ 640.91 - Processing.
§ 640.92 - Tests on final product.
§ 640.93 - General requirements.
§ 640.94 - Labeling.
Subpart J-—Immune Globulin (Human)
§ 640.100 - Immune Globulin (Human).
§ 640.101 - General requirements.

§ 640.102 - Manufacture of Immune Globulin

(Human).
§ 640.103 - The final product.
§ 640.104 - Potency.
Subpart K [Reserved]
Subpart L--Alternative Procedures
§ 640.120 - Alternative procedures.

Subpart M—-Definitions and Medical Supervision

§ 640.125 - Definitions.
§ 640.130 - Medical supervision.
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Registration and Product Listing Form'0|2t=
LM, 3E

eBER7} YH|O|EZ0] AT

HoyPl 11

SF(types),

2y U.S. FOOD & DRUG

ADMINISTRATION
EDA Home Page | Contact CBER On Line Technical Support

CBER On-Line - Login Screen

AS OF 03/15/2019 FDA'S SECURITY POLICY REQUIRES YOU TO RESET YOUR PASSWORD TO
RETAIN ACCESS EVERY 60 DAYS

eBPDR Users - As of 0211772020, the electronic Biological Product Deviation Report (eBPDR) is
accessibla through EDA Industry Syt . Instructions on how to submit the eBPDR on FIS are
posted on the Biological Product Deviations webslle This does not impact Blood Establishment

Registration (eBER) or HCT/P Establishment Registration (eHCTERS).

Use the CBER On- Ims system to make these electronic submissions online:
lood Establishment Registration
Tlssus Establishment Registration

New CBER On-Line Users
New users must first create an account. Create a New Account

Existing account holders may login by entering your user name and password below.

Create New Account | "User Name:
See Instructions. “Password: | | Eorgot your User Name or Password?
Contact Support *Application: [CBER On-Line - Main Menu ~|

REMINDER: User Names and Passwords are CASE SENSITIVE

« You are aus.
computer natwork, (3) all computers connected to this network. and (4) all devices and storage media
attached to this network or to a computer on this network. This information system is provided for U.S.
Government-authorized use only.

+ Unauthorized or improper use of this system may result in disciplinary action, as well as civil and
criminal penalties.

+ By using this information system, you understand and consent to the following

* You have no reasonable expectation of privacy regarding any communication or data
transiting or stored on this information system. At any time, and for any lawf
Government purpose, the government may monitor, intercept, and search and seize any
communication or data transiting or stored on this information system

= Any communication or data transiting or stored on this information system may be
disclosed or used for any lawful Government purpose.

system, which includes (1) this computer, (2) this

[J *1 understand.

*Required

J3 25. eBERY S2

UM =52 6“°éﬂf 1280l M=5
0

e 50t
st 702 =
%(eBER)Oi ks

2SI DUNS (Data Universal Numbering System) numberS
2 eBER AHi= CBERO|A #2|ctl UL

2. FAXHQ| =LA et

tCi0F otHH, D= ==

SHoHHE 4
goyglo| 0j=2 Ly Cf2olnt 4

Sofl HfEHS S=

—

E%OI eBER(electronic blood establishment

ot Mt 20179 118 2909E2H
to Ao 'Blood Establishment
Z5t040F St} 2018H 10 1€,
52 /IFok= HS0| FHEHALD

2o = KA.

l=13
=
PREERS

rr

ADMINISTRATION

U.S. FOOD & DRUG

EDA Home Page | Contact eBER Technical Support | Log Out

Legal Name:
Pre-Confirm Number: 57875 Todays Date: 05/25/2020

Location || Report Official [ U.S. Agent ”0wnerType|- Products ] Report m

Blood Establishment Registration - Establishment Type

*Establishment Type
() Community (Non-Hospital) Blood Bank
() Hospital Blood Bank
() Plasmapheresis Center

O Associated with Community
or Hospital Blood Bank

O Not Approved Medicare

(0 Product Testing Lab >> O Independent

() Hospital Transf. Svc. >> O Approved Medicare
() Component Preparation Facility

(O Collection Facility

() Distribution Center

() Broker/Warehouse

() Non-Hospital Transfusion Service

() Manufacturer of Licensed Devices

(O otner[Select Option v || |

*Required

[ Continue |[ Clear | Refresh |[ Change Facility |[ CBER On-Line Main Menu

FDA information collection OMB Control number. 0910-0052
Expiration Date: 6/20/2021 Previous Editions are Obsolete
€BER v1.17.00
Updated 03/1522019

tact eBER Technical Support | Help with fillng out this form | Release Notes | FAQ |
‘Contact FDA | Privacy | EDA Home Page | FDAA-Z Index | Accessibility | HHS Home Page

FDA/ Center for Biologics Evaluation and Research

SiH

10) https://www.accessdata.fda.gov/scripts/cber/CFApps/Login/Index.cfm?CFID=14371273&CFTOKEN=
3bf68105249a55d0-A85D0D0OF-1372-5AE1-674338933A9DF71D
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(p2Y U.S. FOOD & DRUG

ADMINISTRATION

FDA Home Page | Contact éBER Technical Supgort | Log Out

Legal Name:
Pre-Confirm Number: 57875

Todays Date: 05/25/2020

[ Location |[ Report Official |[ U.S. Agent |[ Owner Type |[ Estab Type | JFiGUGH) Report || Save |

Blood Establishment Registration - Products

| Add Other Products || Continue || Clear || Refresh || Change Facility || CBER On-Line Main Menu |

Donor Types
i O

Allegeneic Autologous Directed

STORE AND
ManuAL fauTomateD] o, o] LEUKOCYTES DONOR BacTERIAL|PATHOGEN
COLLECT| s preResis| apHERESIS [0 E| RepuceD | RRADUTED|peTesTEof TESTIDISTREUTE] TEsTING | REDUCED
bl @ @ @ ©) © o ®) |TOOTERS]| 4 )

(1) WHOLE BLOOD

(2) RED BLOOD CELLS (RBC)

(3) RBC FROZEN

(4) RBC DEGLYCEROLIZED

(5) REC RECONSTITUTED

(6) RBC WASHED

(7) RBC REJUVENATED

(8) RBC REJUVENATED FROZEN

(%) REC REJUVENATED
DEGLYCEROLIZED

(10) CRYQPRECIPITATED AHF

1) PLATELETS

(12) PLATELETS PAS (PLATELETS
JADDITIVE SOLUTION)

(13) PLATELETS EXTENDED
DATING

(14) PLATELETS WASHED

(15) GRANULOCYTES

@)

(16) PLASMA

(17) PF24 PLASMA

(18) PF24RT24 PLASMA

(19) FRESH FROZEM PLASMA

(20) PLASMA CRYCPRECIPITATED
REDUCED

(21) LIQUID PLASMA

(22) THERAPEUTIC EXCHANGE
PLASMA

(23) SOURCE LEUKOCYTES

J% 26. eBERS| S=E FHAA|

&40
=1

OflAl

2529 UMMz eBER systemOf Z&t=0] 2, 5, AVf, A= MEE A=
Zafot ULt SZos M, MIA, 2ld(ejuvenated), dSEE, PAS E2Z 59| MAE
0] AT 7IE LA EZYEX] E2 FHMME oi/IELIA ol HR0U= FMHES
ot 4IF0[ 7tsot, Heol ATSHRUS pooling SHAHL 2018 HACZ Lis= S Hae
I= 222 229 5/t =0 osiigotk| =M.
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Next Page Export Data import Data Reset Form Previous Page
Form Approved: OB o, 03100014 .
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Food and Drug Aminisiration ek PRA Statement o pages 3 T 1. rom Foa 1571 (21 Crr 372 230000 s Protocat Gontuea)
INVESTIGATIONAL NEW DRUG APPLICATION (IND) WOTE: Wo arug ologis may be ShDpEd o ] 2. Table o Contents (21 PR S1223(31(2) Ll & iesmutons evew soxs aaz 21 co8 312 230600
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1. Name of Sponsar 2. Date of Submmission (mmvddyyyy! 7] 5. nvessgators brochure (21 CFR 372 23EKS) [ Enron: e or ctaim for sxciusion
71 5. Protosol (21 CFR 312.23(a0) 1 P 312 2T
[3. Sponsor Adaress 4. Telephons Number (Incls country coe T ey et e 2ogarn T o Prarmacoiogy and tomcology data (21 CFR 312.23a01)
Amcrees 1 (stest sgarers, PO b, Eampany e 28] appicatie and area code) [ 5. Previous numan sxpanancs (21 CFR 312.23(3)9))
3 Dl vestigair data 21 27 312 3y o
P by I 0. Aatonas imormation (21 GR 12 23(a10)
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| 20rme not to begin cinicalinvestigations unif 30 days after FDAs receipt of the IND unless | ecsive sarier
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IND if those

7B, SNOMED CT Indication Disease.

8. Phase of Clinical Investigation to be condusted [ Prase 1 [0 Prase2 [0 Prases [0 otmer specmy:

requirements set forth in 21 CFR Part 56 wll be responsible for iniial and nx-mmnm; review and approval of sach of the
1o conduct the
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21 CFR 372300
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7] wivicus paners, Non-
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3. AN =H WY S

ol2{sh HiZstol 2218 T sisty WiHe AMgsto] HiE|2of, Hiol2iA 2 AES MASHAL
HiZ- gt 7l= HEA =&2k(Pathogen inactivation, Pl) 71=0] S HARAL SIgA 2T

12 =52 = Us U= HMAIZHLD JACH, MNAMC=ZE HEX =5t 7|lse2 Tt
Lizks 307H= O40] g1 Ut HelH =83t 7|2 S5 |
o5t HAMHM|K|(buffy-coat derived platelets, BCPLT) F= M2 HAMK|H|(apheresis
platelets, A-PLT) S R UMK HZ AAHO| S0 JHY 2 ARBEHD UM, HYUX
=3 #Hoi] 2019E 98 O|= FDAOME, =0 226t M0 7Hy Fofeh am
MIMO| CHol Hedx E&sts MRSt AT MEE MZHIYS MFeHx =HCh= 7H0|=2elng

HHOIL.

SiXf MAXMC=Z 0| AMEEE 7I&2= INTERCEPT Blood System X&1 Mirasol PRT
System H|E0| ULH.

o
HI mo

INTERCEPT Blood System (Cerus Coprporation CA, USA)2 AHl(psoralen) st
5t Z20I| amotosalen (S-59)2 ARStT UOM XtelM A(UVA, 320~400 nm)S <F
TG0 FEAC Siits HIZIRKMO=Z  WRIABH(cross-linking)ot0] HHANE =S|
UVA ZAL & HIZSHX| 42 amotosalenit #EtSZE (photoproduct)s AI75k7| @{ohM
XM2let E@ATHMZE compound adsorption device(CAD)E &R0l11 U= HHOZ K7{A]
BTN 16~24A17t SO HEst & YATS z2E HO=E A 8 4 Ot Cerus
0 722 20024 ATHMO| CHolf, 20044 SEHMHMO| o & CE markE ESoiR
0j=0iM= 20144 FDA &012 210t O|=0ilA 24XH TSt QUCH

me' Mo N
B o =S
o BN o

—
=orr

t

|0

Mirasol PRT System (Terumo BCT Inc., CO, USA)UMe= 2|2Z2t(riboflavin, vitamin
B2)S AT 2&st £ 265~370 nm I FHo| Xte|M(UV)E 2 1027F ZAfotH
BRIA| SHARO| HIZISIXIQl Z-M3} &A(photo-oxidative damage)S YO7|H EICh 0] AJAH

M= Pl X

it
ol
b
N
b
o
m
o
0%

20| YAMAMME 3 £ U= HHO| A2 T §22
INTERCEP 20| 2 0|X|[= 2 H1E 1 ULt Miraso PRT system2 QZ0A Medical
Device Directive 7|&2=2 &012 EUCH, AT X HMAN S CE markE =SSIRCLE

OtA O|= FDA =22 XA X5t Oj=U0ME HOHE D UK 5T

11) Impact of the FDA Guidance “Bacterial Risk Control Strategies for Blood Collection Establishments
and Transfusion Services to Enhance the Safety and Availability of Platelets for Transfusion”
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Transfusion

Manufacturer Technology Key mechanisms Licensing Countries
components
Cerus INTERCEPT® Amotosalen+UVA Platelets (apheresis or CE marked 22
Light (320-400 nm) Whole blood-derived) (class 1II) 2002
INTERCEPT® Amotosalen+UVA Plasma CE marked 13
Light (320-400 nm) (apheresis or whole (class 1IlIl) 2006
blood-derived)
INTERCEPT® S-303(FRALE) Red cells n/a -
INTERCEPT® S-303(FRALE) Whole blood n/a -
Terumo Bct Mirasol® RiboflavintUVB Light Platelets CE marked 18
(280-360 nm) (apheresis or whole (class 11B) 2007
blood-derived)
Mirasol® Riboflavin+tUVB Light Plasma CE marked 11
(280-360 nm) (apheresis or whole (class 1I1B) 2008
blood-derived)
Mirasol® Riboflavin+UVB Light Whole blood CE marked 2015 -
(280-360 nm)
Macopharma ~ THERAFLEX® UVC light Platets CE marked -
(class 11B) 2009
THERAFLEX® Filtration+Methylene Fresh frozen plasma CE marked 15
Bluetvisible light (apheresis or whole (class 11B) 2004
(400-700 nm) blood-derived)
Octapharma  Octaplas (S/D) Solvent/Detergent  Large—pool of plasma Licensed (in UK) 32
(apheresis or whole 1998
blood-derived
VIPS n/a Solvent/Detergent  Single donation or CE marked 2009 At least3
mini-pool of plasma
(apheresis or whole
blood-derived)
Vitex INACTINE PEN 110 Red cells n/a -
EX: Blood Transfus 2017, 15: 512-21
oM A8 Thseh AIAEIR FHERler HIO[HA, HHH2(0t 7|dE R #YELE HEHsfole A
OF YBEURR, D22 CHITT BIE ANES AATIK| 2002 vCID S HOb YU
Aoz UM Tt HEAXN S XM2lE dAMO| 551t S SEet HHUM AR
oft 4= Aoz HE QIOH, Kot ot A= £ e S/IE AKX OHE
Oy A0MeE HADX] LUS0| EOE0 QUCE Of2fet SATAMK0| et HEMEEst /Is2
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ZWOAME Mirasol PRT systemdt INTERCEPTOH Cieh 17274 20133AE0] E0FE HE QUCH
(het~getalX]. 20135 24: 128-139). oiE ¢4 2o, T A[AH ZEO|M HEH =gt =
Ol Al S8 2 R dATAHC SH0| RXEsE A2 BII5IMCT

ot

3.2.2. =i EEN =Est 7l k¥

mjo
r

R
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SN Q=7(710 CHeE AfX 7|EE2 Ef% t 2Lt
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=23 HEUE

(Iﬂaoﬂ of Ee.ﬂ E%PEI(H 91%). 2t op %0|§7|7| g%gc_% ﬂ| sHo= 71j AH7I~E||]:1
Intercept Platelet Processing kit ZXI2 QA0 2t o270 B2 o2 mictEL|C
s ot2d A=7)7| 5 H 559 S50 &8t AEAIYA

N TADOI| T2t “SHHXRIRI[ (AG6010. 01, 3520 25

o2 merELC,

A —.
- *
I 1

ikl
=l

fil: O|FEQl OfREMHUE 0|4l & GVHD X|80| ALEdt=
hotopheresis Al AFBEE SUFTLE XYYt A
FEEH QfEcz Eio 57tz oA gz

> o

oo UVE ZAIGts HA

(Intercept INT 100 illuminator) A7 oI, HPE ©27)7| Mol HEtEos
g oz717101 SHFEHHM, 2=7|7] F5 H F5E S0
o et AEIAYAN DADO M2 ZEFE AL

% ol ZAP7| (A16000, 252)02 BRE Ho= MzZEUL

2) 2%= oi7t

FEM=2eEs TS0 MEE UMK et 2 LHHE, MHME= SJoi717F QoI

- Platelet, Recovered Pooled, Pathogen—Reduced

- Platelets, Aheresis, Pathogen—-Reduced
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Ol= FDAOIIA= Ol= L SAHHOA HEN =2
ZoISEHES OFEol0] SHIOIX0] AAGIRL:. = AFMM=E oid 2SS

= SATFVIZHPAS)H RERE HEMZA HATHELL 100%

A HATHHE 2SI KAl

1 HE HZEAES

TXAS| pH

0

(PAS)| RRE HEALA ALK 100%
EWIHI% T=0t0 HAl
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3. EAXAQ| =H| W

Implementation of Pathogen
Reduction Technology in the
Manufacture of Blood Components in
Blood Establishments:
Questions and Answers

Draft Guidance for Industry

This guidance document is for comment purposes only.

Submit one set of either electronic or written comments on this drafi gusdance by the date
provided in the Federal Register notice announcing the availability of the draft guidance.
Submit electronic comments to hitps:'www regulations gov. Submit written comments o the
Dockets Management StafT (HFA-305), Food and Drug Administration, 5630 Fishers Lane, Bm.
1061, Rockville, MD 20852, You should identify all comments with the docket number listed in
the notice of availability that publishes in the Federal Register.

Additional copies of this guidance are available from the Office of Communication, Outreach
and Development (OCOD), 10903 New Hampshire Ave., Bldg, 71, Rm, 3128, Silver Spring,
MDD 20993-0002, or by calling |-800-835-4709 or 240-402-8010, or email pcodiz fda hhs gov, or
from the Imternet at

hups:fwww fila gov/BiologicsBloodVaccines GuidanceComplianceR egulatoryinformation/ Guid

ances/de fault him.

For questions on the content of this guidance, comtact OCOD at the phone numbers or email
address listed above.

US, Department of Health and Human Services
Food and Drug Administration

Center for Biologics Evaluation and Rescarch
December 2007

JF 29. FDA HYA| =251 2 2oI3EA
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3.2. ¥ HAH[X|(Modified blood components)
3.2.1. HY LMHKC| ILHL| oig

MIZ Zati(washed platelets)2 SYE=0 Qg L2 =7|8S E= OfLHEHAARS 39
=g 0|yt LM ool7| o At&otk= MM=EAM, 2 Li2te 927 0M efMEEH
AtEotl U= HEXQI HMHKOILt. =, &F 52 0/0] AWM HMZE Al AT HIHA|
BAUPAS)E MESID U0 MMILATKKC SSF57IE 2 205HK| 210 ULt
RED CELLS WASHED E’ll:EARETSESl_fNEI.EELET ADDITIVE SOLUTION

LEUCOCYTE DEFLETED

a3

——000 34

B LI} e e
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3. dHXH|e| =X Y S )

020 ME BHE HAHH KM (modified blood component)llA H&(modification)2| 2|0|Z
ST ORI, TARM AL S Holis, MA 2 Ao 8BS =0l= 7182 Hoot! AN

0[0i CHaiM= S/ IEel S8t #HE 2 UK @2 A2z 2Ol

CFR - Code of Federal Regulations Title 21

0 FOAHome O Medical Devices O Databases ﬁ: Eligibity of donors.
; 64052 - Collection of source material
m ﬂﬂﬁﬂ-ngl_tnde
The information on this page s current as of April 1 2019, e mm S
For e ost -Gl versin o CFR The 21, g0l B Blchonc Code P et eCFR). - STH0SD; Gl ol el o paoicr
§ 640,60 - Source Plasma.
§ 640,64 - Colection of blood for Source Flasma.
; 640,65 - Piasmapherests.
; 540,66 - Immunization of donars
Hew Search Hlp | e Abut 21CFR ; 640,67 - Laboratory tests.
jﬂ_ﬁ-genu'al.redummts
TITLE 21-F000 AND DRUGS : . :
CHAPTER -FODD AND ORUG ADUINSTRATION ot e
DEPARTMENT OF HEALTH AND HUMAN SERVICES 54073 - Reporting offatal donot reactions.
SUBCHAPTER F-BAOLOGICS 40,74 - Modification of Source Plasma.
- .76 - Products stored or shipped at unacceplable temperatures.
Sul mH-&lhumm [Hnmnrll
Sul
£640 1 WhokeBiod o
I oo Modified Blood Components
640 Testng e tood Blood transfusion is the most common procedure performed
SubgartB-Red Bood Cell in American hospitals, Blood component modification
%:wﬁm decreases the adverse effects of transfusion, including the
0N By ol transmission of disease, and facilitates the awvailability of
e rare units. Modified blood components include leukoreduced,
640,15 Seqments o fesing. irradiated, frozen, washed, and volume-reduced products.
SOt Proessg.
mm_ﬁlmwwmm Julie Katz Karp, MD
§64020- Pl CAP Transfusion Medicine
1A e O Resource Committee
§640.33 - Tesling the blood
M ,Rm | Authority: 21 U.5.C. 321, 351, 352, 353, 355, 360, 371, 42 U.5.C. 216, 262, 263, 263a, 264.
602 Gene requiemnts. Source: 38 FR 32089, Nov. 20, 1973, unless othervise noled
Subart [-Plasma
m'm Updated: 0911972019
%:mtmm 1meed help accessing information in different file formats, see Instructions for Downdoading Viewers and F
6403 Teng hebisod | ﬁmmﬂaw: Espafiol | 8530 | Tiéng Vigt | 530 | Tagalog | Pycomtii | £ | Kreydl Ayisyen
S840 34 - Processing
Subpart £ [Reserved]
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2= 42, Y=7|H0M= KA AH|Z 1990EHRE AMEoICL 2016 SHGUAM 2

= oT,

HAUXIAIN HZESH MM ESZXEEATO| et S=07tE S2EN ANz URMYRIATL
Olg7|20| MAMYEALLEATS JEotH =AU 201990 “Transfusion and Apehresis

oe0

Science™d| s LHE0| EIEHA PAS ARZ0| CHoH AHAZoStl UL

il ol A}
0" Washed Platelet (M - _'_'*) Transfusion and Apheresis Science 2019681162168

Reduction in adverse transfusion reactions with increased use of washed
platelet concentrates in Japan—A retrospective multicenter study
Emi lkebe™', Sahoko Matsuoka™', Asashi Tanaka®, Yuji Yonemura®, Yasuhiko Fujii“,

Akimichi Ohsaka®“, Hitoshi Okazaki’, Junichi Klt'lz.:wvaL . Sh].nlchl Oht'u'u Takayuki N'Ik'lya_nlﬂ B
Shun-ya Momose", Izumi Miwa', lelzo Taira', Kuro Tovotg . Shuichi Kino™, Hidefumi Kato',

Isao Hamaguchi™*

In Japan, several medical institutes have been washing PCs

within the facility to prevent ATRs since the early 1990s, but it has not

been common. The Japanese Red Cross Society (JRCS) has developed

methods of washing PCs for the productization of WPGCs [12,13]. In

September 2016, at the reuns} of many Japanese medical institutes Decreasing the volume of plasma by washing or by re-

and upon approval by the Ministry of Health, Labour and Welfare in . - .

Japan, the JRCS began releasing WPCs commercially as a blood pro- placement with platelet additive solution (PAS) has been shown to be

duct. effective in preventing adverse transfusion reactions. As the USA and
most of the countries in Europe use replaced PCs (RPCs), in which some
portion of the plasma is replaced with PAS, there have been few mul-
ticenter studies on adverse transfusion reactions to washed PCs (WPCs)

EX: Transfusion and Apheresis Science 2019:58:162-168
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3. dHXH|S| =X JHE

2 18. ZLH 57t MAEHAT HA (2021.11E 2|F)

HE/ | 87t _
eu| A A=Y e 817 }euRt
| USRNSSR sk e | ]
1] HE | ot U gmmam | EERIKAASEREOE | 2020-03-05
=21
o | i | sy | TERARBRROMZREEEAE | OEARAREROM |
B HE{EA T REAT) M slo2]
| MRS EY s e | _
3| ME | ot <A1|i+zwt; LSRN S SRS | 2020-03-05
| OEENRMASER s AT | ]
4| HE | sP ; w;;i; T | DEENRAMS YR | 2017-09-19
=2
HIE GENE BATHA RIZ

UL & L 3| 8(%)
(X10° cells/jL) yield(X10™)  velume(g) (10" cells/ul) yield(X10™)  volume(g)
1427+2250 36+06  252+#125 1,377+1882 3.4+05 24619.2  94.4%9.2

J% 33, O|27|H AH| M4 MHBAT LS Y pe)

21 o
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3.2.2. Il 8% (Platelet Add
AT HIHA|
e A,

Eot BAT MESS =
A HE SO Al
PASE Of2] LI2tolN XIE ZZED

AP0

HEANHA EATHANE M=

=007| ?Igh %

oro A
%QD:I k o:l

A = —
e = y—

=ol=
£

SOEH e A2 ICCBBA

H 19. Ctdot PAS 7

Acetate |Magn

29 (Platelet Additive Solution, PAS)=
ot7| {loiN= Ha

A7} HE ooz Aﬂg‘%é)\rﬂ H
olom 7 L

Medical Device Class 2 &

22 U S gk

PAS HXl= ISBT 128
Council for Commonality in Blood Banking Automation)XlA] ot
S 0|X|(https://www.iccbba.org)OflAf

itive Solution)
232 ¢

Z4xoz

IS
822 o

QOIA
0o

250} QoD Hlekk
A

Z7|721 ICCBBA (International
HHH 2t HAO

Previous ISBT 128

Alternate
Name

esium | Potassium |Gluconate | Glucose
Names
Not named

NS
Not named

New Name| Citrate | Phosphate
NS

NS NS NS
PAS(1)
PASII

PAS NS NS

PASII, PAS-2,
SSP, T-Sol

X X

PAS-A

PASII, PAS-3, PASI

PAS-B

Intersol
PAS Il Mgk(note,

Composol PS

PAS-C

should not have

Composol PS
been called

PAS-D

PAS lIlMgK)

PASIIM, SSP+ Not named

Plasmalyte A,
Isoplate

Not named

Not named

PAS-E

X

X

PAS-F
X

X X

PAS-G

X
and Eckstein, R; The New Generation of Platelet Additive Solution for

Sourcd: Ringwald, J., Zimmerman, R.,
Storage at 22C: Development and Current Experience, Tansfusion Medicine Reviews, Vol 20, No 2

(April), 2006: pp 158-164.

X https://www.iccbba.org
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A= Aoz 37t 82 M= "Drug-Device Combination Product’=2 {75t QUC}.

=LHO| R PASE HUSIIAL of= 7|¥=2 |, ¥

ZOIHH0| M2t PAS MIZO0l FAK ERAUZTLE 2R
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of sigsols d=otE S5 YU FoPAA Eolortl 4T
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k= UM SOl SHE=X 840

I 12 od 19
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]
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HAMPEOO| HEE NHHALO BN (H34HSISIX| 2017;28:67-76)
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LUK HAKtE ZFE Q[T QHHM]. AZOFZOHIHETIE 2021

Futaba Honda. /N1 F#EZFEROAZEEIC DOV T, (HIO|Q 2E0| £0I AMAt0| CHalH) xSt
2014; 74:47-52

https://www.iccbba.org

https://www.bloodinfo.net/

http://www.bloodguidelines.org

http://www.jrc.or.jp/mr/blood_product/
http://www.japaneselawtranslation.go.jp/law/detail /?id=3213&vm=04&re=01

EE M EERBREORE BYHERVREMEOHRECE T 5EE.

HAEY B REIEE

Guide to the preparation, use and quality assurance of Blood Components. 20th ed., 2020
CAN/CSA 7902: Blood and blood components “CSA Blood Standard® (February 2010)

THE WORLDWIDE PLASMA PROTEINS MARKET 2016 (2017 by The Marketing
Research Bureau)
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22 1. EDOM “Guide to the preparation, use, and quality assurance of blood
component’Chpter 5 (Blood component monographs) H%2 (2020. 20" Edition)

PART A. M& (Whole Blood Components)
1. Whole Blood (¥
2. Whole Blood Leucocyte-Depleted (BHRT1HH M)

PART B. M&THX| (Red Cell Components)

1. Red Cells, Leucocyte-Depleted (BHEHTO{IIHAH XETR)

2. Red Cells, Leucocyte-Depleted in Additive solution (E7tH| 80| S0{ Q= EiE0{w}
HA XA

3. Red Cells (s&5X&7)

4. Red Cells, Buffy Coated Removed (M{ETAZSHH M)

5. Red Cells, in Additive Solution (H7IH 20| S0 U= XH7)

6. Red Cells, Buffy Coated Removed, in Additive Solution (H7tX 2940] S0 U= S
ASHAH M)

7. Red Cells, Apheresis (ME2xEXST)

8. Red Cells, Washed (MIAZ34T1)

9. Red Cells, Cryopreserved (SZ2X31)

PART C. 4™ XX (Platelet Components)

1. Platelets, Recovered, Single Unit, in Plsama (3|3 s&84M)

2. Platelets, Recovered, Pooled in Plasma (28 s=84M)

3. Platelets, Recovered, Pooled, Leukocyte-Depleted, in Plasma (Bi&7HH S SHAM)
4

. Platelets, Recovered, Pooled, in Additive Solution and Plasma (B7tH 20| S0 Q=
=2 gam)

o

Platelets, Recovered, Pooled, Leukocyte—Depleted, in Additive Solution and Plasma
(A7tH| 80| S0] U= HWHAMAH 2 FAH)

Platelets, Recovered, Pooled, Pathogen-Reduced (H¥AZA E AM)

Platelets, Apheresis (HEX{SEAI)

Platelets, Apheresis, Leukocyte-Depleted (MY HEXHSSHAL

Platelets, Apheresis, in Additive Solution (B7tH 2240 E0 Ues HEIHEHAD)

© 0 N>
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10. Platelets, Apheresis, Leukocyte-Depleted, in Additive Solution (E7IX| 40| S0
O|= HHo:i?.I-”j—l J\‘I‘=' o:io:l)\]lf)

11. Platelets, Apheresis, Pathogen-Reduced (EeX =S&st X2| HEMHSHAT)
12. Platelets, Washed (MASAI)
13. Platelets, Cryopreserved (SZ&AM)

PART D. 8% Al (Plasma Components)

1. Plasma, Fresh Frozen (AMSZSEZ

Plasma, Fresh Frozen, Pathogen-Reduced (HYA £&3 MMSZSE)
Cryoprecipitate (SZZIZXIH])

Cryoprecipitate, Pathogen-Reduced (B8 =&st SZ2ZITXA)

Plasma, Fresh Frozen, Cryoprecipitate-Depleted (SZZIMAA HAH AMMSASE)

ok WS

Part E. i&LA|H| (Blood Cell Components)
. Granuolocytes, Aphersis (ME2&/E 1HET)
2. Granuolocytes, Pooled (22 IHEF)

PART A. & (Whole Blood Components)

1. M&(Whole Blood)

Foot £4

M2 HHXNZEE FHsS Soff LI gl SSIAHIZE S07t U= HAMS ALESH
TES HHoICt ML FAMHME HZEE £ U= FMZ0|H, HIAHIHH MBS F=2
A3ttt H|07| &|(irregular antibodies)’t 540|0{0F +¥82= A2Y 4 UCt.

D[S
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siolsfof & 1= 27 Mg HE BA E=
ABO, RhD 2AHY GA D= ol
Anti-HIV 1 & 2 QISE HAIHORZ Als5t ZAOIN 24 BE 3
HBs Ag QSE HAIHORZ Al3t ZAOIN 24 2E o
Anti-HCV QISE HAIHOZ Al3t ZAOIN 24 2E o

ASIME Helet & 1 450 mL £ 50 mL
A& Volume* 0] EXSHE Q0| Ofd A0 10| M2t SPCO w2t A
HEop] 2razlsofof Sic
sea2el B Tl A4 45 g SPCO| T2t 2%
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* HAket ©R9 90% 0|40 0] 7|=0 XefohoF Sttt
28 Y es
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g5 1. J
ElQI5of & &= 25 Ag CHE AL BT
0] HEFESHE 0| Ofd ZAR0l= 10| et
eS| et =(0{0F STt

slm22yl st A F|A 43 g SPCO| w2t 24
RHO{ BB 1.0 x 10° &9 SPCO| 2} 2%
RE7I7 2= g8 & mass? 0.8% 0|5t SPCO|l M2t 2H
* AAst T2l 90% O[A0] 0] 7|&0| AgfoHoF St
Ha U 2E
ST MA M2 2~6T 2Z0N HESHOF ST RF7|7H2 AIEE SSOAH SHof| ot
=20t ol =0{, CPDA-10] M&E 429 f=27(712 3590|C 2& Aldls BtEA| HESH
TSAARS 0|ZoH0F o, 24 A2t 2EAIZtSH 10CE Z=U6HK| RS oHoF St
B
gfle E =7t P M@ 7|&2 &4off0F ot CiZt Oof2f EAHE =2 2t
HIEA| IR0 QUOC{0F SHCY.
o MAEXFO] AME (Produce's identification)
¢ 117 AlY B,
o JAMHKCl 0|5 HMEY 4 U= product code
o o HE29l 0|5
- ABO ¥ RhD &oi;
* ABO & RhD 0[2[9] Hotd HHH (ME4H);
¢ AEY Y g©E EW)
« 27017 B (7).
o AIES ASIH EAOl 0|5,
o HARM BAL & FIHNOCE TE FJEEHS E9);
o I YEO BRI = 2
« HAURL,
o 20| 2 AREdliME o ELCt

=
ox me
>
17
i)
00
ok
o
$0
N
-

':i
T =0

0|

O=2 MEdfME AEbE 2+
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PART B. H&3HH (Red Cell Components)

1. WEIIAH HET (Red Cells, Leukocyte—-Depleted)

oot £4

2 YUNHME= WL MAZR] T E= ME=RH “”3*?-% dYFEES WS 55
MHA0|CE ZHA 4099 slE2=fl %%FO Dot en, o0fE332 0.65~0.750]C.
= HA LHolE #EHTIE 1.0 x 10° 7 20t XA IS0 QO{0F St

roh

rr

=
gero=z THE M ot= OPP /&S O|83l0 Bd+E Moo MZ=EC #ES ot
o

et
nx
rlo

ol il
S
(0]
:
2
=
=2
—
0%
ﬂ
i
_\IJ_
2
FH
MM
0%
E
o
nl

QAANE U EETE
I 5B-10f &Ols0} -
QISiAl= 0] O]9 FJ HAF Q7 4 UCKHON, MY My 7|F &X),

H 5B-1

S101510} & 3= 27 Mg HZE ZAF E=
M= Volume* AMZE S0 2t 20 =6 29 SPCO| w2t 24
Hematocrit* 0.65~0.75 SPCO| o2t 24
o = T CE EA 40 g SPCO| o2t 2%
* ZAABE EH919] 0% O|Af0] O] 7|Z0] H3HaHOF BiCt.
27 Y 23
#ET R WY 5
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SN A S HEE

B
ST A MY sY
41
B HA MEl Y
2. MM 890l £0 Uz WHPOWAMAH XHEFT(Red Cells, Leukocyte-Depleted in

Additive Solution)
ot £4
2 SUNHE MY, HUIM0| MUtE sERXNES, MUIH0| FUbE dwEH AS MA NMALEREEH
BHSTIE KSI0] MIRE SAAMFOICE EA 4099 oS24I 0| KT UCH, SNIEIEHS
0.50~0.700|Ct. 2 M| LHOl= #i&T7F 1.0 x 10° 20 ECH XA 20 QU0{0f Sit.
ZH|
MO Z Ot 7|ES 0|80t HEAE M50 HZohH, @iy ous g Be = 48
AIZtE OJLHO All=l= 20| BEEEEOICH
HIZE H
- MYS THE Sof oust = HMELZS & S M7SIE JAl HVIH 8Us €2 =

THAYA =6 M=

« UM 20| MUtE sEHET MMHE EHE Soff Kot ME
QAR 3 E&EE

bB-2 E2lclof & ArdE H2loIRUCt. ZH F7| 0| W2t a8 U= ARZo| lofii=
0] 029 F7} BAPL @7E £ QKA 9 &, MY ME 7|& FX)
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SO

T AR

= ZAF EIE

&2 Volume* ARE gitof o2t 20 Faf 2N SPCO|l ot 2%
Hematocrit* 0.50~0.70 SPCO| w2t A4H
slz==tl o Held 24 40 g SPCOi| M2t A%
" ZAlE 910l 90% 01O O] JI1Z0 ARIHOF BiCt

2y

WD H HED SY

a1

W Y SUSH CST 22 FLO| FOUNFO| FItEC

« AIMOF MERE A 5Y O[] 414 HAS ASSHOF 5f0) L
ANSHHEYOR HEIHA AGHOF BT

MU S HEE HASHL H2 HA
o H

=20
W} S0 O, B2 W

N7 MES 2 BYS M B0 MY

0L}, == M+ Wols

x|
BT CHYs YOR matE 4 QL

Zf =719 780l M=

oiM= Ol O|I9] &7t HAPE 71E & UMK 9 &, Hgd M

SE HAEICE,

HJE—"

25~3.0 x 10° 742
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XN X S HEH

H 5B-3

B[OI5H0F & &= 2F M CHE ZAF B
MEE Volume* 280 mL = 50 mL SPCOll M 2H
Hematocrit* 0.65-0.75 SPCO| m2t A4H

* HARRE TR0 90% O|40] O] 7IZ0 = gfaHiof

ro
inl

1 Y 28
6Ei I

s

4, WHIAXZKH X&F(Red Cells, Buffy Coat Removed)

Bolgt 44

HET IEN) HET SEUS MO B LI} HITZE £2 M0 MED Hu7
S20ICt A4 439 @228 BFO| TR D, SNIEIS 0.65~0.750ICt R
SN HETEEY Uols of 1.2 x 10° 4 Dlstel wHnrt 20 Yo, Ane)
H

% _| 2 =
SO Tt BABE CHYSt ¥OR marE 4 Q.

[ o=

|

WHTEH HERSEUS 4 220 o) MHRLE IS, 4R $ BY Y H)
TE 59 20 ~ 60 mLE MHRLE HIIGl0f, WY we MHILE 10 ~ 30 mL HEO
M7 a40| M7ICH 0.65-0.759 MBT 88X DISV| M= S28 HNS Ealeln
RLO{OF BtC
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SO

tH, Of MAof ol CHE &=2 B 5B-40] QOfoiL.

25 Argt CHE AL B
&2 Volume* 250 mL + 50 mL SPCO| M AH
Hematocrit* 0.65~0.75 SPCOI| m2t 23
G ool FA 45 g SPCOi| M2t A%
THo] H S (1.2 x 109/ SPCofl w2t 2

S1212] 90% 010 O] 7|0 XEaHor B

= XMdT(Red Cells, in Additive solution)

IﬂEJEH
;L Hoﬂ“ o 2.5~3.0 x 10° 7O WHTI} EUE| YO, FYER
(@)

|'|_|0|I

%“éi% Mgt = Qe &9 /M %5 22 M+ d=0I|t
o o]

o, S0fE32 0.50-0.70 O|ct. H7t
|

oz z3d 4 M'Er
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XN X S HEH

WOD MHS M3 5 YRS HIYS MK FIH

H 5B-5

ERl5HoF & o= Q7 Aed 2 ZAL B
Volume* AEE S0l o2t 0| Fof 2F SPCO|l w2t Z2H
Hematocrit* 0.50-0.70 SPCO| w2t 2H
slz==28l & oY AA 45 g SPCO|| w2t ZH

Ol
O

* gAket 19 90% 00| O] 7|=0 MEoHoF S

P

MY SUSIO TS 22 ZLO0| FOIAE0| FIHEC

« AMOF DEAE Al 5Y O|LHO] A H4S AIZAOF ofDf MESE U= HIIAS HIHGHD
AMERETOR BEHA ABHOF BT,
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6. H7IH 20| E0 U= WHAASH M NME(Red Cells, Buffy Coated Removed,
Additive solution)

Bolor 44

MHUBRE BT WHT GBS (R Aol BENO YYNE0| B2 KIS =2 o

RIES 55 HERRFO|C,

A 43 g HPIRY BYS HSHOF GI0Y, HOIEIS 0.50-0.70 OICk. F7IA0| 491
55 HET Uols o 1.2 x 10° 7§ WETIt SYUE/0f Qlon, RARe| Wl M2 HANE

|_'_|-OF8I_ %FOE EoI-EI _J'k_ OI|_'_|-

|

HHTASTP] HETEEUS PR offf HERLE NI PRl 3 BY U HI
TE 59 20 ~ 60 MLS MHRSE Mol Y we MHSEE 10~30 mL P
M7 A40| M7k PRSI0l BHS HIGHL I SUS BN SN Al
TAA| BRI

H 5B-6

sloIsH0F & 32 27 AN HE B B
M2 Volume* AEE SO M2t 0] Fof 2F SPCOj| 2t Z2H
Hematocrit* 0.65~0.75 SPCH| w2t 2™
=28 g HAY EA 43 g SPCO|l Mzt 2%H
THO{ EHE L (1.2 x 109/=¢ SPCO| Mzt ZY
* ZAPBE ©19/9] Q0% O[40] Of 7|Z0) Hgtaof B
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SO

H 5B-7

ElQlsHof & = 27 At CHE AN B
& Volume* ArgE 2ol 2t o &6 23 SPCOj| 2t A2H
Hematocrit* 0.65~0.75 SPCOI| w2t 243
Hematocrit*(H7+&<) 0.50~0.70 SPCOll e AH
ol2==281 stk HAY FA 40 g SPCO|| M2t AH
* ZARSH ©?l9] 90% O|40] 0] 7|0 &gfsioF SHt.

M SEMBTE HMAAYON METS 20| RHOILE DI MET oimR Lol
2HUA 247K =2

I-J

AW 82 47| o HLE BL0Is YHREQ~6T) OIN HE
0 AI871Z10] RISHEIC 1 ol M| J|ET SYsiC

2y

e T MERRP| ML SUsH

a1

SEHYEt SUoIH, additive solutiong AZH=X HEN M2t 25 22t2 2 QO
8. MXX&(Red cells, washed)

Holot #4

SRR 23 7kBO| WHS JIHOF SICh MEHAOR MG CiA
' 5 MEEII 20 HRR5H0f | spAl It 0] TR0l
S, WET U YAmS (IR0 M, NF BYS MH DE30| mjeh getwc

=
Si0IEaS2 YA 70 Mef 2t 4 U
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XN X S HEH

Z=H|
oLt Mot 20| 112 MZE 20| MAH(E7IH SH)AS 22 & X226 ASAQI
SR HUMH EAGGHEEE 22 HI ZE STK)S MASICH TA] M7t 849 Xty HIt
2 AE2 = MASH=E MAZE BtEoitt 27 ZEE = 272 ALEoH0F ot
QAR U EEED
M G uiEAAA M IotH, 11 2o st H 5B-80| Qefotict
I 5B-8

SOI5H0F & at= o5 Aret N ESr= YN sl =
ME2F Volume* AEE gi-o| M2 20 =i 23 SPCO| et 2F
Hematocrit* 0.40~0.70 SPCO| o2t 2%
ol2==Y1 g oY EA 40 g SPCOj| 2t 2%
M 22 5 ASHo| et Heixiskar (0.5 g/H¥ SPCOj| 2t 238

* ZAket T2 90% 00| O] 7IZ0] MEsHoF S,

23 A 25

Mt SUSHH, UM FEE A= MM & Jhss oF wWa| AFRSIEE 5t I 24
NZIER| AF2EE 4 QICH B HAA|ABIOIA XS ZR= ASA|AHOA S{2EH= AIZHIHK|
AEY & UL

oHed

MY E= WM Mg SYoltt

i

e E= UM g Yottt
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BE 1 'j

9. SZAXET(Red Cells, Cryopreerved)
ot 4
SEANEHE AT E= MEERRH MIE NMALAMFOICH HSHE LEH2 MY T 7Y
O|Lie] METHMZE At5IH, SZLX|H|(Cryopreotectanct)E A5 ZZst & -60C E=
71 0l3tel ot R=O0lA HEsitt sisE =5 M0l AFQ HEE, w3 FAMO|
ULt SZolks M A EZ2=E FF2 36 g0|0f, sofE3=HE 0.35-0.70 OfCt.
Z=H|
ds M RO sk SMEHY Msk SZMEY F WHo| A2E £+ Aol F 9
D5 MAL EZ22ME MR ZRstCt
QAR & EEEE
M Ee= HMEANA M SYSHH 1 29 7|E 52 5B-90| Q9oL SAXITE
Qf Haoh| HE0 R0l M2 FiEE= 4 A S8 AdE = ACEE ZAE dY/E8:
HEUSHOF St
H 5B-9

S0IGH0F & = 27 ALg CHE AL i
ME2F Volume* > 185 mL SPCO| o2t 2%
)(k)%_l_| Hb h:E** < 0.2 g/Ef%’—l SPCOfl 2t 724%'
S|0tE= 3! 0.35 ~ 0.70 SPCO|| et 2H
o2 2 =HI Sk HAY ZA 36 g SPCOf| 2} 2%

_ Maximum 20 mOsm/L above
HMERH(Osmolarity) _ _ _
osmolarity of resupending fluid

[SEPY No growth SPCOf| w2t 2%

0% 010l O 7|Z0 X2foloF
Ao 0|

ro
inl

*
*
b O
(o
=
J
ol
M S
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IXtel A2 (Produce's identification) ;

A

__o._
Eil
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XN X S HEH

H 5C-1
ERI5H0F & &= 27 Akt CHZE ZHAL Bz

ABO, RhD Sol54 o= sof
Anti-HIV 1&2 QBE AAHCZ Al ZANIM 4 ZE I
HBs Ag QIZE AAIHOZ AJGHEH ZANOIN 24 HE HH
Anti-HCV QIZE AAHOZ AJGHEH ZANIN 24 ZE o
AHE2ZF Volume* > 40 mL per 60 x 10° of platelets SPCOI| 2t &A%
Z AT /¥ » 60 x 10° SPCO|| et &H
THO{E ST 4/ T

Buffy CoatH a. € 0.05 x 10° SPCOf| w2t 2%

PRP b. (0.2 x 10°
pH (R&7|7t 2tag) ) 6.4 SPCO| e 2%
* ZARSH HRl9] 90% O|40] 0] 7|Z&0f &gtsioF SHt.
284 H 28
S5 dally dELL X 71s0] 2¥C= HEE = Us UM E/cH0oF ofH, U-et
£ 29 wht SlofA 20~24TC H20IA HESIO0F St SFHEATO RF7|7H2 5U0|H, Al
7 QFS 4EY & WAL B + Us LS MEols R Rr/E 7€M HEL =
UCL 28 & &5 AT 2o HY HH200| Ftist 782 RXIGH0F otH, SAl +EERR
AMZolA| P42 Mol= HY R0 O2f AT T8 HH00M 22cl0F ottt
el
SHe 2HE =7t HE 2 =H AYS "*oHOF Hiﬂ, sEELMO| OF HE= MEP Hol=0

=R
o AR MRS

« 1R A WS IAMO| pooling H= 49 2 S0 Cioll &X0| 7hsoHoF StCt.
o o HE22 0|4 MASt product code;

- ABO ¥ RhD &,

« AEY (FE 9

- 7Y
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=
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XN X S HEH

2. 22 =584 (Platelets, Recovered, Pooled in Plasma)

golet 449
g2 Xz SYC= 4~6 TRQ MUY Rl sHELATS ZO0MM of BRl= UE daM J=20I0.

EA 2 x 10" JHe| AMO| SO0 QUCH Zf 1 x 10° JHO| WEHTI} LEE|0] UC,

]
- F Q2 HII FES DO XY
DoL= 2% X2

L

© 4~6 JHO] SEHATS 3

=4
—_= =

1=
=

Y577 AZ(Bufty Coat)ojA &b/

Z|0H 24A12H L] THE SATO| uiE1ep {IH i A

01|A1 d5E o=z AFeit. 2alE waE ASS
of HHOf| 20} &0 IHER ARZICH ZEAEA =gt 2, 2ot

4501 BOR BT UAHE YEI

o
WHOZ MMETE Sith HAWO| ZBE A

YB7 B (PRP) YEIOE 378 HAp &b

HERLE| PRP Y| O HEE 55 BANS 4~6 TIRIS BAN HRH0| 2RHO2 iG]
ROCH DI GAIZ O BBBHOF & A0 poling2 HIEAl PEYAOR SsH0F St

SEEAMI SYSHH T2 =0 tiolid= B 5C-20 Ha|5tC.
H 5C-2

Solsior & &= QT M CHE AL Bk
T gaMs [ 2B He¥ > 20 x 10" SPCof| w2t &%
Thojusins
a. Buffy coat a. <03 x 10° / 2Z =g SPCO| Ozt &A%Y
b. PRP b. <1 x 10° / 25 o SPCOi| 2t A%

* AARRE ©HR19l 90% O|Y0] O 71Z0 XefoioF St
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SEIATI SYUSIH TP Pooling Stz IPHOIM JHERE AIAE
7

3. WA H E& AT (Platelets, Recovered, Pooled, Leucocyte-Depleted)

golet &4

AMTH HHOIM 4~6F9| At oot MERRH MRS HHTHH SSIAHS 9 SO
pooling 5104 M=t HAMKKOIH & HR0E ZA 2 x 10" 749 AMO| S0 oM
W= 1.0 x 10° 7 Olot2 ZSHE0f ULt

=

pooling T2 G0l Ofof HHLS HMAS +¥ & L= +8 MU0 Gitolk= A20

NE™ s o1yt @M ERE,

- MY Qe oI FEOM =F ZH|

. 4~6 JH0] AL 22 3 2% X2

&1 HE(Buffy Coat)OlAl &t

AT 24ARZE LjO| RS BAMO| WHTQL B WHT 0| F2 AMETE AM2(20 ~ 247T)

"
oM AZE Yeoz ANgaI Halg wET
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"R X 5 HE

AW B2 HN(PRP) YHOR 3

sEEAM SUolH OHE =0 o= BH 5C-30 F2|otALCt
¥ 5C-3

EQloliof & o= 25 Aty CHE HAF i
T Eama/EE ool > 20 x 10" SPCOf w2t ZF
G <1 x10° /3E oY SPCOi| o2t 2F
sR2=y o ool A4 40 g SPCO| Mzt ZY

2
SEYLTN SYUOIH T JHYY AARIOIM MXE 42, M A2 6AIIS Z=f6iM= Qe

2y
SEEATI SUSHD, 1 9 WSROI HACH= X pooling 3 SR = 7I=E0(o} STy

4. M7HH 40| 0 U= Z2 AT (Platelets, Recovered, Pooled, in Additive Solution
and Plasma)

oot £4

AT SO HEE 20 Qs AMst MY R SSEAME 4~6 HY 87 AT HE2O0|CH

=
SEEB0-40%) X FIMHl 24 (60-70%)2 =gt ZAH0| FREM, MA| FHME ALl

o
Ols 24 2 x 10" HAHO| S0 UOH, &= A 1 x 10° ZSEHO QUCH
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5. H7IH 80| =0 U= MM ET AT (Platelets, Recovered, Pooled, Leucocyte-
Depleted, in Additive Solution)

SAD B0 (hRE 24D U= ANS MY QU SEHAWS 4~6 Pl BA HAm yRO
02 TEZ Ofufet 3 TA30-40%) U I 8Y (60-70%) AN HAMO| HQE
MO BSEO] Qs HAT R20| DORE HOICL MA BME BAHAU= A 2 x 10"
HATO| S0f QIO WETs Hi 1 x 10° 7} Zatelof Ut

HAMES MG 012 HRIXE 80| 4-6 HRIS 20tM w72 o
S 1I71°J 2 §§<so—5ooo> 2 E7HH 8 (50-70%)2
0:| AL

| &
R At J=20|0 B Sl A5E HEM =2et dE0

1
i

SO0 THATO| 2R
|

Olall AMelet = B EH.

r
1=
1%
-+

o MAoE 22 2 x 10" EAMO| S0 o0, #W3H7E | 1 x 10° 0[5t I}
IS0 QICH HEM =23t Bi¥(Pathogen Inactivation Technology : PIT)2 MAXOZ Q|m|
HIOIZA(GIE £01, HBV, HCV, HIV) ¥ CHREZQ| BiH2|0r (HE|2(0F XA ML) <lst 24
&S MO 1,0008] Ol HAATICE LR PITE HELE Y| A= LIEHHCH,

0] 8% +& &3 TA-GVHDE Hlyol7| flet LA ZA= Y=k o+ UACH

—

Z=H|

SEEAT Mt Yot HHA =2t YHUPIMS 0188 ME2A HHo = HAISC
TAR A SEEE

SESAMT SUSHH L2 &=20] isiA= B 5C-601 X2|5HAC.
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XN X S HEH

H 5C-6
BloI5H0F & &= Q7 ALt X ZAL HIZ
£ SAMA/FE O > 20 x 10" SPCOi| M2t A%
RHO{EH S A <1 x10° /&2 o¢ SPCO| m2t Z2H
* ZIAKB 919 90% O[440| 0] 7|Z0) XgtaHor Bict.
2@ 225
SEEATI SYUSHH St M2t M7ISt addtive solution 2 SR0i| M2t 7YX RE717HE
AYY = ULt
cfd
SEEAM SYolH, ST ENE FHY 5 U= 7I1=0| U0 ofd X2lE YOl 7I&50f

ecinl

SEEATN SAUSHH I 2| offet 22 AFH0| AS + UCH

o HEIX| E&s} #HoZ Q| Hi0|2{A(lipid-enveloped virus @ HBV, HCV, HIV) = HO|HA
MO o0| 7HsSSERIZE HAV, Parvovirus #0] 27t @l HRO|ZHAE PIT YHo| et
SETX| = 4 U0 AYX HEW screening AL SQ6IT

ol ZX0H= ALESHA| ZHOt0F St

o Of|4X| TFEO| 425 nm O|AL} ®E2F0| 375 nm 0[5te] &
MOt Ot EAt3I(amotosalen) XIZHIE AtEdHE HL

o HEN =23 HHOM AEEE compound Off allergyg #1 U

mjo

He EXlz 71712 MEot=

rr
o
Pl

A3 OJAL HE
* PITO AtE

o|| 0|0

t= compoundd| CHSE anaphylaxis?t 27| BHE0| SiAst 4 QICt.
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7. AEMEHATHPlatelet, Apheresis)

golet &4
B 5C-7

o= dAL Bl

or

100
iofl

1o

ol
o
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SPCOi| M=t 2%

SPCO| M=t 2%
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f
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=
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XN X S HEH

SHA

I (Platelet, Apheresis, Leukocyte—Depleted)

8. WETHH JEMNHA
AW XS3V|71E 01&3t0 ot FO| SIHAZRE At MEMFHAHCE, of Hl0l= Ea
2 x 10" EATO| S0{ QUOH #EHA = 1 x 10° 0[5t=2 E&E|0f T
QAR & EEEE
SESAMT SUSHH L2 &=20] CfsiA= B 5C-80 X2|5HAL.
H 5C-8
sloIsH0F & 32 27 AN Hi B B
£ SALIA 2 2.0 x 107 /29 SPCO| 2 273
° T HMOF EE Q012 > 0.5 x 10"/H] -
RHO{uH S 1A 1 x 10°%/e¢ SPCO| w2t ZF
* AARSH TR|2] 90% 0|40 Of 7|&0 XEtsHoF Stk
9. H7IH 80| E0 = HMEXUH (Platelets, Apheresis, in Additive Solution)
&3t MEE2|7|E 018510 st JEMIIAMS SE(B0-40%)2 I A (60-70%)
SOl EQ5H AT HHZAM o oo XA 2 x 10" EAMO| S0 UOMH HHEHT L=
1 x 10° 0[5t2 ESteof QCH.
10. 74 80| S0 Y= HSATHAH Y2AMEELT (Platelets, Apheresis, Leukocyte—
Depleted, in Additive Solution)
AT XSEV|7|E 0|&ot0 of HO| SHEXA=2RE SHGH MK HEXNLLATSE AN
(30-40%)2t EWHI A (60-70%) =0 £7st MEMIIAMOICE o He{Ol= Fa
2 x 10" EAMO| S0 YOH E&HA 2= 1 x 10° 0[5t2 E&HE|0f T
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28 1 'J
. HEN 283 M2 YEMFELAT((Platelet, Apheresis, Pathogen—-Reduced)

goet £4
a3t Y2227|2 018510 e d2ME dAMS 2% = L ((B0-50%)2 M7HH|
ZAH(50-70%)0 2Rct WEHAMAH HEAHE HAMOZ BN S0 ASEH HIN =5t
2P0l Qo X2let = HEoh #Ch. Yot SEAE U2 2-3 HP9 YAMOl 4R =360
of B0l HeA =2st UHs M8Y = ULL
O] MHOlE &2 2 x 10" HAMO| S0 YOH, #HHLE At 1 x 10° 7t ZEE QICt.
HeEd Sgst HYHe MPHo=z O Hiol2A (ME S0, HBV, HCV, HIV) ¥ HEES
SE|2|0F (BfH|2I0F ZX} MQNoi|l oot Z4Y fIF@S M0 1,000Hf Ol ZAAZICH UF =3t
HHE2 YOPE SEHs7lE A= LERCH, 0] 42 2 &3 TA-GvHDE o|Yst7|
ot HART ZAR= dEfe 4~ QUDE

12. NAEE AT (Platelets, Washed)

Rk

A=

24
FEATS MP|AASLE HATMTINEU(Platelet Additive Solution)2 AR50
| 0] CHAl MERAIZI MAOICE CHREES| &t wdl= HO| MAHZMH, £
=2 MA SR 2t HeRICH

|
SEHATIZ PHEY 3 HYS HoID BATR MRANAL TS HIIK 8AS HIIGH
HIZBICE,

NEsH= UM AT 29 of 15% T &A0| o=t

[MPAT2 240|2F LHOY ALE5H0F StH, WUHO= MAE ZR= 6AIZE LHO| +~H5H0F

ro
o
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of thet Y22
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13. SZ28AH(Platelets, Cryopreserved)

H 5C-12

a}
(=3

=
—

=18

QF At

or

00
iofl

1o

od
o

HIA unit
HIA unit

|

—

|

—

2
2

=L,

F

ol
Ls

IN

AATIA0] 50% O|AF 3|2
Zt]

=

[

f

—

50-200 mL

tol swirling2
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L
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=

*

A=
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L

P8

=
=

F Volume

o
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—
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<
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HARIK M S FEH

S ot H0l= "HAUST MV QUK w2 "t 70% O EStsHo

ol XA AXQIXH(hatural occuring inhibitor)E XOE 0|2t QAtsH 42 Hststn Ql

oIt E oz d4Ee=z S0t H|07| XM= Gl0{0F off, AN A H2l ZR0=
H

ST 470 1 x 100 HCH HO{0F Bick

_ol
=
o
i
gl
e
00
° K
ro
s

ZH|

e Rof HAsEEE

Mg Jofuio 2ot L= AMEZVIE AREBoI EF ARl & R0l E0UE HlEo=
=1 M = 6AIZE O|LHOI WSS ARSIt Al S8 S MEs HAE AN S8: AM
SZEMe=Z HZEAE £ Utk

CHE 2o 22 dgs 22 A 22e d-2 20 ~ 24T MO|9 2EE RAGIES
d35E E EX0N 55 WHE A7|DD 24AZTHK| O] 225 R[S,

SE2 o AIZH LHO| -257CO0[5te| 2EMK| &Ts| SEE & U AIAHNA O[FO{XO0F St}
MMSHSER(FFP)E single pack@Z MZESH= 22 Mz Q0| CHaH FOIE 7|20{0F i},
FEAME MUSEEY

tISEEHE HEMTVIE 01801 s 4 QUC SZE2 MM £ 6 AlZh O|LHo = 74
422 EH2 SFAII= A= =QIE 7|7t Lo A|RfojoF ofty, s&2 °of AlZt Lo -25C
0|5t9] 2EMHX|

< yoz
S| SAT 4 U AAHOI OZO0IHOF BT,
=

Of Mzt 2L SEA =2 YEE MEdtke =7/I0AE 0
I

ZeBH AMMEZEZK Quarantine FFP)
AMEE SRS BY 7tHSH anti-HIV, anti-HCV EZ27| 7|79 &S HiMol==E Hol= UH
AIZ0] X & SHZ Ao &= A= UEHO=Z 6740 MEECH NAT AAE aliorH
(e]]]
=

=
2 o,

5D-101= 2TAEO| Lot ULk 2718 QPARS F4617| 9fd 7t BIAEI TR 4
9
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H 5D-1
Sfol5loF & e= T A Oix ZAF Bl
ABO, RhD T8 FFPOT MSEIC DE Y
Anti-HIV 1&2 QISE AAHOZ AldHSH HAHAN S4 D= Yy
HBs Ag QISE ZAMHOZ AlSHSH HAHAN 84 SE o
Anti-HCV OIZEl ZAAHOZ Al3HSH AN S 2E o
Volume” M2 AESEQF + 10% SPCO|| 2t a4
ois & =Hst Factor VI
F VIII . .
actor IU/100 mL OAF=|0{oF BiCt
M (6.0 x 10%/L
N o B&T (0.1 x 10°%/L SPCO| 2} 23
Jo:l A'HET/JH 524_).\_%- < 50 x 109/L
IAHER F2 (1 x 10° SPCOI| =t 23

Leakage =

Sot/| Mol == &QI5tL! extracterOf|
40| Q0| HOHO| A{K|

g
1©

Visual Change

g
1°

* AASE TR 90% O|40] 0] 7|Z0

* = 257 O[stUIM 36 7HE;
* — 18~- 25COIM 3 7HE

25 Sl EE2E7t 0] 22 700
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[lHII

2. HeA| g XMa| MMSZAEE(Plasma, Fresh Frozen, Pathogen—Reduced)

Bolt
HRH BES M2t B NSNS MY - MEAY R0 o SoE
X2 o = AW FHT AIZH Lol

Aol EHFHOICE,

0| MH= St MAYMO Ao w2t =0 12O A2 SRS pooling 5t SEE

7] o= O] 7IZ0IM KA AlZFES Z==oli0F BITf. ol = 538 &
UE SOPESH STCIXe HHAAMOZ 2F 50-70%2t natural occuring inhibitor
SHC} St= 42 MEHQl Oj(enveloped virus) HIO[ZIA(HE £0{, HBV, HCV,
HIV)OI <fgt 2 fIedE % 015 1,000H Of&f ZAA[ZICH O] XA LHo| H|GI7] 2Hl= 24

M
N

0]0{0F ST WS XA SHEQI Z 1x10° 0|2te| #EHAS ESIGHOF SICY.
ZH|
HEN et XM MUSZEE2 TERRE Y2 JYC2RRH MZEAL dEMMY E0

o
Cioll d&Solo] Z=H|Ett. A S2ak= gds 52  dis /=0 HEE + ACH, 0f YEH2

HIZRIM|Of K= Tef ARE[O{0F it

MMSZEYL Lo, 1 29 Q7R B 5D-20 QOfstAM

H 5D-2
SIOI5HoF & &= 5 Argt CHE ZAF HIE
Factor VI W=otn ohs & S5t Factor VI 0] M= HE St
50 1U/100 mL HECt XM= Qt=ICE =510 =X
L ozt 2 Hluwol M 60%= ds o F
Fibrinogen o rl=Unt = e = o
FA[oHoF BtCt oisotod =8

* AARRE ©HR19l 90% O|Y0] O 71Z0 XefoioF St
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XN X S HEH

—
HUSZEEN SUSH|TH HEN =28 XM HUSZEE2 SAUSIAUNS] BEES 2ol oiset
20l /tset of Eel ALSaloF ofH, MS&EsiAs etaEbt.

=
HUSZELEN SYotH, 1 22 ASE FEA ="st YES HAGHFHO0F

ro
il

S22 sYotH, 1 2 of2iet 22 #&d0| A= += AU

sioZ QI dHio|2{A(lipid-enveloped virus @ HBV, HCV, HIV)E HIO|ZHA
I} O|"0| 7hs3EXIZE HAV, Parvovirus B19) Z0| 27} Q= HO|2lA= HEA =25t
tc'li'.*oﬂ [[fﬂf EESLX| 42 5 U0 ALK MEL screening AP S25IC
2 ob MESZELEHZ 0l XA ARZotA| ZOt0F Sfh

. 01|L1I| ILPg0| 425 nm O|7{Lt 0| 375 nm 0512 e U= FXE 7712 ARSI
AMOLOA Ot2E&EI(amotosalen) XIZHIE AtEdte AR

« G6PD ZAY SIXI0M= Methylene blueZ 2&3} A7l FFP= AR25HA| 0O

- HEN St A AFREl= compound Off allergys #11 U= &}

41_0
2
>
N
Rl
E
rol

ri"

L

ro

Ct.

3. SAZ™HA (Cryoprecipitate)

.|

JF)

o|Q}
HAEAME 4 2:0Ms disHAl e 42222 d20I0 MNUsZEYS dE2E0M
ISAI7I= =7t X2| = HH=2 H0leE d=20IH, 67(0= "é% HIBSLRIXL, vonWillebrand

o
S
factor 12|11 fibrinogen, & H[13211QIXt fibronectin0] &= SHH|X|0|C}.

Ol oﬁ
u 1o

ol

MMSZAEYS UM ERE(2~6T) E= HE Shis-A0H 1S 7= (rapid thaw-siphon

thaw technique)s AlE0l0] oz = 20 HOIU= =S SLT 2E0M 1502 AFF
A
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Ju
5

M=z0f O SHH10{tMA 2y, Hiol2A =28}, A2| 7|2t SO ol 2t =719 7I1E0] o

ST SLolH 1 2| 7|E2 bD-3 Ol Q5L

H 5D-3
Elolshof & &= T Mg CHE ZAF HIE
Volume” 30-40 mL DE
2G0T ZA}
a. N2 AlZfet AE S0 U= HAME At
oS IHVII QUK >70 U/ HAGIO0| 6P MHME S§ot0] HAL
b. 2% OHX|ef 20 U= HMKE Mt 2ALLO]
6Tt MHME E&ot] BAL
Fibrinogen” >140 mg/H9l  SHEOl £A 4T O, MA| METRC 1% ZA
20T A
a. NS AIXfs Ay S0 UE MAE AL
EalyH2HE QIR > 100 1U/=H¢ TAQI0l 6HPIC MHME EEtot0] ZHAL
b. Hat ORX|E ol U= MNE LAdD A 810

U R MUSELEENM MEE 7IE0ICH

# 0] MMz Y At ZLERE Zet SN0A AL HMA oL

HUSZELEN SYotH 1 2| 7|E2 OfeHet 2Lt

- GHUAN EE O 45 JHYS =stoF ettt

« S Pl 37T 2E0M ZHARA RO HH=9 SHE FLICHOF SHT.

© PAUSNQIKY| TVIsE BEEIN| flofl Slis = Jhset o Eel ALZoHH, Al dSaiAs QrEb:

2pey
NMSHSIT SUSIC
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XN X S HEH

4. HAH| 28t SZET™AH(Cryoprecipitate, Pathogen—-Reduced)

ot £4

MMSHSERS 2XF XX[5I0] 22 cryoglobulin fractionS Eglol= HHME SZOHOICt AlM

SAYHYE MAE O "N Ssie MMsAEYCeZ HEE HAO|C,

40

MMSZEYEEN SLotH, 11 2| Ot 22 M0l US & UL,

o HYUX| S&5} Yo Z Qm| HI0|{A(lipid-enveloped virus @ HBV, HCV, HIV) = HIO|2A
HIp Of|Et0| 7HsSSERIBE HAV, Parvovirus B19) Zt0| QU7 @l= HIO|BAE =S5} dhHo||

—_-— =

M2t SESEX| 22 & AN SHHX ME screening BAE EQ35IC
HEM MA XMelE ot HHSZEE2 Ol X0 ALESHR] ZO0toF Bt

=

OII

[s]PN ;
o O|LfX| IMRI0| 425 nm O|7Lt EFE2f0] 375 nm 0[519 &2 U= ZXZE 7|72 AR
LIM0M0IA O EA#l(amotosalen) XIZHIE AtEdls E9
7 S

o
+ G6PD ZAY &XI0M= Methylene blueZ2 2&3IA|7] AMSASRIS AFZSHK| 20t0f

SfCt.
o HelX| 223t HHUAM AFREE compound O allergys 2t Q= SHAL
5. SZETMA HMH MMSHEE (Plasma, Fresh Frozen, Cryoprecipitate-Depleted)
goet &4
NS ZLYUM SZETMHME MASIL 1 43US Y500 EEH LMXIK|O|CH.
SAQIXE V o VIIIe H2 SXot aAactl H4RAHE sk MMASHIH0 HlcH ZAm0f
UCH 1 2 Y20, HAZ=Eelo| S OE 310K skes AMASEY Yottt

ZH|
SZHUHME Hzet = HEHSIH o45US =i dz F0| WL HA E= Hi0[2HA
=gt XS ot MZE 49 L2t D2t A2|d S0 T2 2Ekei.



SO

no
ol

ofal= 6D-1 ot SYUoIT.

O A
28 225
HUSZEEL SLoltt
2jy
A

Part E. Bi&H XN (Blood Cell Components)

1. MEXME T (Granulocyte, Apheresis)

Io-lglg E-YS|
1O
oY XA HHELE ASsE dEMEUVIE AEot0 MEett. METe g2 Xz B2
28X HZ 1.5~3.0 x 10° L&T/kg O[Tt O HFOlE HEF, o7 I HATO| MY
TS0 QUL ARBE e AR ZAE of & ARZol0 otCt
&2 FA
WET 20| MM B, M8 2 FOI2 SEEX| LUCL UEFE Aol | Holk= KA
A=S AMX[HOF ofH, HEXMEES AAY W M HIME AMEolof o= O 0] ¢4=0] 2F
oZieh 2A8S Y o QL M2k BHEA] SHXOA SME 2HOt0F o= 20| X0,
CEat 22 RAE0] Zdg = ASS QXI5 U0{0F Bt
* Hydroxyl Ethyl Startch (HES)= volume expander2A EAtE £312f02 oix HZE0| R
E = O ESH HESO| AU FHEHCZ 7SS RLUSHHLE L27| Bt30] g 4 Tt
* Corticosteroid : 1€, F=d, T = Askd #HAdQ 0| F = UCt
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d SEE Y d Ed HEE0 gt Y 2=

T2 glol Qs w2 RUY 00l §F Y 25T Z43 (SCN) XM XzsHe=

G-CSFE At8st 32 (AML)/E=% 0|43 (MDS)0| st HIZ0| =QUth= E10| 2ASHY

eflh MK L O=9 S5 HoHs ERZEEMEE 7|Sokl A2 G-CSFE

BE2 100t F O[MQ| 744t 71219l HI0|HE ZESICL AML/MDSS| I8 37t ERI6HK|

UL 22Ut 0l2fet S+19| follow up 7122 OFA 5 D02t O 71 =4 7|70] L5,
ZH|

A A wE(ET) JEME M| corticosteroid 2t G-CSF MAM2|7t HQ3SICE £t
ST & O 2 MEET| YeiMe Hydroxyl Ethyl Startch (HES) E£ low molecular

weight dextran L= modified fluid gelatine 1 22 M3 EZXNE 20| AHZo0F St

BE-10l= 7ARO| LR QT 2t =719] 7|=0 [et Z4FEE dEAAR| S/t 12 = UL

H 5E-1
Slol30} & 3= T A O B E=
ABO, RhD =8 FFPOIRT XMEELCt 2E
Anti-HIV 1&2 QIZE ZAMHOZ A5 ZAOIAM 24 BE oo
HBs Ag QUSE AAROR AZHSH AAOIN S4 2E Yo
Anti-HCV QUSE AABOR ARHSH AMOIN SH 2E oo
HLA BAKTyping) Tast 42
volume 500 mL Of5t PE
Achieve clinical dose: A&EH0 =EaH0f SUE

22 - AdS = US o= o

e.g. adult patient of 60 kg = 0.9~1.8 x 10"
granulocyte/t<
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SO

B2 3 25

daMY de4ls Hdcke A2 EX| §CHl, id = Jhset of gl ol F00F ottt
ot 4~ 80| 2R 0{0f ot= 4= 71 2 AlZIC=E XGt6of 5, 20 ~ 24°C Al0|9] X
Aot 87|01 2&56H0F SHX|TE Wk S| Y=Lt

B

St e F7F e A HYS EoiM OS2 22 FEIF BAIE0{0F S,

o AR MES;

« IR AE HS;

« ABO ¥ RhD EAH,

« AT It

« YBIH Y, TV W H / E= 0|F

o AKXl O]t A4t product code

o AR ZANEAS

« CMV A 24 A0|2t= FIt FEEHsH Z22)

o 7| gt

o U S (THEA )

s HAURL

o AAE ZUCHH HLA typing ZAF 23}

o Al BIEAl 230 SUE Y setE 080t <ol &Lt

41

WO 2 AR At HAE0 YT £ O[PS 71540 U7 HE0| X=
a0l AR o E+ o M35 FekoA Folor St

S I M9 0| B7| W20 WXAR0] 38 A2 BIEA] ARYE0{0F STt 77|
RhD 24 04 2X0|7Hl= RhD g SO Mg+ s=U2 +8 diMe e RhD 282!
A2 RhD immunoglobulin® AR5t RhD SZHAS Of|LtaH0f St

HLA compatibility= SZHS O|&S 2lch F2/E 7|S0{0F STt

GEMY HHFE S0 M= BIEA] HARY AL T S1I6[0F BT

CMV-seronegative £8Xt0|7| CMV-seronegative & MES 436 F0{0F it

A
e
DINSTH E= w7

U ZEIS S0/0) SOfoiAE o

HEITS.
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BXI29| 282 Amphotericin B B2 £0Z ZIfsiCt.

2xge ohgyt 2o

- HEYEY 8 UE (F2 Q8 U Y FEHT));

o MR o2 HLA, HPA 2 HNA 0f st S5HY ;

« 2 1 24 o &4 (TRALD;

- 28 B S

« HiEZ|0f @Yoz QIst T,

< AESH SORE M I MEZA FXE MHSIRAKTE HO[ZA MINZHE, HIV 8) 7tsdE
2™ HiK & 2~ Qe

- D= ME;

c PMSE M) @ Y2t2(0t SA E2tx0 3)0| LdE + At

© ANPEEX] UL QIYEX] 42 CHE HH Q| MY,

« Ao B 7F 7|50 &4E BAe RAMY 5

o Ot3] £3E2 SIX0IA HES &5,

2. 23 17 (Granuolocytes, Pooled)

Hojot £4

C
I

[
o 40 oo
Q'E

ol

SE42 A0} buffy coat WHOR HXGI0] 12 TIPMIK| BE T BAR FIHH S0
of

HzE fEgs == LAMHOIT. o
-2

HYTE BEICL 4010 AH BYS WY 1-2 TRI0|T 0fRI0)= 0.
O MFOE BT, AW, YTTO| HIT0| THT0| AUOH, BUSH YT SFUS HIEA
SAR ZAIS B & +BO2 AIR3OF Sirt

|

ofLtel M Wy : Y &2 = 18 AlZt O[LHO =T 12 HRIS] ABOZt S&et buffy coat%
ST K710 AT HIMH 8H(PAS)E E2 T BoE2ETh 5 YT, buffy coat &
S3Ue= 2. 0 M| FE= pooling ¢ M & St ABO ot Mefer 70 mL
2 =gttt

CHOIEOI M| 2 : HAMS buffy coat HHOZ HASH & YOt Q= ME MFSS ARSI,
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2 ©9 ABO x| MIZ TR HES A0 ERAF & HHE2EHC MAHLS, buffy
coat Z(granulocyte rich layer) Ao =2 22|Z|MH, 0| buffy coatE IMZE AL
0| MA= 7tAwSt0| 7tstt Bi(FAE HH)0| HcHoF SiCt,
QAR & EEEE
dEAMY HEAe SYotH 1 9 J|E2 B 5E-20 296Ut
H 5E-2

BRlslor & = 251 At CHE ZAF BIE
AHEZF Volume” Zb Li2tE A%stict 2= g
T iy » 5 x 10%unit 2E AN
24 U 25
dEAMY HEAe SYotH, A0 HXet T2 g AEKE =S AlRfol{0oF ofTt

=
SEAE g+t S®otl, pooling

ror

1
M
~
W
%
=)
ot
o
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25 2. FDA “Implementation of Pathogen Reduction Technology in the Manufacture
of Blood Components in Blood Establishments: Questions and Answers” &
(2017. 12. Draft Guidance)

. ME
=A0M=E 2 A HH YRS +F E= XMoks EUH(blood establishment)0f &

2 (pathogen reduced blood components)?| HZEE st HEMES s |29 HE A9
MBS MUBiCh HAME F= SRR INTERCEPT® AIAHC| QT RIS oz
pN|

I'LI

=

pAYN

[

;I_:Ig o= [

HH ZEs UACH, 0|0 FDAE A 2= F=s ?IF2 Z=d gY AR FEE HNS

SPOX} SfCE ESE O XIF2 21 CFR 601.1201 W2t HEMSY |59 M8 HHAE HE

g Algel Baier aEst AT Algs 23ttt

= AF9 dE A2 FDAZRH S0lE gEM=geigs MEot0 dEdga gdad 3

SMMHE MEotHE MM HMEEHCE SA, INTERCEPT® A|AHS % HeMzs Sam

2 T HMEQ HME0 SA=USUCE 7IE FDAZE SQUst MX|Q HME SHE0| HPE ML
£ GEM 44 HXIE stlots 8%, FDA= HH0| F=7tHel

O] AIFS Z&fet FDAQ X ZAM= EXHC=2 Il 7iser MUS 2ok EaUnh. i, XE2
3 A0l thet FDAS| i dzs dYoll &8 Al E= gY 27 ARI0| A5EX| = ¢

AT AISIO2 HO[OF FLICH

1. HHLI0| YHNSES7|SS TYSH 0|FO0|= 21 CFR 610.40018 27 E= ZeM Xy
BME +~Aot0F FUI?

0f. 21 CFR 610.40(a)= GI27} MBELL HHSH TH| Y MRS FDAZL 8% 4 gl

ARetH, UALHFLMUY (relevant transfusion—transmitted infections, RTTI)2Z QIst 2

=21 =24 -

21 CFR 610.40(a)(2) (i) 2 21 CFR 610.40()(3) ()0l @™zt 51 7t RTTION

o R

2 S010| Of SIEEH0|| CH5H] TRFHLICE
§_

-
l
o
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i T HAYEO OISt Zika Ht0lﬂ1* Mg s 2017] flgt g HY A XIF
M ZHEH2 FDA S HEM=ZIHIE AESIH EEAM 84 7les Ficle 8%
o ST 7IS2 Zika BIO[2{A0| CHoll HAES TLQ7F QI HASH! AU

2. BURO| WANSHEYISS TS OF TY WI YT BAY X 2N Y22 AH

SMZME el oA 01" HEXE AL A8dste 0| E5UL = ATARS HdY

= ASH, 0[0f] CHafiAl= ARHO UXIg G YU

3. INTERCEPT® AJARIS Of HAHNEO| HEO| JHsEHMF?
Of Xz Mzg =+ A= SHMIAZAMAO| et S2= MEYXM KES FZoHAL.

[Tk}

4. INTERCEPT® AIAZIS AIS3H HRRIZHE} TY0| ABRR OAHISZEE (TA-GVHD)Y

S Oldsty| ffgt SATAF S AT Z=AE AT 4+ AU

HZQHOIM HASHS H=0| 20 INTERCEPT® AAHOR HAHHHE H2ste 29
TA-GVHDO! 9I20| FMHOR WOPM 4 UBUCL 4808t M2Jt E FX|O7t TA-GVHDE

oLat7| Ploll UARIZAIE HENSES|E2 A & AKX ZF5H0F L.

b. EATHHS HANEES N7t MZES ZAAAT|7] ATt MZHELAE Y &
&L

M

0

0. 21 CFR 606.1450{ M2t A L FHM2HS AATMHK L MAYE S HHESHA
EX5H| ?otd FDA &Q1=E HX|L HHE AMZSSI0F FLCH EATHKL HALE S
EHMGH7| 25 INTERCEPT® AJAEIQ| A % OF mWCHsH|C}
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6. HANZAZERS AMESNAMSY HZ0 AIEE = JAsUIN?
SR HMZEM UAN HAMLASEHS ASst 42 MSQ 2o ofst F0| LN UX
S AR35H7| ™ FDAO| H=tsioF SHCt (21 CFR 601.12 (b) &=

B0 MefA HENHLAEE

B. SYHOIMO HEMUASATHA X SFHMA K=
ME = 24AZh O[LHOY

INTERCEPT® A|ARNO| CHSH XMZH X0 MEH HAHFFH=
AW WHeHHM 2500

HRHZHSE0| YRE00F HLIC HAHSYSNE To| E

U7
daTMME 20 ~ 24COHM REEA AL wEGH0F L.

Ol. 21 CFR 640.25 (a)0f 2t A
HEMS et XM He AUHME 2ot €S 2F EELCH

N3 BHNZA HAT U HY MXO| i3t 7t A0

2. EURAU2 INTERCEPT® AlAHS
et =& 00N HE = USUIN?
LA AT 2 Y NZO MXO| St F7b MU HsHAME INTERCEPT®

TS W UA
NAE HEHO XS HE 8 4 UL

SoHRIS INTERCEPT® AAHIS AIR5I0] MAE HANZAMEINEISEOZLE Cryoprecipitated

3- 2715

AHFE HEZE £ USU7F?
O|LiOf| H=5FAHLE, 21 CFR 640.549] 27 Al&Y|

of, SENHASEMEEYE MY = 8AIL

Mef 2, M=, 28z 39 AN BAE 710 A MelHe 82 JtsguUH
HAMLAYEMTYFYOCZRH MZEH Cryopreciptated AHF2| 57t MF Alol= ZASH 2B
HEZOIM VIl 802X MEZ| 9| 51 758t &2 H0F= HOIEE EE06HoF SHTH21

CFR 640.54 (b) & 21 CFR 606.122 (n) (2)).
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4. EARI0| INTERCEPT® AAZIS AISSI0| WRMZES Molfl MBQIYSHayozwH

Cryoprecipitated AHFE HZ& & USUIR

O, HEMZANERASTETY S0 71 eiE 7t ME = 8A[ZH O|LHO| HSst=
B0l 7tsELCt

HAMUAMHQUESHMOZEH HZ= Cryopreciptated AHFQ| &{7F A& Aol Z|ASH
ZZ HMSOIM VI 312X ME2|0| 3E 7tstt &8 H0iF= HI0|HE Z&oHof

(21 CFR 640.54 (b) 2 21 CFR 606.122 (n) (2)).

5. INTERCEPT® AIARS ME5P7| XM MY Qo S MUR20|A A0t 22 2Eg &

UAsH}?

g
0
o

gk
ox
0 o

INTERCEPT® A|AZIO| CHEH MIXQIXQ XEol= HEMEEst M2l ™ My R
H20IM Lot @ Zakst = QU=X|0f Chet HEIF |0 UX| 4SLCH MIZRSHIA[SH=
| 2 0 d2h d20Mel ERVisAZH0l A5 = A0| HEAgULD HE =9
LA MMESZAYE (pathogen reduced fresh frozen plasma)2 HMZXok= ZAL #H0
[2t &% S 8AIZH ool WSERGI00F ELCH (21 CFR 640.34 (b)). INTERCEPT® A|AH
HAel XFo MM, MEF0N Y2 2o, HEAMSE}NES sotll, HAHA

X
YAYE Y3510 2= S ZE Mx AV A = 24 A2t O|LHO| 2t= =5 SHOF L.

o

2

0
o o

INTERCEPT® AIAZIOl TSt RIZQIMQ| XIA0| M2 HANSHE MM HATHA L
SYAA L] BT §Z0| 4.0 x10° RBC/mL DIRHO[OIOF BILICH B2 2t BATKE
U SYRRI| HBT B2 i Selstolor BT

©

of. et M9 ZX= 4N 3 AT Ofer HENS SO sl s £ + UsUH
HZYHMS] XEH 2 AN UX| 42 o, MEYAZL MSeh My Hlur|et 22 =15
N850 EErM=get M2l H Al A YO MY s FEY + Uz H=YH
KEol BAlIE 7IES UESHA Zoks MA (O slgss M s ziole d2)= SEA
=23 WHYS HRIX| LotoFefytt
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7. EMEE=E Aol M AT A FHMAC FES ASS| Fol olmet HALE 2oHof
u7?

HEMES st 88 Mo MZELAMQ XIE| 8= 2t FAHXKC 7|2AIY (specification)dl &5

o
o
NT
]
=

[0

SEHC|EAS] LEE AMS|IeES FARIOF U7 JEOH dalsleE9

INTERCEPT® AARIS ALY HUMESESt XMe|E HATMKE 24 80% 0|42 HAMS|
Ta2= 200F gfUtt

0

0. HENZAZLATNR 0 HYEHE CE Y=ds 782 FRYUMN?

ZUE flof HEMULEATNNE LEH HLATHMLLt HE MEFL2 UFdl=s A

0
=
sUL. SEANYLAEATHAO CHet SE&cAg2 LR HATNKN el SE Al

St HATEEIIRM(PAS, platelet additive solution)0f] 2RE HAMZUASEATH K= 100%

2T RERE HEMZAZEATNHRAE OE MS22 IFch= A0 E5ULL SEELAMA2
2t R HENYAZATHAO ol B2 2oH0F BT

HEMAAEATNHC SEAAHU = WOz Rt MEYS AME0H a4l 23 &
pH7b ESE|00F gLt ChE, TMOEissle= HEMSEEAZ] 0H0| 0[0] HHHIH|H7} 2tz

f
Aoz HExM=EeA 0|29 SEUAHN HHOHA EEUL
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APPENDIS: FDA RECOMMENDATIONS FOR MONITORING PLATELET PERFORMANCE
AFTER THE PATHOGEN REDUCTION PROCESS USING THE INTERCEPT®
BLOOD SYSTEM

Acceptable Criteria for Validation and
o Quality control Confidence Level /
Specifications . - .
(For Storage in Platelet Additive Degree of Conformity
Solution or in 100% Plasma)
Platelet Yield? >3 x 10" 95% / 75%
Percent Platelet Retention > 80% 95% / 95%
pH? > 6.2 95% / 95%

1. A binomial statistical sampling plan may be use for both process validation and quality control(Refs. 2. 3).
A hypergeometric statistical sampling plan can only be used for quality control(Ref.3).

2. Pathogen-reduced platelets with yields less than 3.0 x 10" should appropriately labeled with the actual
yield(Ref. 3.).

3. At issue or outdate after storage at 20-24°C (21 CFR 640.24(d)).

10. HUI2 HAMZAHYNAOl BuS st HE 2O Cis HEE ool &S 4
(o]
M

40

FDAS 21 CFR 606.1219] 0f 20 S04 A0 Cfst 2182 2712 4617 93 FHTUSH
RSSREAE| (CCBBAN 2 F2 OMBILICL WA LA HY H20| KYE

9l =l
HZ 08 & FE=0| tisiM= ICCBBAO| Z2lokyAlL.

ro
ol
2

@)
o
AN
e
rlo
e
=
rio

-]

oM EEMSEsY HEQ B4

1. SN2 HHNMLLZEYMAS H=0A HEM==sIH HEM et 218 HEA oHoF
u7t?

=7t M2 (interstate commerce)OlA] FARMME JFotH= U2 Public Health Service
Act 35120 2t BLA (Biologics License Application)S ER6t00F SLICE 5712 |2
A2 21 CFR 601.12 (b): F7MAE ME0| TRotl, HIAAS XMES MES S50V
£010] LWQSH HA Atsh (FQ HA AEY 0 W2t ASCIXtE (Prior Approval Supplement)S
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HE Atels E47ol0F UL PASOl et 5915 #7] H7HKl= PASI}
X =3

AEoHH HMEE U dEs Sgdids rEunh(21

OH

a. FDAZRH SQE SHM=ZSIES S0 MEA] AIFH Tel HENAASUNHA MES

flet si7tE U, o7t FHUA|M0| CHote] HHEMESEHE MESIIAL &

0

QIE HlW Z2EZES AMESHA Bl 042 oA 51/t

A
o
H25inAt & 0

rH‘I
|'uOII
E
=2
=2
r_°£

HEME=eHHS

c. 05 ROM St ’é*if% 2ot 8 T= HENSEIYS
601.12 (e)0il = = =
=2 WEAl Q0= HAIR, S0lE Hu ZREEZ2 (2] HAa0AM9 HENEEEE

=1 LS [
HE= flet 219 HRE Y + USUL.

E
| H
HU
tm

d. o7t &S FAUHOIX|T Eﬂ%iﬂ 20| CHet o7t Gl= &%, PAS HMZE0| ofd =
SHCH HE20= EZAZER (SOP), ZRIZ2|K}

Q¥s Z Of =
St 20| M=ot ot &Y g=29 20ldA Lot YEHIb Kt 0{0F gD

|:m
e

o

——

2. BHANESEsEe MNES IoiA FDAO HMSdHoF St= A2 FAYLIR

21 CFR 601.12 (b) )2 &
HE0 tedt 22 2 ZEE E%*EHOF I

4
>
oo
mjo
i
OII
N
)
el
N
(@]
Tl
e
(©)]
=
~
S
o

oy

0
-
>
(Vp]

a. FDA 356h, Application to Market a New or Abbreviated New Drug or Biologic for

Human Use”

b. EM=EetHE HEM 2 UMM &
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c. HEMEEehES Aot 2 MEAZS] =4 & SEHS

d. SEMLLLNMKMO HEYY. So| MY elet BEHFEA = U3l 22 WEO
HSE00F UL @ SEMEEetE0| d8382=2 HEE|A Ret UMK =LY, @
HZzI-gel S22 MA, @ S22 Xt 3 SEHE g M7 A=

HrE2etYs Mgt 2 IATMN 27HEte FSEEL ”ﬂf HE HIEAIQ% © EEA
]

2ot H=29 Al £, @ oid MZAIEN A

JPRiES SAMDISUIPASI $RE HARZIASARNG 100% FHO| SRS
YHZABATHHS TE5H0 TIA

. 9 ol/IeE /K EE MEAEE2 © FEMHLAZLTMAS pH, @ dALE/IEA

(PAS)OI| 2RE HAMUAIATNKRL 100% SHO| FRE HAMUATIAHHME L2510

w Z2EZF 21 CFR 601.12 (e) MES0= U350 ZA=00F LT 02 M= AlL0AM
HrEEe S Yot fet A=l A== M=22 Z2AMAE dSdke YEdt HE
= YOl et 20| ZLSfw|0{0F LTt

3. o7t 20| SUHT, LSt S7IHSE 71T ZE HMZAIE0 52101 HEFUM?

OlHL. "AO|E &" sEUL. Ol SENMEEEE sdcke 2f AIH0| /HEXC= SQI=/0{0F
k pS

S QDL o Al20M SEMEEstEs MESHTE {0 23Uz Hu Z2EZ
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