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origin  intended  for
human application Z£ER

\CEDTARTGA
KIE UK EU i [E]
HES Code of Federal | Human Tissue Act 2022 7 7 1< 1?1rect1ves act on the safety of
. . 2002/98/EC } T
Regulations  Title 21 | 2004 . . and support for
Directive 2004/23/EC
Chapter I Subchapter L the H TS W (- L 1t advanced
Part 1271 Subpart D ¢ numan - Z1ssue & <~ Proposal lor a | yeoenerative
(Quality and Safety | Regulation on standards medicine and
for .. Human | of quality and safety for | ;qyanced biological
Application) substances of human

products

ELI =
T

o=y MIBLT
X, RGE, fBE. B
FTAFF O BAFIE
T|HTIHRW,

HEE, AEFG SO
i BE 2 IR N B AR %
LERGNI DT M
9%,

B JHicX | Guidance for Industry: | HTA  Guide to
A7 ARF Ay | Current Good Tissue | Quality and Safety

Practice (CGTP) and | Assurance for

Additional Requirement | Human Tissues and

for Manufacturers of | Cells for Patient

Human Cells, Tissues, | Treatment

and Cellular and

TissueBased Products

(HCT/Ps)
BRI 3 3 | BRERA ENEAR & OB OB | B MG - WA OB IR, B | FFATH
DG BB EEiaR | &, T, fR7G. RE, il
ELHEE. FITRBEEOMOR | (ZEE LR DO E

1-1-1. K E

(=R 7S = T ERK)

K[ETIE, Code of Federal Regulations Title 21 Chapter I Subchapter L Part 1271 Subpart D }2 T},
2011 4F 12 Az FE S 7= Guidance for Industry: Current Good Tissue Practice (CGTP) and
Additional Requirement for Manufacturers of Human Cells, Tissues, and Cellular and TissueBased
Products (HCT/Ps) 128\ T, eNIEJEUEI O BT CGTP BEOF A3 2% RL TS, 728,
CGTP 1%, HCT /PIZL ARG DBN sk, 2T ILH OB (LT E#ERR T 28 Th D, 2072w,
BEEER DR hr— L K NE=4) 7 OB EFEIL, hofE TREFK THD, iz, LEITST
T, BEEEICEE T 2o )72 CGTP B FNEG ML, MEFFL . FLEROMERFEFLEE B AT AT,
§1271.270 (ZTHEJLL TWVRITHUTZRBR2 N, 72ds, —f%IZ, HCT/P Z8 M Hliak1d FDA (28 & L72T UL

AN SY VAN




. Guidance for Industry: Current Good Tissue Practice (CGTP) and Additional Requirement for
Manufacturers of Human Cells, Tissues, and Cellular and TissueBased Products (HCT/Ps) 2815
BRIEUZBET 5561

VIIL. sk (§1271.190)

H. HCT/Ps OFRBOIZOIZEE§ ~SBRFET b — /LR =V T OREEIT ?

BE/EETOREa ha— L K NE=XY 7 OFE R T, thofliE TR THS, HCT/P ORI
W T 2Rk DR ha— L =XV T OB A B LT IUER 57200 (§1271.195(a) K UNe)
ZM), 1271.215 OFBUTE T 2EA/FIL, CGTP O L7258 Th 5 (§1271.150 (b) (5)), L723> T,
FRE DB YLR0Ag 7475 Xt HCT,/ P O FICEAEYIROE A AGEE X IHE KDY A7 & BNSE 5
KIEBGIET 572012, §1271.180 IZHE~7- FNRZ N LHERF T2 L BN H D, BREEE =XV 713K BRI
B CIE 32 MBI 72 b L2V, BREUGETAY HCT, P DiFYR0AL 2415 YD AT Re b 2 NS H 7
W EERGET 72O O EA T/ 5700 ) (§1271.195 ZRR) , BREUGET O MBI § D5 E D/
FA=HEBZTE L, ZIHDI/NT A=W TSN TWDZEE R SITHRGET AU E R H D, FIrEDLH7:
EHRSNIZBRETIIHERSN D RS TR, DX AT DOREE DS ERBUAE A SN D54, EU/EE LR
FEEOEB, KON O 72 iR L 42 R A D E U G T IR AL S R T iR e 57200 (§1271.195 (a) (1) KT
(2)).

XII. £RHY (§1271.215)

TEREL &1, ER~ORAE, A, UIB R T2 2B LIZE N — b0 IO A T2
BT 5 (§1271.3311)), 7722 HCT /P A8 I T Dhiak Ch o8 A . BREHITIG Y AT A ZG Y L
72WETE HCT, /P 28U iudZesd, SbZeiiud HCT P O HZEE TRYYHOEA | 5
FEUTIER DI AV RS HE S (§1271.215)

— %1z, HCT/P 9 Dl a%1d FDA 28GR U7l iuE 725720 (§1271.10(b) &2 OF 1271.20) , LavL, %
SR ZEFTCHDBIRT-0N, IO T O IHARE (B 20E, IRERFAFR) ST (B 202, IR ) 28R B, N
TO7=HIZ HCT /P o727l ZiEAE N LR ST OB D E2 L TODEE . ZOME N IFASE L TR gk
SAFVANT 2B, DO ANIE, 5 1271 FBOAOF X Tog H BRIt T Ze by (58
1271.15 4:(9),

A, FREUZBEE AR EOERIIE DIV OB METT N ?

triar 1271.215 OFEEX, CGTP OHEERL B THS (§1271.150(0)(5)), Lizh3->T, §1271.180
> TFRIAEMESLL MR T 2L EDH D, o, MEITNU T, BRBUEZEICEE T Mo F iz 72
CGTP Z/-0 FNEGMENL L, HEFFLZRT T D720,

- g% (§1271.190(a) & O'(b)) ,

- BB (§1271.195(a))

- B (§1271.200(a)) .

- JHEES M O (§1271. 210(a) 2 OM(b)),

- Y7 (§1271.250(a) K (D)),

- R (§1271.260(2)725(d)) ; K Y

- HCT/P D=z f, Fieadai s, & ONitidE (§1271.265(a)75(d)) .

B R T A, 2B FEER 7 CGTP Z4: (§1271.160 (b)) 129 XTI L TRV B7aw, i
PROMERFLFEEVE P AT AT, §1271.270 ([ZHEHLL TUOVRITFIEZ2B720,

(TGuidance for Industry: Current Good Tissue Practice (CGTP) and Additional Requirement for Manufacturers of
Human Cells, Tissues, and Cellular and Tissue Based Products (HCT/Ps) |&#TCiZy—R 7 =7 BERK)




§1271.270 TiIhax, FRBUCK 2B ED DAL, BT DMF% T — A FDA ~OEEFDB VLI
TWHH, FERELL T FDA 3 EE R 2 & 237 EIC KV BUE BEL QD AT — VR VE —ITkT D42
2 —FAEICEVER LT, ZORER IESO T CHRGE - IRFEIID AL « il =5 - 8 s 1 TR B E L 5 oD Uk}
EUTHRIHEIND, [RIFE R DR - MR A BR BT DR fiae A, FDA 232232 rlREMEI RV & 0ot —
J7C, BERENe M B AR E T A7 e RSB LT, SR 21T FDA IS LA A EEZ LN TE
0 BIEAR 32 LABR U E% O 15 A5 FEAT B O BLR CHE BRI TS,

7235, FDA [3EREUiE R 22232 Al REME IR WS, WU 7 4L =T PN TIEMN 24 JJ 23 B Bt iR & A 5295 A
BEMER DAL A HE 2 — AT IC IR LT,

1-1-2. UK

United Kingdom (VA F, UK) C/Z, Human Tissue Act 2004 &% * the Human Tissue (Quality and
Safety for Human Application) Regulations 2007 &, 2021 4 1 A IZ/AFE S 72 HTA Guide to Quality
and Safety Assurance for Human Tissues and Cells for Patient Treatment | (2 £ ¥V | Tissue
Establishment (LA F. BN B F2E) & Procurement Organization (LA T, £REEFEE) 28X BIE
NTW5, 3705 BN ZEE 1, TR S 7 E20N T, PRAF, R i, A DOTE8) %
1TOIRBERZ DR D =k, FHHE L OB O R E TR Z R Y 7255055, | ERESL, B4
JREVFRE ., FRE . AT EITRFT 2 T DNER DD, —F BRIEFEHEE L, TENERIRO RV FEELL TR
iELFEE R EIIARFF AT CORRWATREME OB 5 | BN & O OB B2 55 A D R ek E72 1307
Bt DMOHIRD 2=y h, JERESILTWDIEY, BE . F8E. Al EITm i T2 ENEHIT/2> T
72N, 72720 BRI T AR A 52 1T D2 & BRI TR - W H AR L CRBR IO s 12 12
HT D2 EMBHATON TS, o, BREUEGRICBITLER ., TRbbERI, Ny —Ur 7 I 7
- AR AR ORI | AR - MR T L DR RSB ~ s | ROV E A FFL - SO HEDOFNEEZ TR L
7= SOP 7SHARCHIA D BREUCH BESN T D ZENEH TN TN,

PR R DMERRL | AARRER DR i B F H L e T U372 b\ g i 5

BREEATOMRR T, RS EAER LT IR 6T, ZoREZ T (Tissue Establishment)
IZESND, ZOMEFITITDRKEL LU T BB N TORITIITR B0,

LR « MG 252 D AL OO R0 Bt 5 DR L 44 PR S OMEFT
RF—DFRNT — 5 (R —REDINZ, LTRSS EEte),

BRI VT AR R (R D v E B ) O LR,

BRIy ar OFEE OBBIER BAEET),

e. BLHRD H IR (BIE 24556, BRIA&HE 1) KOG, L FIE CGRAE L Fb E ),

f. IR TN )T OF A & ORI DRGSR, KO RBy 7 (5 47-0iY) i/
BEUZ DWW T, ftig% O A PEE W 572D TN SCEALSNIZV AT T8 AR R,

g. FECLTER T — D% E | LR RE SIVTOD 5 ik (ET2IXFEM ) . W OBRIRE& T DB B L%
DIFFH,

h. i U733 K Ok IR o ID Ny T &5

LT LN —D%E JET L BAFEREA,

(THTA Guide to Quality and Safety Assurance for Human Tissues and Cells for Patient Treatment |Z Il —R+7
T = T MERLD

oo

o o




HTA Guide to Quality and Safety Assurance for Human Tissues and Cells for Patient Treatment 0
FU | BRI % e OB IR T DB ED I T3, ERREL T UK OBLH| Y RASE sk
B/ CICIVEBE L QODNEIN AT — IRV E =Tkt T oA A a— & A Fhi LTz, Ll (f/\@
TR - GBS D AR MU IR - B A IR PR B R L O UL U TR S NS  [RIF F Rk oo AELfs - Al &
BRI DEF iR %, Hi S R T 50 E 90, R T 52N TERD T,

1-1-3. EU

EU 28\ Cid, European Commission (BA T, BRMNZEE ) 1%, 2022 4F 7 A I MO 222 PEE B
B49°% Directive 2002/98/EC KONt Mifk - il D22 ML i E I3 % Directive 2004/23/EC & 1LL .
proposal for a Regulation on standards of quality and safety for substances of human origin intended
for human application ZE:4RL7-, 51 . Z® proposal IZ, European Parliament (Bk/#%2) & European
Council (FINB S THATL Cigms AL, sei& CENEBESNWVRIRESNDLEFHNT LT ETHD, 7B, 1T
EOFRENPHEHASNDHET 2 FRIOBATHIM DY, —EHORENZOWTIE 3 FRIOBATHIM D DD, SERN

ZEZIIRL TS, 1

ZAVETEML R e MERE - A5 % @ Directive THIBIZAL TV 223, EFC proposal 1280, f#sz bR,
Mg, R, MR, Z Ot substances of human origin (SoHO) @73 #773 1 5™ Directive TH/3—&H1
LTI, EDAh SOHO OfFlIE, e MEFL-CHE M # CTh D2,

proposal for a Regulation on standards of quality and safety for substances of human origin
intended for human application @JH\>

o HWEEME WHEERE, BHOFEML— VIS E | BIE LR D substances of human origin
(SoHO) JRiEA AL LT 5 2 & 23T 2.

o [REEHEZFLWERE I V—T . Fh— ERMBVEMNOAEENT AU BIERT D,

o IMUEMOPFEZLEL, EEA2 %72 SOHO Oz {Ett L, BENLEL T HIHEE~DT
7B ABET D,

o  NAERFAET—ERELABNPOIERINO NRr— g Ko THEi a2 =—2 72k 7 ¥ —I|T
BWT, BETHRWNOT 7 AAREIRA ) RX—2 a L OO OERMEAINT 5,

o [ful~DlHZ LEENZR LI, JGR~DOT 7 B2 R#ET D,

o T UXNKNERY —EEAT D,

o  HANAZRBEMAEGR A REEE L, BUROR &2 381425 Z & T, the European Health Union (Z & #k
T 5,

(European Commission @ HP3% L2 —R 75 =7 BMERK)

1 https://health.ec.europa.eu/blood-tissues-cells-and-organs/overview/revision-eu-legislation-blood-tissues-and-
cells_en

2EGALITE 71 ¥ =7 FEBRHEICHT 2 A=A o Z Ea— (20224 11 A 8 A Fii)

3 https‘//health.ec.europa.eu/blood-tissues-cells-and-organs/overview/proposal-regulation-substances-human-
origin_en
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2%, Directive 2004/23/EC CiE, BENEAME - ML OTRIR, FRAT, AN L, PRAF, SRE BB I B L 7o AH ke
B DOFRIERE , AEEG - OGO @A AN EECEE 52 L2 BB TR, 2o #HE Ei
proposal TH[RIERTH D,

5. B NAR - RO EE B O EEARIZ B35 EU IR [E2Y 5 0 3%

52 &N ERY ROEE
7 5 5% Ehfk - MlaORROE B
L. DnSRENE, ML K OHIIR O BRIREARA DS, U2 SRR E A 308 ICL>TTbh, 2o IrE BT

XIFY LA TED HEOTZOIZFEIE  FRE 3B I UIRFF SR T TIThh D ZEERIEL 2T
(EANCYIN AN

(IDirective 2004/23/EC | % JCIZ3—R - 7T =07 HMERR)

Directive 2004/23/EC TiZ, #H#%k K& OSALOE IR A A3 | 70 IR EFR R Z A T 5F 2L > T Tt
O, FrE BT XY RICE>TED HHOT=OIZRE ., FEE . A TR SN =5 FCirbhbZis
PFET 2L ENCEBATT TOA, EZHELL T, EU N EOHH Y R AN E R i 2 A 2272 U1 LR
BHLTWANEIN AT —IHRNE — T DA R a— L2 EfLT-, O 5. EU B EN T,
Wi LB AT 2T U ER AT TR, JE FEHAM RS2 e MR FUR S U TR (4S5 2 pE BRI E A A 22
LRBEMER DD E Sy -T2, — 7 IR AR X PASE RIS IR 2 &0, R BB s 3R A7) =7 LA E
SNDHZEDD, Hil Y R Bk OB Bk % 2 A 22 32 [ REMEI, B PEHIM R L0b/ha< | PSRRI
D8 AR RO EE EITE L R WEE LN T,

F7-. EN#EJEELD donation, collection, procurement, testing, human application T, K —»5
LB O —HEOFAUSHOWT BEMELMEIROTAF A% EU LUV TRET 5% HIE, The
European Directorate for the Quality of Medicines & HealthCare (EDQM)& . the European Center for
Disease Control (ECDC)23H -~ T 5, 2022 4= 12 H 15 HiZiX EDQM 7 the Guide to the quality and
safety of tissues and cells for human application D% 5 IREFITL TS, ZOHART w7 i%, BERIGHS
MDA LA D S E L 2 M Z IR T DT D DEIRI T A X L AEL T, 2053 B O FefrBh A A fa A B L i
LTWD, I(ERIZRN T — DR ENDIAED  BE ~DIRIKISHRLE DT 40 —T vy FIZBHET, EHL~LT
HHFE LR =N 2ZENHITHD, EDQM OHTART v 71%, 2 FHEICE I, SO %2 K75,
Fo, BYYEIZRET 2GR HL5 515, ECDC OB T RASA AN E b4,

#%. the Guide to the quality and safety of tissues and cells for human application D& 5 hR O

o KHART v 7 ORBITIZ., FT—BMOREICHEDLLHME, HEORIMT 0t 22 EHT 25
Biia—7 32 —2— B - B ofice o & —, RE7 Y =y 7 MO Hiaz T - £k
o Dhiat, WA, t b~OISH 2RS4 Hlisk, MikzBA T 52A%8, £ b~DIicH%
HEUT LY RN E END,

o ZODOHARTIE, b MKk - MlaofHICBEES S mEAREILL, VAT 2R/IMET D720
(2. BUEORFM R, EMEOER, £ OEBENT 1Y =7 FORRIZI 7o, EYeEH
LA T A%t 2,

4 European Commission, DG HEALTH & FOOD SAFETY (SANTE), Unit D2 — Medical Products: Quality, Safety and
Innovation, Substances of Human Origin sector (2%} 5 A > 4% £ o —[E% (2022 4 12 H 15 H FEli)
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o MMM D Fr— 3 R b A~DEERISHNZBEE T D HEREACT A R T A A2V THF
K LTWD,

o ZDOHA FOEMIZIE, IMREDOHEMFIZIZ., the European Association of Tissue and Cell
Banks (EATCB). the European Eye Bank Association (EEBA). the European Society for

Human Reproduction and Embryology (ESHRE). the European Society for Blood and
Marrow Transplantation (EBMT) 72 &, W< Dh0F# - BRI G BRI S L 72,

o KUA KT w7 OERRITLL FD@EY,

> N—FA GB1E~FI8E) 1L, LD Fr—a > i Rk, T, &
7. . BARICRED 23 X C oMk M OFHAR 58 A S5 — %R0 72 SR FIE N U S
nNTWa,

> N— B (BB 195~ 34 F) ([TIE, Hex oMo fE IS U BIR e h4 K5
A RBERFIHENEH I N TV D,

> N—=FClE, ZORTIIBTLHEmWaEOME R OEREZ BN E LT, EUERKICHE- T2
FFRSEEY D 7= @D the Good Practice Guidelines (GPG) %##&RT25HDTHDH, GPG
I, MRk E BERE L IREREEOTOOMELETHY, #H NS EUES TERS
U2 AR R Ol FER) SV E BLA R T D T 0 O EER ZPFL L T\ 5,

> X—hDITIE, EfEICER I, BEIEH LG EORENE L AMERHER I TN D
HEAE & A O TR & ERRIC CBIT 2 1 # Z2 $2t3° 2% [Tissue and Cell Monographs| 7%
GEND (GEREEH B0 oSt 7)), Tissue and Cell Monographs 1344
A ROMDEZ a2 MM5EdT 2D TH Y | FHRMER N T3 2 ik & AL o 5VE 2 RGE
T 51 OICHE R HARIR O FEE & FE 2824t U, MRk & RS R > THERZRY — L
LRV LHEDTH D,

> BT, FrLnd 74 EDQM MEMIGYL ) A 7§l —/v (MiRCA) 1%, =—H—
DR, BEFEFRRAEINEE 7 o 22BN 27 2R/E L., oMo
AR E M LA Gz s STV A7 OREL 2 —F—28E L, B nt
AHDY AT ZHT HIRIE LA T2 ZRT HI-OICRE SN BB EHEITTH 5,

(EDQM @ HP5% 5ty —R 7T =0 7 HMERR)

1-1-4. ®E

#[ETlE. [Act on the safety of and support for advanced regenerative medicine and advanced
biological products 7’ 2019 4 8 AfllEZ4L, 2020 4F 1 HITHE TSIz, ZOER OFEIZL > T, BN
PRI L CTHebmi) A4 R DO JFEE U TG T2 £ 13, KHES CED DX axffi. A, inE %
PR AT DA 2 B 22 2R R (Minister of Food and Drug Safety) DFF Al 25213 52 L3RBT
b,

. eI BB O FF A HI IOV T

B 4 B imi S A A R OFF A L7 R E R

75 28 5k (e g B DFF )

(1) ENEIRSEZER L, A R, N LU CEsmi A4 B O 5k U T 32 236 (LU R Te MR &4
P L)) 2T T I, KFEHES CED DR, ixfi. AM . B E B AT L% 4, B L3
o242 'E (Minister of Food and Drug Safety) D& pl &5 72T AR B20, FF A S FHA A
B 2D56bRKRET 2,

(@) HB—HOHEITHHDHT | F—IHOFF AlIE, IROKZDOWTNNITHEE T 5L, TNaZ o

5 EDQM @ HP, https://www.edgm.eu/en/guide-to-the-quality-and-safety-of-tissues-and-cells-for-human-application1
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EBT2T,

1. BEF DS, ZORER O A A A RE T 5720 ICe O S A2 E BT 5 FEETTHOHE,

2. WIS 2 DI .04 BRI OMJFSEIC B3 DIEAL S 27 455 2 TAD IR E IS L s ifn K OV ifn
% el A B O JFRP B L TG T A5 A

(4) ENIE BFZEE 1L, D LICEOF I E B H LRI ERB2 0, 72770, 3 HO R EIZIVE AT
BT B ENTZ G AT ONWT, B2 RKEIL, 28I YENE _HEA SIS 50
EINEERTHHLDET D,

(B) FHHAFELOFEHLEOBEL, MRS A IC LA MRS OB B, Ot Millin 288 a2
DEFEIZOWTHEH T 5, ZOLAITBWT, T | LHHD1F, TR 54 | SRR 35,

%29 5 (B Mg BRS8N ESF & HIR)

(1) NS B ZE3 13, Jeimn S A A B S KD R YYE O B AESE 2 05 1E - Wi 9572 . LU F O FIHZ 3
SFLZRTIUER B0,

1. BN B 21T, E MRS O BR B, A N T O O 7 e A2 BV TUREER SV K OV 4
MEOREMELL T, NERERENREDIHLDEFREL, BT IHHLOLET S,

2. b B 13 NERBLERE A TEDHEZAIZIY . R — RO A . ik & O EY
BRAEZITHOZEIC LD, BN N SR a) S A A R O JFEM B E LTl L CWBNE I E T 5b 0 &4
%)o

3. b AE B SR 368 1, SR S o A L G R S I C e M AR AR L T A A BE 2 THOD RIS R LY
(2, R — OB FTREZRF WA TR L2 T AU b7,

4. NI B F2EE T E MRS O SV K O B TR T AT . N KL 2N E 8 H R IE A 5T
L2 id7e s,

(4) BN SO S R O VR B -2 BL YT ONT B — T R OV “IHODHE I LD REER DAF R K UMRAT
T OMMETLFIH T, NEFEERRE A EDDLDOET D,

(TAct on the safety of and support for advanced regenerative medicine and advanced biological products] % JTiZs —

K75 =2 7 BERL)

— 7, BNl 2B B L TR A A B O R U TR E T o R fi ek 13, B L ZE AT RE
(Minister of Food and Drug Safety) DT rl 25217575503 70<, ENIE B FEDOFF A 22 T T-FEEN
BRI ER s A BB BT 5, Lo RfgA | EEOATRE T 5128 2 — TR,
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1-2. RH Y RN DOFESNE OBEE - FERKE LTz standards

ESNCIEIRS Y R0 Tk RAA N7 OERFRSO T HBAE RS MRS O e N R D
FRLEL (AT, Bl . ZAUCHTRET AIE S A D 7 a A R4 AR HIECHELE IR 2% L. standards
ELTARL TN,

#1z1X. Association for the Advancement of Blood & Biotherapies (IF5: AABB) (3., 1948 4F|Z ik
F O LM 52 2R EOUGEICILB OB L AR DEMEEFREMZE DO L —F LU THEDS,
1957 HZ MR S | MR ARGy OB, LB, K OMi MLl 35175 B e FEED BRFE A BR AR L T, EIT
WX 21 2% 9% standards BASEEFREHIE A TFHNTTU=28, 1991 4RI cell therapy service (ZE4%
standards BH¥E A BAAG (HPC D&KL EBITERLAL | Wi i ~EHEK) L. 2004 4212 [ Standards for Cellular
Therapy Product Services | DA FE1TL TV 5, 2000 4441121, cell therapy 20 B DL KIZEHHE T,
cell therapy service @ standards DX GHEFHBILRKL TWVH7, 2022 FITAK S Standards for
Cellular Therapy Services, 10th Edition, Effective July 1, 2021 (Published: 5/3/2022 )] Ci%. T fifa<e
FERICBET D ED B L TWD,

T2, KEG BB T2 (the American Society for Transplantation and Cellular Therapy. B&#5:
ASTCT) &, [HESH iR S 2 (the International Society for Cell and Gene Therapy. F&#R: ISCT) 73
FEL . 1996 “FIZF% S L7- A Foundation for the Accreditation of Cellular Therapy (B&#5: FACT) I,
FACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY Product].
[NetCord-FACT International Cord Blood Standards]. Common Standards for Cellular Therapies] .
[MTmmune Effector Cell Standards|® 4 fE¥H? standards DOBA%E EIRTHS,

Z D 9B TFACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product i, The Joint Accreditation Committee ISCT-Europe & EBMT (&5 : JACIE) L3[R CrERLS
N5, JACIE 13, BN B B AE 2 (European Society for Blood and Marrow Transplantation, %
:EBMT) DZEE S THY, 1998 FFITFHE I, 1999 4F|Z FACT standards for Hematopoietic Cellular
Therapy Product &5 1 ilRZEIRL ., 2002 42135 2 iiia: FACT LILFESRALT- , D% D standards (3.
FACT & JACIE 2 3L[RICrERL., KGR S41, FACT-JACIE International Standards for Hematopoietic

Cellular Therapy Product &L THITII TV 58,

F7-. NetCord-FACT International Cord Blood Standards|i%. FACT & the International NetCord
Foundation (H&#7: NetCord) 3L T, 5 1 MZ1ERL., 2000 FFIZAKLT-HD THDH, NetCord 1%, JHHT I
MO B RAEL | RO MO FTFE LA DT 22 B0 | R E K ORISR 2L FMFE &
W DOBEERMT DI LTI P A O 2B ARE S 572012 1997 FITFR LS FIATE -
7273, 2017 4 1 A . NetCord % World Marrow Donor Association (WMDA) E& G4, JSZ U7= R T
7272 o TCUNA,

The American Association of Tissue Banks (I#5: AATB) @ Standards for Tissue Banking D #JJhfi%
1984 £R{ZFATSHL, IRERLIAA O AR A RE/R B MR D/ S22 2 743 BFIZ RN T, A1 THRIE SHVIZREFTRY 72
standards &72572, 2016 4 7 AIZAFRKSIIL, 2017 4 1 AT TS/ 14th edition TiE, HARRGE, Ll
SRR AR, TR, 75 M SRR, B BEE T T N, ARSRaRE k. FORE . B AR SO HIEFRH
ENERE ORI, RE, FOBICE A SNAZEEE KL TS, 27255, AATB 13 1976 4F, HRH, BL#H, #E
IR FEE R R E L TRNLENTZ, AATB 13, R OB L BRES - Rk O RRRIITERER X835
B SRR S 2 IR T 57 D standards ZFREL, AT HIEEFMEL TS, IHIZ, AATB I
B LA RE L | MR KRR N 2 R D GV L R AR E T AT LA HFRL T8,

6 AABB @ HP, https://www.aabb.org/about-aabb/organization

TAABBIZH$ DA T A v A v Z Ea—R% (2022 4F 11 H 11 A EfiE)

8 FACT-JACIE International Standards forHEMATOPOIETIC CELLULAR THERAPY Product Collection,

Processing, and Administration,Eighth Edition,Version 8.1,December 14, 2021

9 AATB Standards for Tissue Banking 14t edition, Revised AATB Standards Coming into Effect July 31, 2022
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K. Y R LIS O eEA E O SRS - FHADRAE L7z b MR RO BRIR ., Prfs, Haik, ZAUSATBE S D HE

D7 av A 245 standards

Standard | Association Foundation for the | Foundation for | Foundation Foundation The
s Bk | for the | Accreditation of | the for the | for the | American
Advancemen | Cellular Therapy | Accreditation of | Accreditation | Accreditatio Associatio
t of Blood & | (&F#r:FACT) Cellular of  Cellular | n of Cellular | n of Tissue
Biotherapies | . Joint | Therapy (M # : | Therapy ( B | Therapy ( #% | Banks ( I
( m ® Accreditation FACT) #:FACT) & #r:FACT) & #r:AATB)
AABB) Committee ISCT- | the
Europe & EBMT | International
(W& #r: JACIE) NetCord
Foundation (%
#:NetCord)
Standard | Standards for | FACT-JACIE NetCord-FACT | COMMON Immune Standards
s DA TR Cellular International International STANDARD | Effector Cell | for Tissue
Therapy Standards for | Cord Blood | S for | Standards Banking
Services HEMATOPOIETI Standards CELLULAR
C CELLULAR | Seventh THERAPIES
THERAPY Edition,Octobe SECOND
Product, Elghth r 15, 2019 EDITION
Edition, Version Effective: March 15
S.lz,December 14, | January 15, | 2019
021 2020 Effective
June 15,2019
i P ek 4 G A, | EmAETESRE, R | iR — 0 | EXTWART | ET T X | HH D [E
Wi, TR, | HiclRBRESh7zes | B8 8B, N | —»6G00 | — M ia o 8 | FKHeMER
PEBORI, | worEMMAMEE R | T, &, Wl | Zoifapmsi | B, st £ | oI, 7
ER R | CEBE. RREIL, IR | REVRE VR | OB R | F RERG | EF A
kR O S | M, M) OFEZ | bR BIR, | FBA G | &S

M 7 i B R
fa, 7 =B —
AR O EL B, ALEE
PR s L O -
i I 3 7 (A i
V2 R Al e vk
4z DN T,
st DR 5D A
WHIn,

TR H AT, K
OVEC AR (B 5
R OBEUK O
FIZHoWTIL,
A 3 sE B
BTHREIND
FE RSB D 2
HWHSND, )

L. & i 48 g
Wik s o
AL BETT
75— il fa
LEE . X
s #5 1 N>
ot e N
FTIEEEXL
TRV, 72
B.IRERW
Yk 3 ik A)
FRILE R
Ax®RTh
5. )

(=R TS =7 VERR)
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Zi5 AABB & FACT, JACIE., NetCord 23BH %8 K722 > TS standards 1XW) T 1h , SAKIBOT AR
TA T Il BIIEL THERESNTZH D THY  RANT T T A AL T H B LTZH O TIERNWI e,
F77 REHE~OHERT, B HINDT X TORHA~DEIEARIET DL DO TlERWWZ b %, standards @'FEH
TEHLTW5,

%72, AABB ® Chief Operating Officer HIZk%T A 28 2 —Z3B\\ T, EMER L OCME ORI 7 vk A
K OVFNEICES> TR A A7 standards 13, EEHIVATRX—RAT 7 a—F % ZET57 1t A, Hik, KOV
BUAT ANEREY THRETHY, standards [ZIREEA 2RSS T TV RO BIRZ R T _ETIE 0, &
VIO R RLEST,

—77. AATB (3, 1986 fEIZfEH. K. IRERDOMAE > 7 0MEH 9% method ZAFHE(LT D22 HRYL
L7z Procedures Manual | % 1986 #-(Z 51T L7, ¥ 1987 421, [Technical Manual for Tissue Banking |
HIEATLIZ (1992 FITHHT) . O~ =27 /WITIE, kR, B A25EEE  SMEH S (EIRR I —) /8%
PIVZBET S &2 OB O~ =2 T VDN EENT, SO N 7 EBE NS LD O FIAD B
BB - TSI TS, il S 7 OFRED T DAL TIL, standards 7217 T72<, 25D Technical
Manual ~OEHLL TSI TZ720 RN T, ZNHD~=2T ILVDONED LN, Z D% O standards DG
RRITHA A A FTZ10,

10 AATB  Standards for Tissue Banking 14t edition, Revised AATB Standards Coming into Effect July 31, 2022
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2. b MRERECRHE AR DR EBICE T 2 E=F R D EREIZ OV T
2-1. b MARFESIORE, R7EF, 8%, TN T2EREESEO T X 2Hl ) HERICHT2RE

B

HIEIZ 97380 KT, BEOREEIIZ BT e MR EEFO BB, PR TF . s, Z iU E T A 1E s
BEDO T b AT HE R FIECHELEFIHA R E L, standards ELTHLTEY, ZiUTHSGREHIEN
55, KA THURE L7388 E O E 2 TR Omy, L,

3. BRI OBRER  (RAF, ik, AU BE9 D1 e P

Priy

=30

7 av A5 R E T E

1,500 KR/L[19 5 5705 H]

2. Annual Volume Fee —
Number of units collected
or processed (HPC, Cord,
Somatic Cell) 160~ 3,080
KRv[2 75 875 M~40 7
1847 ]

3. Accreditation Activity
Fees; Application Fee (new
members only).1,600 KK/
[20 77 8752 1]

4. Lead Assessor Services
Fee; an Accreditation Fee of

12,500 KR/L[163 7 875
M1,

2023 4. 1 SO A
EROTas I AOEE .
HFE T 9,350 kKL
[121 5 9895 M1 (Furs
LNEEEZ T RiaEE
EL, BEINt%, £
TnsAE),

EEBONRE DB EDT
¥)% LR BI5A . Bk

k21,450 =—nr2[303
75 6462 ] (EBMT <=
Baik4::10,725 =
—ur[151 5 8231
M), 2 fEk: 26,796
o—u[379 75 3242
M1 (EBMT £E i
B4 013,398 = —u
[189 77 6621 M1).3
fE I 32,120 = —1x
[454 5 6908 H ]
(EBMT £ & 171 ¥}
£::16,060 =—r2[227

TRIERE RS Association for the | Foundation for the | The Joint | The American
Advancement of Blood & | Accreditation of Cellular | Accreditation Association of
Biotherapies (#§#+: AABB) | Therapy (#&#5: FACT) Committee  ISCT- | Tissue Banks (%

Europe & EBMT (I% | #:: AATB)
#:JACIE)

=10 9 S 4 4 [ Standards for Cellular | [ FACT-JACIE | FACT-JACIE [ Standards for

o8 Therapy Services | (2 % -3 | Hematopoietic Cellular | Hematopoietic Tissue Banking |
&, HPC Facility (% ##12ff | Therapy | . [ NetCord- | Cellular Therapy I | - sx regapo
-9 2E marEEe o E, | FACT Cord Blood | £33, Part B (&K ) < [JEB O
L. ATFEA 5 EZ) . Cord | Banking | [ FACT | »X—}) ., Part C (£ M ) AT 3R AT
Blood Facilities (il il | Common Standards J . | H0), Part D OMI#H | - 2
CEAMEE o8, | [FACT Immune Effector | #IZ W TH 4 RBEL
WUER R Ao s i N | Cell Therapy | @ £ | T\,

7). Somatic Cell Facility | standards [ZH-3%, Part
(HPC Rofff s Ll sk o i | B (E& KX —h) | Part C
RO T, R, i | BREO. Part D O
Rl s s ofE T | IO TE 2 RBELT
R 1 S TR 238 | VWMo

EL TS,

=0 R K OVE A 2R EHAE R OV A g2 TR R VA | s g OVE

QEMCREOEHNLE | 3 EHICRECEH /L | & Hi e
32 4 FRISREDOIHD | 4 AR D T
M (T2, 2 I R
FEIAY7: desk ~X—2A
® audit ZZF72T
[ECZYANAY!

=0k 4 1. Basic Membership | Part C(FRE)DO A D | 1 Wk * T & @ | gy

Accredited Institutions | & . %) # & & ¥} & L T | inspection fee I% 1 58
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3,255 KR/L[42 5 4680 M] | BFEAETLHENHH, 7 3454 1H1)
plus Cord Blood Activity EBMT £ 8 o i
1,825 KR/ [23 7 8108 M i %é\@%‘é %
or HPC ACthlty 1,825 )KI\/I/ \*Ll'\/j?ﬁi 50%%”6'%“
[23 77 8108 ] or Somatic %
Cell Activity 1,825 KF/L j )
[23 77 8108 [1]1t i@;ﬁ%ﬁ;ﬁ;?
R " B IRH EAEAN
KIE LS O o8 (155 % e 1
QNZHDWTHE, HiEE ZRiE EBMT A S —$he T
=g =
CIERZINS FERENB,
S OT —LNIZHL
#%® JACIE &2 E%
GG AT E g
HAshs, 13
SRIE FEiE HPC Facility (39 i 7% 306 fgk 212 fiig% r Cellular
Cord Blood Facilities(87 it | 9 % . FACT-JACIE Tissue ] X
(202342 H | 2, ) s - r
1 A E7E) S IN SOmatlc Cell Facility | Hematopoietic Cellular Acquisition,
(24 fagk) Therapy (23 3 <3 E Collection or
153y R MFEE
2%, [Standards for Blood (241 i) ée;bo;e;g% (1 %
Banks and Transfusion NetCord-FACT Cof'd 2 -
Services)lZ#-5%, AABB ¢ | Blood Banking (Z5-5< "
REEZ Mg v | WE (55 Hia [Birth Tissue | x
my—v A, kit #—i%. | FACT Common [ Acquisition,
1,059 &5, Standards (23S <ERE Collection or
(9 fay) . Recovery | 2358 &
- =/u e
FACT Immune Effector iﬁtm'ﬂ (26 fia
Cell Therapy (Stand- )
alone) IZES<FHE (1 i 723 . AATB D7
i EERELTWD
Apheresis Collection R IL A 124 gk
Service Provider (33 Jii Thob,
%&LA
Marrow Collection
Service Provider (5 Jifig%)
*HEE

one (1) adult OR one (1) paediatric clinical site/unit

one (1) collection site for marrow #

one (1) for collection site for peripheral blood progenitor cells (apheresis)

one (1) cell-processing laboratory

M CTOEERIE. 202344 1 A 31 HOAKRL —NMIESWTEH (1 F1=130.47 Y. 1 =—2=141.56 [9)

(T —R-FFr = T ER)

11 2023 AABB Institutional Dues Fees (Institutional Membership Fees). https://www.aabb.org/docs/default-
source/default-document-library/membership/institutional-fees.pdf?sfvrsn=60dc494_8
L2FACT 1T DA =LA U H Ea—DRZE (20234F2 H 9 H)
13 BN B BB A S22 HP, https://www.ebmt.org/accreditation-fees
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2-1-1. AABB

AABB (Za7ik @ Standards for Cellular Therapy Services | (ZF&-5%, HPC Facility (FEAf (2 951
M ATEARIE O, 1T, fRAFZ2H5NiE%) . Cord Blood Facilities (FAE (2 F C X2 M7 Mg Hi i O a2
JVER | PRAE 2RO /N> 27) . Somatic Cell Facility (HPC < i LA O A AR S S O Ff 2 i1, {%
BB E AR A @§<LI&@ 1 2L EEITOMERR) DFREEIT>CND, 7235, AABB OFREH I E D
FEE%‘:%%J: AABB [T 1958 FEIZREE M B A BIARL T D, HIFORRERGUI LM S 71207z, DFED,
[Standards for Blood Banks and Transfusion Services | IZFDS<FRETH D, D%, 2004 FIT cell
therapy service |ZB9% standards O #Jii ([ Standards for Cellular Therapy Product Services | #3&1T
L72Z& T, cell therapy service Z1TMitiax (2t AABB ORBERIEE DA ST & D302,

2-1-2. FACT

FACT % mij ik @ I FACT-JACIE International Standards for HEMATOPOIETIC CELLULAR
THERAPY Product]. [NetCord-FACT International Cord Blood Standards]. [Common Standards
for Cellular Therapies]. [ Immune Effector Cell Standards|® 4 fi¥E® standards |25 C, [Clinical

Service]. [Transplant Types]. [Collection Type]. [ Processing Type]. [Service Provider] Z#1LZ LD
1% \Twulﬁz))??bﬂé
#. FACT DFEE DI
FACT-JACIE International | NetCord-FACT Common Standards for | Immune Effector Cell
Standards for | International Cord Blood | Cellular Therapies Standards
HEMATOPOIETIC Standards
CELLULAR THERAPY
Product
Clinical [ Hematopoietic Progenitor | n/a n/a [ Immune Effector
. Cell Transplantation | & Cellular Therapy | DFEE
[ Immune Effector Cellular P Thid
Therapy | 5 THID,
Transplan [ Adult Allogeneic | [ Adult | n/a n/a n/a
t Types Autologous | [ Pediatric
Allogeneic | [ Pediatric
Autologous | BIIZFBE,
Collection [ Apheresis | [ Marrow | | n/a n/a [ Apheresis | [ Marrow |
Type [ Apheresis (Pediatric Only) | [ Apheresis (Pediatric
BNFRE Only)) BUIZFERE,
Processing [ Minimal Manipulation | & | [Minimal Manipulation| | [Minimal Manipulation] | Minimal Manipulation |
Type [ More than Minimal | & [ More than Minimal | & [ More than Minimal | & [ More than Minimal
Manipulation | BIIZFEE Manipulation | BIIZFEE Manipulation | BIIZFEE Manipulation | BIIZFEE
Service [ Apheresis Collection | | n/a [ Cellular Therapy | n/a
D - [ Marrow Collection | Processing | OB E M 1T
r Cellular Therapy N,
Processing | BIIZFBE,
Cord blood | B2 [Unrelated (GEM&#FH) 1 | n/a n/a
& [Related (iff&& H) J 5l
\ZRBAE,

(FACT @ HP Z5Cicy —R - 7T =0 7 MER14)

14 FACT @ HP, https://accredited.factglobal.org/
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F72. FACT OFE£E8 1%, ZOEBOHEMFEICLDRTT4T7THY, BE 200 4L ENHEAREELLT
PEFL TS, FACT BEBIZRHIEEHFET A AOPIHIEMIZIX, [FACT RS I FREE AT
BLTWLZEINEEN TS, ZL T, FACT R B DB EELT-0121%, FACT # 22 8 & Ak E b s
HIELRT U772, SHIZ FACT B BB AR 75720121384, FACT OV —27 ay/R0r
F—IZBINT 5, £721% FACT OB B2 RE T 525 0OBE SRR E 2 T HZENRIFIT/> TN D15,

#. FACT B2 BT L2 WG4 DR A DA & #

6.1.1 LB O—RHVER

6.1.1.1 ZE N OEMAER 21, 555 5B 3 2@ Y s e 4528, RREBRO—E8
1Z, FACT Bl S ICIVIRESNAEINT 10 FLIN (6.1.2~6.1.9 S ) TRIT LB,

6.1.1.2 FACT SR U H iR IC AT L b Ze,

- 3 AR RS B I N 7 AR E R L. BB BHE T 0/ T LIS MTHENTE, FiEd5
HAEDS FACT OFRELEZITI-e 210, BIEOBELRB LU TEHE &N 52 Divs,

- R T T = 7 A — I A E R R AR B HGEE L, 7 ST AORE FRERNIARRIN., EEEM
EZBIETHIENTED, BEEFIL. AREWHET 0/ T L05E T L., iTEMEEN FACT SRCE2 2%,
FEFT R T 07 T AR R ED FACT BEHET ThHILKE 2 FH. BIROELRELL TR
T HEEEIGDHIENTED,

- =L T T2 T — AR EEND FOA=S T T AT DT NNIEINTAIMEIN-EERE
FX, 7T T LAORE RFEANIKRIN, BLEEELZRGTAZENTEET, LA IT, BELEM
/I LET L, e FACT REZEUG L&, 3R 7 s 748 FACT REHFH T O
2], B OB BB L GREIT 5 &K 515D,

6.1.1.3ISCT. ASTCT. ASFA. AABB. CBA, WMDA Ofil A& B, XiX FACT & EFEEHE DAL
TS LN 20 7 LIS R R C B A P22 DS B ThDHI L,

- ASFA OBDE B THASRE . FOFIIT 7L Ak D E LI RE SIS,

-AABB DDA N—ThHAHEEA . 77 Lo A TR T Haik DAL RE SIS,

- fEA2Y CBA, WMDA., /-3 H i So ZICB 3 2HAFE RO S B ThHG A O NI f N
VI DEEEATHZEIZRESND,

- GE IR E BRSO A DS B THAHGA ML T 1T AOELZIZRESND,

6.1.1.4 VEREHA G e AR BE R EARH L2,

6.1.1.5 FIZSHHARY > — SFRARE RV — R OEEHERY > — 2B % FACT O H#t2E5F3 52812
FELTWAIE,

=%
nH
o

N

H
&
=]

bl

HY

(FACT ©DY—7 Ly 6&TIT—R P50 = 7 AMERR)

15 FACT @ HP, https://www.factglobal.org/inspectors/
186 FACT ® U —~7 L v k. httpsi/fact.policytech.com/dotNet/documents/?docid=695&public=true
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2-1-3. JACIE

JACIE 1%, TFACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product | IZ DWW T, FRtOFFARNIZFEEL TV D, 7235, JACIE % FACT SHEEEL TW\ALO D FREITH H

Thbd, Fle. R DETRENC

Autologous Transplantation in Adult Patients
Allogeneic Transplantation in Adult Patients
Autologous Transplantation in Paediatric Patients
Allogeneic Transplantation in Paediatric Patients
Administration of Immune Effector Cells
Collection of HPC, Marrow

Collection of HPC, Apheresis

Cell Processing - minimally manipulated

AN NI N N N U U N N

Cell Processing - more than minimally manipulated

723 . JACIE 8 E DR iSb"C BEOELZEWTORIGIHIERHD, FrRHG

DELZIISINUIZ LD H D iR

ZRIMAN AR — L T DB 2 —~ DRl a2 HHILL TV,

#. JACIE @BE DB

BN S FEITRGFEN RTINS HEOFFE

BRI 4 RN
1IENZDX 15%OE5 IR EHIND, Bod— 75%’%5(0)@,\,%%?@1@\
HEATE. K 20%®%IJ§I75‘>‘5‘@H% SND, ZOEFIHI L, LIS T 5720

WCH X I T A2 ENRFIZ 72> TS,

ARHT

\_X&/‘j%ﬁ#mb\ A E il

. ' fees for ebmt
Inspection fees per area * full fees
members

1 Area

2 Areas

3 Areas

Supplementary fee per additional Clinical, Collection, and/or Processing
sites and for including administration of Immune Effector Cells within
the scope of the accreditation+

Discount per active inspector €

(T - R B Bl 2 HP1Y)

17 R B AE

HP. https://www.ebmt.org/accreditation-fees
18

€21,450

£26,796

€32120

€4,400

15% - 1 active
inspector

20% - = 1 active
inspectar

€10,725

£13,398

€16,060

€2200

15% - 1 active
inspector

20% - =1 active
inspector



2-1-4. AATB

AATB %I Standards for Tissue Banking | (23S =3RE I 4 1986 A-1ZBHAAL . BIAEIX THHAR DO FEEE
x TEEYOFEFA | BINFREEI T TS,

v fAfkofE¥E L L TiX. [Autologous Tissue). [Birth Tissue]. [Cardiac). [Cellular
Tissue|. Dura mater]. [Musculoskeletal|. Non-Transplant Anatomical Material
(NAM)J. Reproductive]. Skin]. Surgical Bone . [Vascular] ¢ 11 FE¥E23Z%1T 5T
W5,

v  EBEhOFSE] & L TlE, lAcquisition], [Authorization], [Collection|, [Dispensing].
Distribution |, [Donor Eligibility Assessment |, [Donor Suitability Determination |,

[Informed Consent|. [Preparation]. [Processing]. [Recovery]. [Storage] ® 12 fiiff
DT HITWD,

BEIL, ML LT EE B DB W BE N E o T T — LIk T Thivd, BEE ., B VAT LR
FAHIEST ORI B Uk S 728 D AATB A N—THERSNAOREZ B SN R EELRTTT 5,
ZESIT, T e R W THEEE DR LIS E, FIE K O7 4+ —T v P IEHIZHDW T, Y% H
SHB DNRIEEZ T DERENHDHNEINEHWTT 5,

AATB FBEZ HEET D7 DB

AATB RiE% BT 2720101, B T 256, D FORK ML OB BERDHD,

2 N GETES SRR TR

v TEEH XY 6 » ALLERNICERICHRE L. AATB EHEICEAE L TWVD 2 &,

v i LEEBOME S LI, 27< LY 6 5 AROHa i B D 2 L,
R4 8 AR B A= LT BRI HL AR 7o — MEAL T TAN T B TES,
AATB ORGEMFL, H B EASLE B REDLIC, BRENREEZOBEHER L, WL
B TR TBIE IR B,

(AATB @ HP #5123 — R« 7T =0 7 HMERLS)

18 AATB @ HP, https!//www.aatb.org/accreditation
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2-2. b MIRFEBIORI, R7F, WS, TN FREESO T ROBELRIT TV DHER

ATSEIRUTE, ENHIREUEI O BRI, PRAT . Wik, CAUTAFE T DIE WA SO 7 b AR T2 BRFHESD
HELETHIH AR E L2 standards (2R S<ERE R EEICIW T, GBS Lichisk DBz E NI L7z,

AABB 2358 E L7 HPC Facilities 4 39 fiiix Z [E RN AHE, KIEDS 35 ke, BFEEHWTE, 7X0ITT
TV 1 Mgk, ST IET I 1R, S ARV 1R, BB 1 iiRE . KE ORI K% o

TuW%, AABB 2358 E L7z Cord Blood Facilities 4 87 fiigk & [EBIIZ A5 &, iKIZ’P 21 Jifig% THcb %\, IRV
THIED 8 iz, IDITHFTH N THIEE, BB 5 ik, FEIEA L RDE A figk, 7 TN TR —IVh%

3 sk Sfe<, AABB 2332 E L7 Somatic Cell Facilities 4= 24 figk & EBIZHADE, FEDS 10 sk Exb 2
W IRWTRED 8 fik, ZDIED, 7TV Fk, IR —L B XA, T A0 1 i Thd,

FACT 23 TFACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product | IZEEDWCGRELT- A 241 ik Z2ERNCHDHE, KED 2138 ks, FEARNTE W, IRWVT, 17
HH 16 ik, SHICA—ARTUT A T figk bfeo, ZOIED, 7TVN AxTa, ma—P—T0R UR—
NPT IET N 1 ek 72 o7, £, M4i% standards (ZH-OXFRE LT Apheresis Collection Service
Provider 4 33 fixZ[ERICADHE, KED 29 fisk K Ym DD, FKOITH T LT 77 5 R EHEALDA 2
i CéD, [ Marrow Collection Service Provider 4 5 fiigk & [E BN ADE, KED 3 fipk, I Z 0N
2 ii% CThrD,

FACT 73 NetCord-FACT International Cord Blood Standards|iZ3E-3\ \’th TELT=4 55 Jiti gk 2 [E] Bl
\ZHDHE KED 8 fiik b %\, IRWT, 7'J“j‘5’ AULX—  AZVT D B gk, SOITRAY DS 4 Jiigk, A
RA F=ARNTNT TRV 3 ek S

FACT 73 Common Standards for Cellular Therapies | IZJSWCRELTZE 9 ik Z E RN DL, K
[E7N 8 gk, 12D 1 ik 72 >7-, FACT 73 [ Immune Effector Cell Standards | DA IZFSWTRRIELT
MR lE4a 1 sk T, KE O Th D,

JACIE 23 FACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product | IZFESWTRELT-A 212 figx 2 E RN A5 L, UK 28 52 figk b\, IRWT, AZUT A 36 i
o IHIT, KA 2T gk, ARA LN 1T ffigk, 7T AEF T DI 16 fitigk . VX —EAA A4 9 filigk
< t,czoa KR LIS DFRIE i s 85 JoE AATTIVIN B filigk, ST I8 T M 3 gk, MLas 2 ik,
LR —VERET 7 EFIE R 1 ik T,

AATB 73[Standards for Tissue Banking |[IZ-5&FBE L 72 Birth Tissue|?[Acquisition, Collection
or Recovery [IZOWTRRELT-A 26 ik zERNCADE, KEDS 23 fisk EREAZH TS\, ZOIFENA T4
2y 2 fEE, AR 1 ik TdHsH, AATB 23 Standards for Tissue Bankmgj \ZHESEFEL-Cellular
Tissue] D[ Acquisition, Collection or Recovery |[|IZ DWW TERELTZ 4 1 gk L. KE D THDd,

B, HRTINOREZTGL TV Aiaa%id. AABB @ Cord Blood Facilities DR EXEAELT-. #id&
T AN EREREAERT DB AFRETD 2 ik DI Th b,
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2-2-1. BEOREMEILREZTHFL TV DKREDEEMERIZOVT

KETIE FACT (2X558EE AABB IZLDREDM A5 T CWODERE GRS TR DD, T‘Eiﬁﬁﬁwuéh
77o ZONRRDONEDIZe TV T LTz A, TAABB 12858 E X blood bank 7)>% collection unit (252 1 Tk
DN IELTHHH, FACT ([ZXDRE LR 7 1T MM U CTIRRIE IR 252 1 DM ASM Lo T2
A5 L7e, F7=, CAR-T MifaiEiE%z B sk CITog4Me L THEEE 3N FACT SREZ TG 522 ER LTz

LRIE AT,

2‘%.%T“2OLLU:@WEH%E@EM%I:HH}H@JE?H@BKHX PRAF %AL LU DIE RE L E DT a 2D
mu\ %E&’fﬁ‘bf‘/\é[ﬁﬁ 0)15

MR 4 BA5 9 258 E OFELH
Medstar Georgetown University | AABB # & HPC Facility & "' Somatic cell Facility, [ FACT-JACIE
Hospital Hematopoietic Cellular Therapy | IZ5E3<# %D FACT 3 & (Marrow

Collection Provider FRE & & 1r)

Mayo Clinic Rochester AABB % 7E HPC Facility % " Somatic cell Facility,  FACT-JACIE
Hematopoietic Cellular Therapy | (ZF-3<# %D FACT 8 &

Barnes-Jewish Hospital AABB 8 & HPC Facility . [ FACT-JACIE Hematopoietic Cellular
Therapy | \Z3-3<# D FACT RE

Robert Wood Johnson University | AABB §8 & HPC Facility . [ FACT-JACIE Hematopoietic Cellular

Hospital Therapy | |2 333D FACT &
James Cancer Hospital ( Ohio State | AABB 8 & HPC Facility . [ FACT-JACIE Hematopoietic Cellular
University) Therapy | 123 3<## D FACT &
The University of Vermont Medical | AABB 8 & HPC Facility . [ FACT-JACIE Hematopoietic Cellular
Center Therapy ] |25 D FACT iR E
Yale-New Haven Hospital AABB 8 & HPC Facility . [ FACT-JACIE Hematopoietic Cellular

Therapy | 1235 <H# D FACT #B&E
(=R 7S = 7 VERR)
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3. BBE DB R X Hg
3-1. S E DEW
3-1-1. EAMEIZ BT BN R O G A 12 oW\ T

KETIE, EFH AR T —0D7 7 2L RAME 5 #2 (5 L RO 4 MR R - B s T 1REDJREFE LT
RSB TPHG T DU H — LT 5 DOARHE AN FRE STz, T 5 DOARZE (RN FEFER A —
EEZBND,

KETIZINSOEBE D 22T M&A DIERITR->TN5, 77005, 2020 /£ 1 HIZ Charles River

Laboratories f1:73, [RIEY 1+ A%1T->CV /= HemaCare Corporation 4% 308 I HR/LVCHIXL ., HiH£
ALTWA19, VT, 2022 4F 7 HIZ[RIE Y 2 A%1T-> TV 7= Discovery Life Sciences #1:723, [F2£D AllCells

HaERIRL TRl T D2,

X, KEO@EFE AR — WK T 7L AR - B $i 2 SR 2 G T2 2 - [ K21 22

Charles River
Laboratories intl. inc

Discovery Life Sciences, Inc.
BEELEZICHTS
b HiBfEE R EE

202018, Charles River

FA-TEIX

American Red
Cross

20225%7H. Discoveryft#®
AllCellsttZ EI¥ - F&tib
L. EHoE HalaFEeitis
EE£FAlCellsicHe

Cell and Gene Therapy
Solutions

HemaCare
corporation

HELECHT S MBS
o3 e

BELZINTS
e MREERERSE

National Marrow Donor
Program (NPO)

Lonza

HELHZFIIHTS
b HBRFERERES

EmFRREED oI
Be The Match® EF—t LTy @D

< v FrIEE

2019428, [LELEmRftEEOEE: 7
O—/LEEERICETETSA~—F » T

Be The Match BEMEICNTSE R

BloTherapies® BENCES® /Be The Match BioTherapies® DHPIZ S 5L c— b3 — 3y 7] 2FR, — DI E ).
[Lonza® &L ¥ —EA7 0./ A—ERIEL  AllCellsit OMRFBEIMLHE— F 7+ U#+ItLlonza

T. ke - EETeERRELER FICHEES Y M7 ErEENS,
Va—svtEREYUSERELTVWS]

=R T I = THER)

19 Charles River Laboratories 7L A U U —2 (202041 A 3 H). httpsi//ir.criver.com/news-releases/news-
release-details/charles-river-laboratories-completes-acquisition-hemacare?_ga=2.101704962.280448173.1676282123-

513636592.1676282123
20 Discovery Life Sciences {7 L AU U —2 (20224 7 H 12 H). https://www.dls.com/press/discovery-life-sciences-

acquires-allcells
21 Be The Match BioTherapies®? HP, https://bethematchbiotherapies.com/about-us/our-partners/

22 American Red Cross HP., https://www.redcrossblood.org/biomedical-services/specialty-services/cell-and-
gene-therapy-solutions.html
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INHRF —THBEREE L Z— 218 LTS —R e NSO BRBUER DRy NI — 2 %KL Tnb
—AD 2 FEEH S, 7725, AllCells #& Charles River Laboratories 1. American Red Cross (% H HE%
Bt #—%iE L C\\5, —F ., Lonza f:&, NPO Th5 National Marrow Donor Program ®O—#19Th
5 Be The Match BioTherapies®i%, SMBOEEUEE DR NI — 2 ZFIHL TD, £z, AR —Hk

BHEET 7 oL U AMPRLIIMNT, Lonza fHIFAENIRC 6 . £ O MR - ifas bR a3 528m Té“%) i
7‘_\ Be The Match BioTherapies®%, i AR —H RO EHEET 7 oL T RMPE LM, Ifar b i L
[AYR

B 5 OAZE-FKIT, R — OB A L 7 — LR a BN BROFIA RS A& D=—
IHEDETHREART HH —EABITo TN, o, BRIt Z—% i = L TV A RFE- MRV T
I BB OR S| 7 T ART 7 2 UV AFIREZBR L T, RIS LT UG TE O BAEEL T
%, SHIT, ZID b DAEZE- KD HP FEOFHEN G, KEOEMIfLFEEIOMAEE Y R AW T, TERE
TR F—F— L%l > TOBD DT E— )LIRA L NI 5 TWAZEN DT,

F7-, FREICBIL Cid, Lonza |4 Lonza Walkersville, Inc. - Tissue Acquisition Department |73 AATB
M5 1 Cellular Tissue] ? [ Acquisition], [Informed Consent], 33X T Donor Eligibility Assessment ™
PEE ST TUNH23,

AllCells #ED AV 7 4L =7 Alameda 725N~ W F 2—F V) Quincy Dz, FDA ® HUMAN
CELL AND TISSUE ESTABLISHMENT REGISTRATION (27 7 =l T Afifiak & U CORERIIL T2, F
7=. AllCells f:i% H 4L HP (23T, B0 IUiE% 13 AABB-compliant donor facilities| &FC#iL TV 5

25,
Charles River Laboratories Cell Solutions, Inc.®hU~7#/L=7 M Northridge, ~%F=—t VM

Lowell, 7 %> —/ Memphis., 33507~ )N Bothell Dfiikld FDA » HUMAN CELL AND TISSUE

ESTABLISHMENT REGISTRATION (27 7 =L U Afifigk & L OGRS TUND26, ZDHE Northridge D
%X AABB OFEE HPC Facility TH5H27,

American Red Cross Midwest Region Blood Services (77 A4 Omaha) . American Red Cross,
Carolinas Region (/— A& 1717} J Charlotte) . American Red Cross Pacific Northwest Region,
HCT/P Program (4 L-=>JIl Portland). American Red Cross Penn-Jersey Region Cellular Therapy
Program, excludes contracted processing manufacturing services (<< 3 /L X=7"}| Philadelphia) %
FACT-JACIE Hematopoietic Cellular Therapy (T #& -5\ T, [ Apheresis Collection | @ I Service
Providers | LT FACT |ZRRESILTUH28, ZDIEH>, American Red Cross Blood Services - San Juan
Center CK[E 7' =/L N2 B H# X San Juan) 13 AABB O E HPC Facility TéHh529,

23 AATB @ HP, https://www.aatb.org/lonza-walkersville-inc-tissue-acquisition-department

24 FDA v ¥ A Y T HUMAN CELL AND TISSUE ESTABLISHMENT REGISTRATION - Public Query ] .
https://www.fda.gov/vaccines-blood-biologics/biologics-establishment-registration/find-tissue-establishment

25 AllCells t1:> HP, https://allcells.com/about-allcells/

26 FDA L ¥ 2 VU I HUMAN CELL AND TISSUE ESTABLISHMENT REGISTRATION - Public Query | .
https://www.fda.gov/vaccines-blood-biologics/biologics-establishment-registration/find-tissue-establishment

2T AABB @ HP . https!//www.aabb.org/standards-accreditation/accreditation/accredited-facilities/cellular-therapy-
facilities

28 FACT L AR, httpsi//accredited.factglobal.org/

29 AABB @ HP . httpsi//www.aabb.org/standards-accreditation/accreditation/accredited-facilities/cellular-therapy-
facilities
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K AEHE NS T —OT 7 L2 A iR B i Ze [FI T R D Ml 2 3K i D J5UBr & U CHREEAR ST it e 45 Jo e
2 HEDO Y — A

EEBLA B Bt & — FDA %%
REH) ekt
Lonza n/a B, SN DR # n/a n/a Lonza
TI7rL VA —IREL TS Walkersville,
1% . Inc. @ Tissue
RERS . Acquisition
% Department
Z DR %, AATB X
- ligoe . Cellular
Tissue @
lAcquisition |
IInformed
Consent |
Donor
Eligibility
Assessment |
LR
AllCells 1998 4F BHE. H OB 2 — R F AR RT | FDA %%k B4 HP 12k
T7xlL VA iR T A E DT 7zl W, TAABB-
JiiiR73 BN —I2K ANk compliant
SO T EE | 45 donor
FERFEET TS facilities| &30
7%, GMP 77U — W

VL— IE R R
WroRIZ B

Be The Match | 2016 4F =N SE DRI 2 | BU, A4 n/a n/a
BioTherapies® TT7xLVA | —LBHEL TS AARp L 8

M [ 5% Hi dpk 73 4

Jis A 1. 84 DT T LA R —2%

A= 67T OF | BEHERE T
BEEE 2= | ESRL QWS-
DRDAKEIESR | o, FF—ITH
VNI — 0 Bz 3 fhH T &

[EeA
EBRAIC e m LA
BRI DA% &
B9 572012, EU
T/N—hf =y
TR
Charles River HemaCare | %6, H OER L A — n/a FDA %% Northridge ™
Labs X 19784 | UL A | EEE DT 7=l 1< AABB
EavA JiiiR73 A S % &9 HPC
Facility &38
i,
American Red | n/a T7xzLVA | 2ENZ 60 #FTLL n/a n/a FACT Xv
Cross ik TV R lApheresis
INEE S a2 PR A Collection|
IService
Providers| &
LCRESNT
WhHTRR L
AABB JY
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HAERLR U AN PRI 2 — FDA %%

(52 Ak

HPC Facility
ELTRESN
TUWD MR A
5,

(AR - R HP30 31 32 33%- 55|23 — R - 7 Z 0 = ZI3ERK)

3-1-1-1. KEIZ T A Ml RO A I AR DA T — 7 RN & — D Bt

TR L O L HE 2 — O R K EIC BT MR O B AR D AT — 7R 2 — DRI (5
24 5. SREHERE ., BREU % . BURAS 3 e MR O G E Y 2 2 & BB I A 3 - HA) DRIfRIZ. T
DB EHERISND,

. KEIC BT DMl FE B OBHEIZAR DA T — 7 AV Z — D AR

—— FDA
HTAN-FHBOMYE =
EHEHIS
BIREERD -
B, SEEFSOP, SR a5 B
SEEREITOT L s osar viRE E MERRER O YR
. EEITHLE-FIfk B AEREIT R - Fik A
ERms v A v
> EBLIEEN THER BHOEEES — p BRESNTHES
3 A
b HHERRER
MCB B
v t HfRRERL/ MCB
> ERUEENTIED <
t MRS
B=. 8F BE &EE BHE, ATE

E

(r—FR7Fr = 7 VER)

30 Lonza £t HP. https://pharma.lonza.co.jp/offerings/cell-and-gene-therapies/tissue-sourcing-acquisition

31 AllCells £t HP., https://allcells.com/about-allcells/donor-facilities/

32 Be The Match BioTherapies®HP, https://bethematchbiotherapies.com/solutions/cell-sourcing/

33 FDA @ HP, https://www.fda.gov/vaccines-blood-biologics/biologics-establishment-registration/find-tissue-
establishment
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3-1-2. standards CFREHI B & KA HI Y RO E R
3-1-2-1. KEDEIMBUFCMBUFIZ LD AABB 528 il BE D1 TBCFI H

K E T I BUR oM BURF 25 | B 24 7 LAS OB BI O F8E il BE AT BUZ R 57 — A3 %, FFIZ,
AABB 2K [EEF) 5 Hemovigilance 7’177 4% the United States President’s Emergency Plan for
AIDS Relief (US PEPFAR) #iBh & ® X% 5\ T& 72, ZO#E B | the Veteran’s Administration .
Department of Defense 72& | KEEFD L DT iA % — AABB OREEZITHLII] fiof_,i,fﬁ'; %)

. BIFE, AABB OFEE S B EERBURM 0N BUF D Bk < 72 [deemed status | (Bl X4 I LARE. FEE.
Al EITRFTFERIFEOHAL) L L TRO LI TWD34, £, V74V =T I TiE, TAABB Standards for
Blood Banks and Transfusion Services | & AABB Standards for Cellular Therapy Services | I,
California’s Biologics Law (ZHAIAFNTND, 370, AV TNV =T INOIMfE/ 7K —ko2—&
Jif 5 12N> 271X T AABB Blood Bank and Transfusion Standards | &/the Standards for Cellular Therapy
Products and Services & i85F U721 4UIL 72 H7R1 13536,

3-1-2-2. FDA @ Voluntary Consensus Standards Recognition Program for Regenerative Medicine
Therapies

F72, 2022 4 6 HIZIE, K FDA OAEWHRLGFEGFZE £ % — (Center for Biologics Evaluation and
Research, i5#5: CBER) %714 L A42L LT, 'Voluntary Consensus Standards Recognition Program for
Regenerative Medicine Therapies; Draft Guidance for Industry | %83 L C\\587, ZO 71l Z A0 H )
%, AT —7HRNE —0 standards BRFEES N1 ATEH T 52E T, BUNAE @ standards BRFSIZLED A BT D
AR HERRL . FDA 3SFF% 75 standards O E BRI 2 E T2 TH D, Fi-. regenerative medicine
therapies (RMT) L DOBHFIZI W Tl Y)72 standards 238952813, fH 4~ D \ZEA O FFED M
PR, AR E DR LT UL 72 2N ER ARG T2 8120, R BRI A BT HZ L T%é\ & FDA [Tk~
TWo,

Voluntary Consensus Standards Recognition Program for Regenerative Medicine Therapies; Draft
Guidance for Industry DA 3839

e Office of Tissue and Advanced Therapies D EFHZ )3, regenerative medicine therapies BJ# D
VCS BB & standards OB E /21T HMNEEN L CBER A% v 72 > THHTH H L5ER
T5HZ LI D,

o AK7FurTALTHREINIZAVCSIX, CBERDY =7 %A MZfg#i =i, CBER 3% OH#E%
EDEDITRHL TV D DOFFMINRER SN D Z L2 D,

o KU r T LIRS O OMBTAFE, BRI LR, &~ OMla oMk 2 & Tl
i, regenerative medicine therapies & D% & A E O AS HOERIGL & Bis R 2058
AL D L O e MBI FRRICEH S D,

SMAABBBIRHE I T o4 T4 A ¥ B a— (20224 11 A 11 H %)

35 Guidelines for Initial Application and Routine Inspection of California Biologics facilities — Blood Bank and Donor
Centers, https://www.cdph.ca.gov/Programs/OSPHLD/LFS/CDPH%20Document%20Library/NewBiologicsApp-BB-
DC.pdf

36 Guidelines for Initial Application and Routine Inspection of California Biologics facilities — Cord Blood.
https://www.cdph.ca.gov/Programs/OSPHLD/LFS/CDPH%20Document%20Library/NewBiologicsApp-BB-DC.pdf

3T FDA @ HP. https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-consensus-
standards-recognition-program-regenerative-medicine-therapies

38 https://www.raps.org/news-and-articles/news-articles/2022/9/industry-seeks-clarity-on-fdas-standards-recogniti

39 FDA @ HP. https!//www.regulations.gov/docket/FDA-2022-D-0745/comments
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o AABBXFACT IIATA XV ARIZK L TEAZEEZRE L TCWAZ &G, Ak AABB,
FACT. JACIE. NetCord-FACT. AATB standards ® U A MME#IIREL TWHRNHDOD, K
7'a 7T AOFHI ORI GUTiE Y T DR,

(=R 7F =2 7 VER)

3-1-2-3. BN 2175 EGALITE v =/k

Fo, BRINTH, EU 03 & 422357 vr =/ LT, EGALITE (European Group For Accreditation
and Liaison of Blood - Tissues And Cells Establishments) 23 % &L, 2022 4 5 A IZFx v/ A4 T7I—T 427
NERI N7, EGALITE v =7 h® H %, Procument Organization . Blood and Tissue
Establishments DO EBOFRFIEAEHEL | F)EBIRE RO R ATREMEE W &R L, BRI L ~LTOERH
KE (SoHO) D ATF-r[EMEE Fe B A2 BT DT DI BRI IE O FITEE T 2L TH D, FHAIZERO B
i EOHFREIRE SoHO 2 G 3270 D— D TARTA L ZEHRTHIEEHIFL TS,

EGALITE 7uv =7 KM%, JACIE, EuroGTP II Project. CEUTE (Consortium of European Tissue
Establishment), TAIEX program (Technical Assistance and Information Exchange) 72 & ORRINIZ IS
BUATF B = MO E MR THY . FR0 BGALITE Sv2473—7 1 7121k JACIE &. JACTE
DEHRTHLIEMN EBEBREF NS I TVD, 7=, JACIE L, Barcelona Tissue Bank (BST) »3L1255 5
VB S %2 TE L, JACIE K OMLOBEAFOMRMERET T /v, B SCE, 28 0 — IS W GRIEAS
—LEBRTHRIEITHL, Tbh, 207 ay = /NE, JACIE ZilGtd 57 ay=/h~r—vy—, 0E
EHEANE  BE-7— =0 7 EMFENORLET — A Lo THR—RSID T E ThH,

3-1-3. A -MIfRER - Bin FIERBEER M ZRVPO SRS IBE L TEX LT Ty b7+ — SEE~DEH

FENCBITDIES O T THRGE  IRFES DA - M AR - B s 160 BIE S Z R i B D D 3T
FAMADT LB LRI IV EELSND, ZO7, ZHH A - Hf R AR Ta BE R 5L O H 5 R
72D MR OERER, PRAF, ik, ZAUSHTRE DA B O 7 e AT LT R B R RO
—BMEHERT DD, SO LD B~ R A M RERAR D RO H LIBESND,

FRRIZ, Deloitte £E3 /95 NextGen Therapies Industry Working Group IWG)<°, K[EOE B2
=T 5THD Standards Coordinating Body (SCB) . AABB 73, F5A4E R4 8 i A B ) (2603 Hm
L TR D7 Ty 7 4 — DA~ D EH 2 D T D,

40 R E R F ST LAY U —2 (202246 A 13 H), https!//www.ebmt.org/ebmt/news/official-launch-egalite-
accreditation-project
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3-1-3-1. NextGen Therapies Industry Working Group IWG)

Deloitte thi%, 2019 4 2 A | flifd -85 115 EE OEIRUGEICE R A Y TR, ~ANTT777 ¢
ADHF IV a—varBlBOZOD T T T — %M T D729 . NextGen Therapies Industry
Working Group IWG) #32.5 Eif7-, IWG (2id, BRSO T /B 747 BIRIE, 77 LV A G #
Bl A EPRAEAS Y 7 L ROT R ALY —70L | CGT EROFHMZEC, 77 /my— Y a—Ta 3D
TTBITATREFESTND, SCB LOBE R DL, ZOTN—TITHHET 7 =L VARG DT~ TR
KRR B BB AR T DD DI E L FLDT-Z8% 2021 - 4 AIZHERL TWD, ZLHLDOERITIX, T
DOV AX B, VAT UN, S/ NROT — 2 BRI 83 Fh b 4142,

512, IWG 1% 2021 HIC Site certification group Z % E L, ENHAEFEND — P — LB B 353
EIUiiE% D risk-based assessment Z1TOBEOILHRIRT 70— F ORFHEED T D,

3-1-3-2. Standards Coordinating Body (SCB)

2016 4|2, Standards Coordinating Body (SCB) 23E =2 —3 7 AL C, Kk National Institute of
Standards and Technology (NIST) % H.[MZ U CfkS L7z, SCB 1A= « Al 25 - S AR 715 5 B e B
DR K 2 3R T~ ]IET v X, JIE, SHrHEINZBHREL T\D, Eo, ARER IV TR AT
He7s standards DA AR L | WA DR RN BASE B A TR — 522 HIFL T 543,

ZO—EREL T, SCB 1L, EMBIRE OFFFIZLY, AEFRIRIEDIZO DM IREATO T 7 L v A
B =D O — B U E IR 4 e OB T £ COFIAEAEN. T2 standards OB AT —FT 4 X —hT5Z
SIZHDFRLA TS, BRI, SCB I 2018 4F 9 A, ~L i /bR=7 K5T 35 4 UL EOBIRE Z 5y
— 7 ay T EBBEL AHKITEDIAL RE=—ZADHL S HITONWTOEREZINE LT, £DE | cell
collection standards Z L HE 9578, FT L, BUN. PEERD 30 AL EOFEMFEED T —F 77 )L
— T uRERR LT, U —F 77—, il R OB IR R DT D ORI U BT 2B R R T AR T A
DEZEERLUIAD ., 2021 4F 2 AIZEEEBHEMEL T the Parenteral Drug Association (PDA) T cell
collection standards Z#&H L, TBSR/PDA Standard 08-202x, Apheresis Collection for Cell and Gene
Therapy Products | &L CEZELSIL T D445, F7- | [A4FE[R A | SCB I, [Fl standards OETERYZ2 A5 B L
WDAT T HEMEIT 57 41—V EVT A LR — M AR L TN D46,

41 https!//www2.deloitte.com/us/en/blog/health-care-blog/2021/industry-working-group-finalizes-cell-collection.html
42 https!//www2.deloitte.com/content/dam/insights/us/articles/6642-cell-and-gene-therapies/DI_Cell-and-gene-
therapies.pdf
43 AR AE S OMEEGR TR ERR - MBI O MH L OB OBLR & 3| (HASKELHERS 151, 2018),
https://www.jstage.jst.go.jp/article/fpj/151/6/151_254/_pdf
44 https://www.standardscoordinatingbody.org/project-cell-collection-standards-for-cell-therapies
45 [Community Perspectives: Needed Standards in Regenerative Medicine December 2020 |,
https://staticl.squarespace.com/static/58a331b0db29d63c7fb64528/t/5fdcd93257b8971cd7ab4ef2/1608309045242/Nee
dedStandardsReportDecember2020.pdf
46 [Assessing Feasibility of a Standard FOR CELL COLLECTION FOR CELL THERAPIES, Final Report
(February 2021) ],
https://staticl.squarespace.com/static/568a331b0db29d63c7fb64528/t/603e9b2a3849ffTebaadc4c2/1614715690611/Feas
ibilityReportCellCollection.pdf
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4. SCB 32 —F 4% —bhTHT7 7L L AL Z—D cell collection standards I —RF~<v 7

ANTICIPATED AVAILABILITY: EARLY 2024

PROGRESS:

(learn more about the standards advancement process)

Phase 2

Cell Collection Standards Pre-Development Development Outreach

for Cell Therapies
{7 (=) {2) =) (e {7) {a)
O—=0 © O, ©, O—-0O—0 ®
Identify Prioritize Assess Initiation Initial Review/ Final Finalization Ongoing
Needs Standards Feasibility Drafting Comment Voting Outreach and
Education

sSDO Availability Start dates

PDA 253'2': 5“2’8:;“ Early 2019 = Feb. 2021 | Aug. 2021 Late 2022 = Mid 2023 | Late 2023 |Early 2024+

Start of SCB

Involvement

Note: Projected start dates are estimates only. Development of a standard depends on SDO timelines, which can vary.

(HiFT: Standards Coordinating Body & HP47)

3-1-3-3. AABB @ Cellular Starting Material Qualification 7'22"Z 2

AABB [FHDE OFRE GBS LITRE, 2022 42 1 7 | BUEARZEE | B OOTRKRIE T B2ATEH 2 HFEHF
Bt S ThITF 57912, Cellular Starting Material Qualification (CSMQ) 7' 17 Z L% BIAEL TV 5,
BRIZIE, B8 OB B E 2Rt CEA MDD H I Ea T VAN 8RN AT LA kA &
INZL7248, CSMQ ftigk &L CUART w7 ST B L. E MR ECEL D R — i i PR RTM, BRER, PR . 721
MTIZES3% AABB @ standards Z3ifi7zL TWAEIT T, ZOME T AT L0 Code of Federal
Regulations Title 21, PART 1271 & Y, KXV E V) practice (ZHEHLL TWAZEAFEREL TV D,

2023 4= 2 A 1 HEI{E, 155 #EEEA CSMQ fitigk &L CUART w7 ST H49, [HBINZ BAHE, KEN 65 1%
BILIH 2\, IRWT, RED 15 8BS, 420 7T RSB, AU REBENE 5HEES, Fik, o HR—, 75
VIV 4 BEEE LR,

TITIZEBWTIE, EiZ AABB OF87E HPC Facility, 8 Cord Blood Facility. #% & Somatic Cell
Facility 7% CSMQ fiiik &L CUART v 7S T0%, 37205, AR TIEFE Cord Blood Facility T ok
KEET ANV RS AT 22 VAFSERTD 2 #EE2Y CSMQ fiigk &L CUART w7 S CD,

47 https://www.standardscoordinatingbody.org/project-cell-collection-standards-for-cell-therapies
18 AABB PR E 1T 51 &% B a—[% (2022 45 11 H 11 H @)
49 AABB @ HP. https://aabbecsmq.org/
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757, CSMQ Mgk L L CUART v 7SR CWBERIOJitiiR %% (2023 £ 2 A 1 AR &)

CSMQIEEREL TR YT ENTWAEFID KRS
(202352 1HEFR)

mr7Un
<L =7
Q2
B=
Fw
A
UK
JITI 4
L= 4
EHE w4
HE w5
A —h
S —

h[E —— 1

KE

EEENEEN
SRS SR R G R Y

l3]
] 10 20 30 40 50 50 70

(AABB @ HP30% JLIZS —R - 750 = FMERR)

3-1-4. [FIE H 3R D FE R Ep Al a2 3K i DR 7E - B PR BA F R L

AMED 735t /1 oD [ A= [ e 45 S 5 FH e b (A1) (Rl R R O 22 e G RS 2 O F 27 7 r —
a7 R SR 0D [RIFE HH SR oo T 3E R i il i 2 3K (mesenchymal stem cell, B§FR: MSC) {22\, 41
FDOIRTE S B HDOWILERRBA%S M B KE NIH 25&EE 35 KRBT — 4 X—2ThHs ClinicalTrial.gov
KO0 HP THAEL, 208 R, IGEHDWIXEEKRBR 502 O A FTEEBNC AL E, KEE
D 20 fhHERDB L, IRWVT, HAREZEN 156 40 B, SOICEEMRIEN 7 40 H i, ZIWBIRFER B & O
IRBAZE S H O —ERIIAEZO L E R 1. BN ITEH D\ TG R BT 35 [FIFE Sk 2R i
EIGDO—E | BB RNTEE 0,

777 . ApZEnSBHEE T 2 RFE R MSC RS o i - BRI BE %8 & 3 %K

TEN’FART SREHEMSCEERD £ - BRAFFERER

25
20 5
15
10 7
5 4

5III 33 3 2 1 1 1 1 1 1
0 T T T T

& Kk & & - .

(ClinicalTrials.gov X OME2E HP Z5tily —R - 770 = 7 0MERL)

50 AABB @ HP. https://aabbcsmq.org/
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< ClinicalTrials. gov DR FFH>

Study start date 01/01/2021 to 06/01/2025

study type interventional study

Funder type NIH, U.S. Fed, Industry, Other

Status (DNot vet recruiting, @Recruiting, @Enrolling by invitation, @Active, not recruiting ML)
Thh

Phase (DEarly phase 1. @Phase 1. @Phase 2. @Phase 3. ®Phase 4 DL T H

3-1-5. K E DO RIZA N Ml KRB OB B RR I BT e 2 &

KENZ I THRAE - Al 25 « A 115 B 5 it e = 3R S O ERIR B T~ 23 (LU, R L))
3 HLOBIRE A HE 2 — B L TR T2, 771%:7+D§B’@ XA PRI DB L L TNDZ L35y
Mo75156253  ZDOEHOONEDIL, TH T I7 RIER S IE internal review board (ZJA5FA: AR <2
WEREE &S AT LM o> TWH -, %’EV*?%/FVX?AZ)§?Ef%éﬂTb BINDThD, EVDUT, iR
B B EWNCEL CODRERT AT IT7 REEMRIT, PINESENOZ T o7 Nl la sk 2| 8 2148
7O TUERE | MREL, 92720 OFRH0~ R YA MEH S T DT | SRR 3 Z LA B R DS
BAEBOEHENDINEE Z BT, BARRIZIE, MD Anderson <° University of California, Moffitt
Cancer Center O fif x4 M3 uF EUWER IR E B sk &L T4 1D EA3 -T2,

— 5 C /INEAED EE R BT, AR H E0REEL TR WS ENEIREE O B IIES
XDNVELAFREMES GRS LTV,

B BEREEEOBEEDYZ T, AABB X FACT 728 O EMENORELTEL TWAZ LA EHRT
BANEINTEALTIL, ERE 3 B ORI CTE RN,
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3-2. b MERREREZ D < B HA L RKEOBIR
3-2-1. BRKDBELR

KESCEN T, BB AE 72 L E BRI TE 2 O EERR R | iR N> 7R (k> 7 RS e R
FIRJECEE O BRI, PRAT, Hi, AU BET DIE A SO 7 o A RHE R FHEAZBLEL . standards &L
TARLIZIZ T, ZIORERE - A TR E 72> TEORFIH AN - L QWD ik a  BI A 2225 e R Bl 7
ST Lo CRRIE T Dl EE AN L CD, 29 LT standards 7256 ONZERIESI AN & L CODEREEIZISUWNT
1T, —EL LD B~ R AL AT LM TOBRER D AT LS5, 2O 5, eEMERE RO = —
W — L7 D RSRA BEDEB IURR el A 38 i U CL Y RX iRk DA M A RN - 5 38 O B I T 5- LG5,
FERRIZ, ZOL7 standards 725 ONIFRIE I EE A | BREUME R (6 Al D188 78 S A& MERFAM I S A% ST T RO & D 8hE )
KETHHE-TND, 37205, BiRd IWG O Site certification group 2MERLL TUWD, BENTARFUERO£R R
fiz% ® risk-based assessment Z{TIBEDOPLANYZRT 7 o —F 2B 35 3CE (Ffm) IZHB W TiE, AABB <°
FACT. JACIE, AATB OB E & BUSL T D fitia% 15[V AT DMEW | L lr S 71554,

3-2-2. BARDIHIR

—75 . BARTIXE MR E R OB, (RTF. s, ZIUCATRET A RAE S0 7 a2 (B4 5 B A H
DOFEFIENBAEIIFEL2V, T2, 2o 7 12 RICEAL T AABB X FACT., JACIE, AATB W\ 110
BEZIEL CWDENOJER ITHAE 2 [k DA THD, ZO7=, EMIARFEND 2— 3 — L7 2 BISK A 378
b N AR OB BURE A% (Al 2 38 E L, RS PERE 2B 1T, YEhiaR OB ~ XA R AT L —D
TRCEHETHIENM IR D ETRIND, T2, BEUERIZESTH, ZNENO 22— —{EFEN A Sk
DIEIAY <~ XD AN AT W — DT XTGBT 2R 0%, KERARITRDEEIRSND, 2O R,
PIZBW TR AT 220 QNS B EE RN B 2 E MR FURNE U CH 0TS 3 D8 23 EN D AT RENE N 5,

THLTRIUCHKIL . AMED o FA: = 2 8 5 i e b (R (A8 i i skt o 22 @ IR (Rt 3612 T
VX, BER SN ZE B FE R ORF SR TR B TP b o T B AR TENIIREUEFOERER ., 117 ik, ZHhic
(HRET 2 1E WS B S 2 FE T DI 5 X L7 n 30E (LT, F51E) OIERICEVMA TWD, Uik TolEiE,
ki 7 E RSB Z g2 T, FACT %4223 I CEBRMICZ T ANONED B ~ 12 A O BLE )N Fiak
SNDHTETHD, WmL72VIFH TR 5 NSO K i 2D H7-8  FoZ DO I EFEFEEI A
RIS TR T 5720 DO F5 | EEL TOME ST TR, MK ECEMEG I B Dk & 22 AT — 7L &
—MNEEFHRESIRTEDIEE HRL NS,

. AMED [ A= [ i S B e b (R AR s o 0RO 22 7 e (et 25 5 | D BiF TR ARG BE RS

BigE 2 BRI A 2 R 5 AR,

SRR B | TR et JEL 40 S - L T\ P AL D73 O S
OB s AT LI B BRI %

BT | R 25 FEAE PR AL A N (IR FRME R AR L7225 o

ARV BAHNLITURF 22 T (AR P O ESEL B D HFJE R %

7

[ Sz AF 22 56 152 A | R B PR PE 45 B oD U LR AT e (R

SRR S 5 ML OB AR 7> > % T2 L B BT C B (a1

— HIORCHE 71 (B FHS) DSk

54 A NNEANFAEEA ) X—2a v 73— T MEHLEES S FACT JV—T7BHRE A Fb=— (2023422 H 7
H 3iE)
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SR S AR | A BT PP B AR 525 Bk i O e
% e

YRR A SRR | K HEAT R R A S L2 E ISR A8 Pl D S22

o

(AT :AMED @ HP. https://www.amed.go.jp/program/list/13/01/008.htm]l)

HARO B THERAN T TD, B2 X, B A i - AaTE R L B AR A 2 2ME
FUTZ TBENIC 31T 2 MR O ALER O 7= b DFEEE CERL 22 42 5 A 27 HES 1 hR) 112D\, H AT . - 40 A
BSOS ME B SR B S DX AT T 3 — A7 )—7 7 FACT Standards O & HT N A % S 4~
<, UGTIEEZMED TD55, IHIZ, AARFAER S, BARIM - MiaiaE s, KO FEAFARE
WA /N —ar 7 4 —T 5 (MR FIRM) 2 E IS B2 B L T 1A O N CHRGR - IRFE S5 FAE - il
% T n 1R B L O B S R (2 BT A H0R e, Sz o e MU OB, £RTE., Bk, Ti
VAT RE S 2 8 B A & R S ax M TO BRI, IR MR (T FE 2R B A RN D 2 e e il i B v R AV B
DNFEBLIAL, FFAE AR R - B R IR BE R S B I 2 IR L SN D T e RAE T DA S0 2
L CUN556,

Fo. HROFEERITHB TS, eMIFEEHIBE T 2B S IR T I/ > TS, BRI, 7V 7ok
XEthE, FFEOENMAEFEND 2 < i AHE> TODIRIUZ DOV TR 22 RO EL O R R A
&, ENCeEMIRF BN ERN M SN AR Z FZBL =<, 2022 F 4 A | E2FatheL TR —
AR ERN LT, AU — U XX, FIFEO e MR 2l H - I T L, ~ A2 —B /L ORE E1THHI
BRI T htiR% % 2023 45 8 HIZBHB 32 5HH CTH D57, By — T R1d, e MlRFRIORTT, ik, Ziulft
BT H18 E PREE A SR 9 HZ 8 CL e NHIIRFCRH A B B 32 R S it i & A - M = « s - TR B R
DRIFEZATHRIERZE DA AT/ T D&% B2 LHiff s D,

IHIZ, 2023 FZBAFT T E T DA K =R E B ORI 2 185) O = O HLD AR EI 2 H > TOD—
P AR NS R R HE RS S | TR R Z 0 & L7 e N IR O 22 B AR HE L2 [ 7= 7 T o R 7 o — LD 5E
ZHIELTWD58, 2D Ty 74— AW T, AR EFHEEAE 2 e MR OB O B B st & = — P — &
DO OfPI2, R —FEHROE R (K 5L LR F—FR ez R — P — Rk 52 25 ) | B TH®
DT 4—R w7 EEHIFEL ThD,

55 [LJFAF—, fil TYPEicdsiT 5 CAR-T HEE AR L Ul - MR AR o il B BRI O 1
ZL] (Japanese Journal of Transfusion and Cell Therapy, Vol. 68. No.1, 2022)
56 —fXtEFE NFAEER A/ X— g 7+ — T MEELEE S FACT 7 v —7BfRE A 42—
(2023 4 2 H 7 H %)
TTNT L yPR—NT 7 AR 20281 H 10 HF LAY U —2A
58 —f AR N R =R HEERAE HP, https!/miraikiko.jp/base/
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3-3. standards PR EHIEE I B3 2 BUEL O a1k
3-3-1. HADBKRIMNLADFHE

ARFEZEIZBW TN OB AR LR R, A - R - B s 1R B i L 8 B I L2 Tl
NDZEERFELR NG B NI AN E N T2 E /I Lméﬂéﬁiﬁﬁl ZEIBL, IHI12, BAROFA il
=I5 AR IR B L i O [E R R B 2Rt S 5 7= 121, Elﬁuibb\f%thn“ﬂiﬂ@ﬁﬂ@i%ﬁi PRAT L W%
ZIUATRET DG HE BRSO 7 m ' A4k D standards fiE)U\ CRTE I 2 R S H_RED, RGTTHZen
VLB OIS, HARPBRFILSDHFREL T, TrED 3 DL T D,

[X|. standards <CFRE ill £ 12 B 3B BGkLD 5 Al

TR 1:BCkIEOZRERE (AABB. FACT. JACIE, AATB %) O E % A RO 1 3l
FHER 2: AAROEEUiR D EREIZRI L7~ H A% D standards DR IEE ., TIUTKDSGREH| EZHIF%R

J75 3 BRI DOFRIE I EE D F22E K OV A ARJE DR E I E DRIRR /2L
(ﬁiﬁﬂiﬁﬁ”.%g@ﬁﬁ?‘&()\%ﬁ % standards O T K EEU R S H FRICHE~ R AR
AT LB TEH T D)

Fk 1 : FURROBETRE (AABB, FACT, JACIE, AATB) D:REEHFDFIESRICEEE

FE 2 - BEROIENAEROEEICEIL B A REDstandardsDEEE, ThCE IR ETExaE BECHTIELES ﬁﬁ[
[T rrpe—e e SO L
______________________________ AAROBL- MHER- 56

FaRMEEROEREREERH
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3-3-2. 5% oEFHz AT

B AN G - A B B L 73 F 1 22 RS D T LA RAEL A, E NIRRT ©
RIEMN BHESVB IIE L, 3512, BARREO B AP HE - AT B L D I DA e (i
SEBIDITARKURBED 38 SO Hea D, BISHERMPLETHD,

FREHZHTZD SN OB AN DWW TE 2D HINEED KO BND, L0, K[E FDA 7% 2022 4 6 HIZH A
K AREFEFR LT Voluntary Consensus Standards Recognition Program for Regenerative Medicine
Therapies; Draft Guidance for Industry | (2B 32545 % O EhA<°, KE LM TR OB H 50 R T
A, IR TS o~ &L Bbis,

E£7o IEFOT RS IRTES D B - MG SR - B A - 16 7R B i O b M el 5O D T2 7 A I & 101455
SNDENOERNERR AN, YL OERL, fRAF, ik, TIUTATHET D ME B EDO 7 n v AHEDLIZ T,
EDIIRZAREL I TODD T DIENIEFICHETHS, TRB R IR ZHRL720 00T 971, eR
MU EUEE2S BRI, PRAT . BaiE . EAUTATRE T A5 E B 0O 7' m e 28 i | 2 B S S S LD LD 7R i 23
EIN D EE Rtk T4 D FHT AR 72 O ONJE EEI B % 2 e MR RO L TR 95 2 & e L
[EI PN CE MRS L RN G SN D IR ORI ORE IR LTESD,
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EI3E WA AT

1. BEE

RPN TIR, BOKRZ F00I s O e Ml U2 BRI 2 R iR . PR B ax o
Bt 2 —F—TH DRI ZE | v NI OB PR B R 7 DR A 2 ~ (I3 286 B8 | [ - ) 24 )R BIER & o
5 DDEI AT, FERMRLHME, BHEHITHL T AT/ A ZE 2— (—EITA— LR —AD A

Fea—) KL,
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