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1. EAAE O v MEREFEHEEUC B 5 A OV T
1-1. EAEOES, REIUBICXAIHS FI4 v

ENMERFUBOEREL, 777, ik, THICHBET SR EEREO T o AL T, KE, UK, EU, RO
EOoWFhb, ERICE>TREIZIT> TS,

2%, eMERFEIORIR, RTF, ik, LI BET D REREOF o A B4 S E DL B )5
(CEDHART A

KE UK EU i [E]
2022 4 7 AIZ Directives

=L Code of Federal | Human Tissue Act N
Regulations  Title 21 | 2004 2002/98/EC R U*

Chapter I Subchapter L the H T Dire(-:ut:ive 2004/23/EC
Part 1271 Subpart D e Human Tissue | ZBEIE L, proposal for a

(Quality and Safety | Regulation on standards
for Human | of quality and safety for
Application) substances of human
Regulations 2007 origin  intended  for
human application Z£FR

act on the safety of
and support for
advanced
regenerative
medicine and
advanced biological
products

HHIYHIZL | Guidance for Industry: | HTA Guide to
AHARFA | 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)

BHREESE | & EMNERE R OHIfaOR | EMER - e oI, & | FFTH
DR, R BaE T ESERMESR | &, L, RF, #E. iiE
E.HBE. FoiEBE T OMOM | (B LR Rk R DR E
AR E 1L FEOa=yMIBELT | HIE, fEELR-KEDE

- = X, RE. FBE. R | flEAMEEICEE TS
Sest 73R OIRBIL | T LB BB H oA
F|E TN, B3,

(r—F 750 =7 1ERR)

1-1-1. KE

K[ETi, Code of Federal Regulations Title 21 Chapter I Subchapter L Part 1271 Subpart D K& U,
2011 4 12 AZ/AF &1 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) JIZ38\ T, MR EI O EUL CGTP BHDOHFEERTILERLTND, 723,
CGTP Z{i%, HCT /P IZLHRYIRDOEN ACHE. BB, IS EBEBR 32 B Th D, ZD7d,
BEREEPOREa M-V R PE=F) 7 DOEFERL, thoRE TREFRETHD, o, LEITEL
T, BREWEZEICBE T Htho P EAY e CGTP ZOFINELRESL, HERFL . TLBMOMERF LR EE L AT A,
§1271.270 |ZHEHLL TUWVRIFIITZRGZ2W, 7288, —ikIZ, HCT/P ZHEUT Aifiax it FDA (DB &Ll
TRBIRY,



#%. Guidance for Industry: Current Good Tissue Practice (CGTP) and Additional Requirement for
Manufacturers of Human Cells, Tissues, and Cellular and TissueBased Products (HCT/Ps) Z8iF5%

23 S RAY S

VIIL. fitigk (§1271.190)

H. HCT/Ps DFMOTHDICE BT NEREEa ba— LV EE=F) 7 ORIELIT 2

BEEETOREa Pa— VR E=FV 7 OERFEIL, hoRlE TREFR THD, HCT/P OFEL
IZERT AR OREa b — V=2V T OMEEEZZ B L2 T 6720 (§1271.195() K U e)
ZM), 1271.215 OFFUIRET5EHFIL, CGTP O LD E M THS(§1271.150 (b) (5)), LI=A3> T,
FERPOBEYRRRRZEB Y, ik HCT,/P OFERICIAMEYYROEA | AIE UITTE KDV A7 28 INEE5
WAL LT 5728012, §1271.180 (T ~T=FMELRESLLHERF T2 L BN DD, BEE=FV 71T HHE
ST CEM T2 BT LW, BEUEFTA HCT, /P D540 215 YD ATREME A NS E 72
W LR RAET AT OFEEEITHORT T2 (§1271.195 28) , REUGATO@EMEIZEE 328 ED /N
TA—BEREL, ZNDD/NTA—ZMN TSN TOAZEE TR M LITRIET AU ELRH D, FNED L7
BHINT-REIIHEBINDINBVLATIT W, hoZA 7 OEER P EIU EHESNA 56, EURRE LR
BEEOER, Kk ONEY) e iR L ZERARE ST Rt e i Ze b2 (§1271.195 (a) (1) BT
(2)).

XII. $He (§1271.215)

MERIR) E1X, ER~OBAE, A, IBRIFEH T2 BRLIZE N — b0 M i 3#E DO AF2
kY5 (§1271.3(i) ), H727228 HCT /P 2T Bk THHH A I HICIHEY IR EBFRMNEL
RWHETHE HCT /P 2BBUaTuEzesd, Sbativud HCT P O AZEL TREROEA | &
B UIIER DV AV RS 5 (§1271.215),

— {2, HCT/P 8 ET Altiak 1 FDA (28 &L uiE7en720 (§1271.10(b) R T 1271.20) , LAsL, &
FEEFTTHAHRT=D, HIRT-DT=D KR (B 20X, IRBRKEKR) SUMia (B2 X, ) ) Z8HL ., hn
TO=»IZ HCT,/P #H727=IZ k5B A L5 U OB RO Z L THODIGE . ZOME A ST L TR
XITV AT DM T2, ZORE A, F 1271 oMo+ TomE A EZ G bR IE 2BV (B
1271.15 %(0) .,

A BEUCEE T AR EOIIE D IR O NN E T ) ?

trvar 1271.215 OEMFIZ, CGTP OHEEERHEMHTHS(§1271.150(b)(5)), L7=A3->T, §1271.180
IZHE->TFIEEZRESLL  MEFFTHAMENRDD, Fio, LBEITIGU T, HBERICBEE 3 Aftho 722
CGTP EHOFNELMESLL . HERFL2T T RB72 0,

- Hi3% (§1271.190(a) & UO'(b)) .

- RBEE PR (§1271.195(a)),

- %4 (§1271.200(a)) ,

- {HEES R OV EE (§1271. 210(2) R VYD),

- IR 7 (§1271.250(a) K UNDb)),

- R (§1271.260(a))>5(d)) ; L *

- HCT/P O35, didaiifr, & OWiiE (§1271.265(a)h5H(d))

mE 77T AX, ZRHOF YR CGTP 44 (§1271.160 (b)) I TR THUISL TOZRITFHIEZRB20, 72
SROMERF L RSB Y AT AT, §1271.270 ([ZHEHLL TUViThiEiabrian,

('Guidance for Industry: Current Good Tissue Practice (CGTP) and Additional Requirement for Manufacturers of
Human Cells. Tissues. and Cellular and Tissue Based Products (HCT/Ps) |Z T2y —FR 70 =7 BMERK)



§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 H 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
HTDZENBBH T LTS, Fio, REERIZHBTHES ., T70bbiRE, Ny Fr—T0 7 I 7 i
e - MBI | A - MRt L DR A RSB ~ O | R OVE SR A F RG-SO HEDOFNEEZFLIRL
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 ELER LT IR0, 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 SRR - AR (R o v & B de) DR &Rk,

CBREE YT ar OFEE OBAIER B EET),

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, ftigx O A PEE fWr 572D T2 SCEALSNIZV AT T8 AR K,

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 DMERD

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 128\ CiZ, European Commission (VLT DUH%'}E\%\) 1. 2022 4E 7 HIlCe RO 2L BT
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 ZE4R L7z, 5%, 2D proposal I%, European Parliament (F/17#%<3) & European
Council (FINB S THATL Cigms AL, sei& CENEBESNWVRIRESNDLEFHNT LT ETHD, 7B, 1T
EDOKRENEMSNDET 2 FHOBITHIR A HY, —EHORINZOWTL 3 FERIOBATHIRIN DD LR
ZERIIRL TS, T

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 #7753 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 ®ZH\>

o WML WEIEE EHOEML— S E | BIE LIRS substances of human origin
(SOHO) ﬁ{£%?@’f/\ L/'f/L j,}:) — CE %i*ﬁ?éo

o [REEFEZHLWEEZV—T FI—. BRI O AEEN oIS BIERT D,

o MBEHEHMOFMAZLE L., HEA2B 27~ SOHO OB AEHE L, BENLE LT HIGEIE~DT
I AEUET D,

o NAREFAV—ERLABINOHRNO Fr—Ta il THREh AN b2 =—2 k7 ¥ —IC
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 UHNKGARY —EHEANT D,

o AN EEMEGRAFEE L, BUROR KA F819 %5 Z & T, the European Health Union (ZE ik
T 5,

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

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

2EGALITE 71 ¥ =7 FEREICHT DA =LA Z Ea— (20224 11 A 8 H i)

3 https‘//health.ec.europa.eu/blood-tissues-cells-and-organs/overview/proposal-regulation-substances-human-
origin_en
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723, Directive 2004/23/EC Tid, EMNEAR - MALOTREL, BRA, ML, fRAF. (RE | Bt (2B L 7-AH ikt
ROREHE., AFEESR  ISO@EAGH EEZMEEICEH T2 L2 BT TR, ZoFH#HT ERE
proposal THRIERTH 5,

. EMEAR - M O OB RIZEI4 5 EU N EY RBOER

%2 % MBEEYR/OES

% 5 & MR- MIORROE

1. MnERED, ARk UM ORI EARE D, BYLAIBRERREA T 5F Lo TThbh, 22> FiEE T
XiZYRZE-TED HHDDIZFRIE, HIE ., A SUIRFFESNIFH T TITOh D LRI LT
[EEANSVA AN

(IDirective 2004/23/EC ) & TTiZy —FR - 770 =27 HMERK)

Directive 2004/23/EC TiZ, #fk &k OHIfa O E AR ED | BWE RN LRBREH THEICL->TIThi,
O, FIEEIT XY RIZEoTED BHDT=DIZERE, HEE. Bl XIRFINTRET TITONWAZE%E
FAETAIOMBEICEBET TOBA, ERELL T, EU MBEOHHY RAERMR 2 EEZREICIVEE
BELCWANEID, AT —IHRNE =T DA ZE 22—l EEZEM L=, ZOFEHR. EU MBEENTIL,
Y LB AV = —F L ERANZBWTIE, FEPEHIM R 2 MR e U TR e T 2 ERRPe A B SR T
BHRREMEN DD E D -T2, —F7 . BRI XBAS TR AT REAR 2 &0, EREUGRR 3E A7) =7 LAHE
INBHZENG, Y RO B 2 A2 3 2 FTREME T, FESK B X0/ ha<| BASRERI
T AGARE Y BOBEEEBRIIMLNES LN TV,

F7-. EMNAR)RELD donation, collection, procurement, testing, human application £T, FF—»56
LB RO —HO I OWT, BetELMBIRLOIHAF 2% EU LNV TRIETH&KENL, The
European Directorate for the Quality of Medicines & HealthCare (EDQM)& . the European Center for
Disease Control (ECDC)A3MHE- TV 5, 2022 4F 12 A 15 HiZiZ EDQM 7} the Guide to the quality and
safety of tissues and cells for human application D% 5 fHEREITL T\, ZOHART w7, BKEIGHS
NOMREEHIRAD S B L Z 2L TR T DT D DEMTHIT AL L AL LT, 2058 ORHE) W 218 & B ff
LTW%, TERRR T — DR ENDIAEY  BE~DERKISARLEDT7 0 —T vy FIZELHET, EHBLLT
HAFEYVR— 2L HTHS, EDQM OHART V71, 2 FEMIEHIN, BH OB FE KT,
Fio, BYEIZBI T AR E 0 H D5 A1E. ECDC b BEEMR T R A AN E b,

. the Guide to the quality and safety of tissues and cells for human application D% 5 iR OHEE

o KHART v 7 OMRIIE, FF—FEMORECHEDLIEME, HEORM T ot A2 EHT 2
Biia—7 4 x—%— B - WHRLORRE L Z— RE7 Y=y 7 MfECHiazinT - &
7o Hfiax. REKE. t b~ OISHEZEY T HHiR. iR2EETLIERA. £ M~OIEH%E
HUTHRELUPAEEND,

o IODOHAFTIX b MRk - MIROERICEES ZMHERELL, VA7 ZEB/MET D720

2, BEORZENMA, SMROER. Z<0EBM 7o V=7 FORRITIK 7z, BEEREH
EHAZ o A ERBT B,

4 European Commission. DG HEALTH & FOOD SAFETY (SANTE). Unit D2 — Medical Products: Quality. Safety and
Innovation. Substances of Human Origin sector {ZX}d 5 A > % = —[EE (2022 4 12 A 15 H Eli)
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o FHARCHIIAD RR— a3 Rt b~DBRKSHICBEE ST 2 mEREIR T A R4 20 THE
ELTW5,

o ZDHA FOIEKIZIX, MBEDOHMZIZIMZ, 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< 2O F % « PRI BRI L 7=,
o KHART v 7 OWRBIZLLTOM®EY,

> N—hFA (B1E~F18FE) 13, RO Fx— a3 v, HE AR, L, #
7. RE. BEMAICBED 2T X CoOMMIMR &K OHMEICER SN 5 —ROZ2ERFENTHR S

i’bfb‘éo
» S—FB (H19FE~F 34 F) 1T, R4 2MECHROMEICIE CI- BREN R T(4 R 7
A IRERFENTLHS LTV D,

» N—hCIE, ZOHFIBITIr2EWREORERVHARZ B E LT, EUERKICEST
FHER R D 7= @ the Good Practice Guidelines (GPG) ##R1TA5LDTHBD, GPG
X, MRk EREFEHEEBOEDOMEXETHY, BHIND EUES TERX
N DM O DB M EE R A ER T OO FEREZHARL L TV 5,

> NR—hDITiE, ERICERSN. BEERLEGEORL2ME L EIMELHR STV
FH Ak & AR OB & BRIRIC A IZBE 3 A 2 #2Ht9% [Tissue and Cell Monographs] 7%
aFEn5 (EEEHENODOERE ot /), Tissue and Cell Monographs (44
A RotDtr v a  E/fETHHbOTHY . MR IN T3 5k & Mo S8 % Rk
T HDITHEREEIROIEE L FHR AR L, MRERGER L REY[RICE > THERRY—V
LRVELZHLDOTHS,

> EbIT, LA T A v EDQM AEMIHER Y X 7 i —n (MIRCA) 1E, 2—%—
DR, BEEFREEEINZEBE o XIBITAEENY X7 Z58E L, Moo
AEE I IPICMAEDBERZEIEREITYY A7 OREL2—F—ICEE L, BE ot
AHDY R Z@BT HARELEREZXET LD SN-EHELREFEM TH 5,

(EDQM O HP5%5tics —F-7F0 =27 MER)

1-1-4. ¥&E

##[E TlX. [Act on the safety of and support for advanced regenerative medicine and advanced
biological products |73 2019 4 8 A Ml X4, 2020 4 1 AITHEI TSNz, ZOEROHIEIZL>T, Ml
FERML THRmA A ARG OFEHEL TG 28 EE 13, KBS TED MR, . A, B E
B AT LxHZ BMELEZ 2 EE (Minister of Food and Drug Safety) DFFR] 252 AZENBHEAHT
bz,

K. MR E B S DT R | IZ OV T

5 4 B SR A ARG OFFRI LR 2E R

% 28 S (M E B HE D)

(1) e MRS AELEL, @A, BRE. I TU Thimi)/ S A ARG OB L TR T 55 3% (LT Te Mllia 5%
BHHEE | LV ZTRIETHEIL. KBS CTEDDMiX. ikl A, mEEBRIAT L |L ., R
2 EE (Minister of Food and Drug Safety) OFF ] 232122 AT ez, FFalShi-HEE2E
B3 H5EabRKRET S,

(2) B -HOBEILHIHDL T F—HDOFAIL ROZFEDOVTINITE Y T 5L, ThaZTbo

5EDQM ? HP, https://www.edgm.eu/en/guide-to-the-quality-and-safety-of tissues-and-cells-for- human-application1
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ERIET,
1. BGEE D, ZORGEE DO Fetmky A4 W2 ST 57D I hOMRF 2 EH T 5 HEET)

2. T IS 27 A3 Y OO B R By OB ZEIC B DiA 358 27 55 2 IE@%E’/&’LJ:’)M%E{L&UE%@Q&SJ
B IEIRH) A R OB L TR 55

(4) EMNIREBRFER T, ZFEILICZOFRAIEZERHLR2TIUIRLRN, 72721, B HOBEICLVFFA
TR EN =G AITOV ANEN ﬁuu%uuféj{ﬁ‘i _ﬂ:‘-\_r‘:‘\- %:ﬁ%‘ﬁ’% IE%”S“\—&%TE%‘
EINEHERTHHDLET S,

(5) BHAEFKRUOHE+LESEOBEIL, eEMIRREEREER CIOEMIREOFE KL e Ml S E i E ¥
DFEFEUTHOWTHER TS, ZOHEIZBWT, TEMGRE |1 LHHDIX, [FRKRBRE | LR T 5,

% 29 & (M E B EER DRT I EFEH)

(1) EMNRE BRI, SEIRA A ARG LD RYE D BIEFE LB 1L - B 3578 | LT OHFIHA ¥
SELRT T RB7e0,

1. EMREREER X, EMIREORE, A MLEOREO oA B W TLERLER L E
PEDEEAELL T, NEREKENEDLILOEZREL, BEEITIHHDLT D,

2. EMIfRE B 1T, NEREBKES TEDDIEIAILIY, FH—0REBEORE, MikRE R OMAEY
REZITHIZLIZEY EMNERRER BRI NA ARG OFEMEIE L TEL THA0EI0 %560 LT
60

3. EMIfE B ER 1T, i/ A4 R RGEEE I CE MRS AT A5 4. B 2 HOFMERERELD
12, R —OBB FTREZR M ARt L2 ide bz,

4. MR EHEH 1L, EMIlREOME KR R EMEHER T 5720 | NEIREKE 23 E D 5 FHZ BT
LigiFuidranrauy,

(4) EMIRRZE D ME R UL EMICE T2 RN CNH —E R U “HOBEIC LSS OER R ORTF
ZOMMSEREHIL, NEREKENEDDILOET D,

(T'Act on the safety of and support for advanced regenerative medicine and advanced biological products | & TiZy —

K75 =2 7 HBMERR)

— 7, EMNRRE LA IRL TRRAANAA REOFTE L TG T 2ERMER L. BRREHTZLTRE
(Minister of Food and Drug Safety) DOFFRIZ 5T A&, EMARRE B EEDOF I 22 - FEEN
B EFRMER BT 5, LORAE EORBRE T 5, 2—TH7,
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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 | M il ~EHEK) L. 2004 412 [ Standards for Cellular
Therapy Product Services | DfJRAEFEITL TV 5, 2000 4411213, cell therapy 73 B DL KIZEHHE T,
cell therapy service @ standards O X REFHHILRKL TVDT, 2022 FIZAK ST 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, KEB 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 D95 TFACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product] i, The Joint Accreditation Committee ISCT-Europe & EBMT (& #5: JACIE) & [/ CTrERK S
N5, JACIE 13, BN B B AE 2 (European Society for Blood and Marrow Transplantation, %
:EBMT) DZE S THY, 1998 FFITFHE S, 1999 £ FACT standards for Hematopoietic Cellular
Therapy Product &5 1 fiRZEIRL ., 2002 42135 2 iiia: FACT LILFEISRALT- , D% D standards (3.
FACT & JACIE 2 3L[RICrERL., KGR S41, FACT-JACIE International Standards for Hematopoietic

Cellular Therapy Product &L CHATIIL 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 DOBE ESEMT LTI | P A O 2B ARE S 572012 1997 FITFRN L SR -
7273, 2017 & 1 A . NetCord % World Marrow Donor Association (WMDA) E& 4L, JS7 U7= IR T
7272 CUNA,

The American Association of Tissue Banks (I#5: AATB) @ Standards for Tissue Banking D fJJhfi%
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 A ARSI, 2017 4 1 AT TS/ 14th edition TiE, HAZRRRE, Ll
SRR AR, TR, 75 M SRR, B BEE T T N, ARSRaRE k. FORE . B AR SO HIEFRH
ENERE ORI, R TEEICEA SN2 E KL TD, 2728, AATB 1 1976 4=, H M, B2, #HE
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

TAABBIZHfT DAY T A A v Z Ea—R% (2022 4F 11 H 11 H 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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. R4 R LS O A E O BERS - F 235 E L7z e MERFUROERIR, $RTF, #ink, AU hE 3 2R E

BEO 7oA LB 35 standards

Standard | Association Foundation for the | Foundation for | Foundation Foundation The
s B Efx | for the | Accreditation of | the for the | for the | American
Advancemen | Cellular Therapy | Accreditation of | Accreditation | Accreditatio Associatio
t of Blood & | (E&#r:FACT) Cellular of Cellular | n of Cellular | n of Tissue
Biotherapies The Joint Therapy (B #5: | Therapy ( B | Therapy ( B | Banks ( B&
( B Accreditation FACT) FR:FACT)L | #:FACT)& | #:AATB)
AABB) Committee ISCT | the
Europe & EBMT | International
(K#5: JACIE) NetCord
Foundation (B&
#r:NetCord)
Standard | Standardsfor | FACT-JACIE NetCord - FACT | COMMON Immune Standards
s D& T 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 ].5 2019 EDITION
Edition. Version Effective: March 15.
8.1.December 14 January 15 2019
2021 2020 .
Effective
June 15, 2019
EFRE | EMAE . BE | 0TS, AR | BELE S —0 | £XCOBRT | T8 | HEYBE
#ifm, T AR, | ACBERENE=H0 | BE BB M [ -2/ | — M o & | FAeME#K
ESOHR, |WarEMMEB X | T RE, Bl | Mgk ER | R, 4# # | ORR., #
s RE. | (BEE KM, BE | RE.REIR | GOERF | B OEERO | B V@
xR OES | M, ¥ oFE | b, BRE, &R, | B, &M (E | &S
AREITEEM | TA, M, k| L, Eh#ka
A, 7=y — | CEAM (BHE | RETwrs T
AROEER, L, | MOFEREUHR | & o7 <
BRE BERVEE | BIZOoWTi, | 77—k
MmEFI1T i BREIIHIZER | BEE. XX
gi%j—;;ﬂygg& HWTHREINS | B#fM s
&ﬁ[:ob\’(“i\& ?ﬁﬁﬁﬂl:@«h %_*_%‘:?ﬁft
B OB B 512D H WHAIND, ) '4':}:;5:7%:;/
> TV, 72
BRSNS, B.HEEE®D
O 78 Hr AR R D
BHR R EE
Ax&Th
%)

(—FR-F5 =7 VERR)
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Zi5H AABB & FACT, JACIE., NetCord 23BH %8 K22 > TUVD standards 131 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 fEIZfiEH. KE. IRERDOMAE > 7 0MEH 9% method ZAFHE(LT 522 HRYL
L7z Procedures Manual | % 1986 #-(Z 51T L7, ¥ 1987 421, [Technical Manual for Tissue Banking |
HIATLIZ (1992 RICHHT) . 2O~ =27 /ML, FEtssR. Bg ., Bhids . SNV (VERR T —) ok
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 ~OEHLLFISI 20D ON T, ZNHD~Y =2 T VONEDELIN, D% standards DEGET
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 MERRFCEHGEEE OREICE T 2 B =F B D ERBIZOWT
2-1. b MHIRABEUEI ORI, R7F. W%, FRICHBETIHRERED 0t X 2# 5 BRICHT2RE

HB8

AR 9@Y, Bk T, OB W T, eMR R EIOB R, 17, k. THUCATBET A1 #RE
BHEOT o AT AERFECHIBEEAREL., standards &L THL THY, ZHUTE-SEGRERBEH
HD, ARE TR LB EHEOBEL TROMEY, BHL-,

. chiiin B OPRER, (RTF, Eik, TAUCKTBEd DIFREER SO 7 ot 2845 F R el

1.500 *K/v[19 75 5705 M ]

2. Annual Volume Fee —
Number of units collected
or processed (HPC. Cord.
Somatic Cell) 160~ 3.080
kKR [2 5 875 M~40 7
1847 M]

3. Accreditation Activity
Fees: Application Fee (new
members only).1.600 KV
(20 75 8752 [M]

4. Lead Assessor Services
Fee: an Accreditation Fee of

12,500 kK [163 77 875
M.

2023 4, 1 DOFRH Ak
ORI ITLADBE,

£ %% 9.350 XK
[121 59895 H](FmFZ
LINEBEEZT, RiaxE
EL, RESNT-#, £
BRREE),

ERADKEIBEDFE
Bz EESSE . Bk e

SRIERSES Association for the | Foundation for the | The Joint | The  American
Advancement of Blood & | Accreditation of Cellular | Accreditation Association of
Biotherapies (#§#7: AABB) Therapy (B&#r: FACT) Committee ISCT | Tissue Banks (B§
Europe & EBMT (B% | #::AATB)
#r: JACIE)
WENEE [ Standards for Cellular | I FACT-JACIE | FACT-JACIE [ Standards for
¥ Therapy Services | {Z # -3 | Hematopoietic Cellular | Hematopoietic Tissue Banking]
% . HPC Facility (#4#(2{# | Therapy | . [ NetCord- | Cellular Therapy (Z WCESx TE#RO
5 mAisEMIaOME, | FACT  Cord  Blood | #3%, Part BUERK | s x1=@hofE
L. AREAHE M) . Cord | Banking | . [ FACT | /S—}) . Part C (¥ 5 RICRERTT
Blood Facilities (#lzf&ff | Common Standards | . | Ho), Part D Ol STV
CcExAEE Mo ;E. | FACT Inmune Effector | BIZOWTH 4 FREL
LB R AESEE Ny | Cell Therapy | @ % [ TW3,
7). Somatic Cell Facility | standards (Z2-3%, Part
(HPC R# st o thiifa | B (B /S—F) | Part C
WEOHE, ML, REF. & | R, Part D OREH
iy, FRNEONET | BICOVWTHELBELT
RO 1 2L E&2THMERR) 2R | Vo
EL TS,
WEHE BERH RO EMAELE EERHEROEMELR EFRHROCERE | EEHREOE
VEBCRECESFALE | 3 EFRCREOEFNY | K HiTE 5%
= 4 AERICREOEH N -
BB, 2 Rl | gt e
FEAY7 desk ~_—2R
? audit #ZiTRTH
[F =)
Wkt 1. Basic Membership | Part C(F#BODAH D | E K * Z & @ | p/a
Accredited Institutions | &, ¥ # B &kt £ L T | inspection fee iX 158

1%:21.450 =—m2[303
756462 1] (EBMT £
BraEibE4:10.725 =
—nm[151 5 8231
M1). 2 fEik: 26.796
2 —n[379 5 3242
M1 (EBMT £8 i}
¥4 :13.398 = —n
(189 77 6621 M]). 3
fEIK: 32,120 = —n
[454 7 6908 M ]
(EBMT £ B \iHE
4:16,060 =—12[227
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3.255 KK/ [42 75 4680 H] | BRAETHHEENHB1Z, | T 3454 H])
plus Cord Blood Activity EBMT £ B OB
1.825 KFA[23 7 8108 M) P 10 48 5 1 FA 20
or HPC Activity 1.825 KV EHe 7% 50% B3| h
[23 77 8108 F] or Somatic 2
Cell Activity 1.825 k(FK/v ° N
[23 77 8108 f]1 e Eﬁgg;ﬁ s
N ] [=]
QIZHWTiE, HIEEZ & EBMT )(‘\//\_*4&—‘(;
LES MRENS,
HilHEDF —LNICH
%D JACIE HEEE%
S B AL 5 H%E
Hans, 13
BEFEE HPC Facility (39 #igk) . | 306 HaX 212 Mgk r Cellular
(20234 2 A Cord Blood Facilities(87# | 5 % . FACTJACIE Tissue | X
1 REE) %) . Somatic Cell Facility Hematopoietic Cellular r Acquisition.
(24 Hiz%) Therapy (23 S3<RE Collection or
" R 75@: e
728, Standards for Blood (241 fE) é:,cbo;e;g % Z Ig;
Banks and Transfusion | NetCord FACT Cord a) -
Services | Iz3-3% AABB ® | Blood Banking iz #&E 3L
BEFZT-MiE A7 | BE (55 HEsk) [ Birth Tissue | X
¥ —rX, @iz #—ix, | FACT Common [ Acquisition.
1.059 Mgk 5, Standards (23 3<E Collection or
(9 #Ez2) . Recovery | B3 5RE
FACT Immune Effector SRk (26
Cell Therapy (Stand- &)
alone) IZE-S<FRE (1 fi 723 AATB D3R
&%) EXRBLTVS
Apheresis Collection iR I 124 fia%
Service Provider (33 fi Thb,
%)
Marrow Collection
Service Provider (5 fig%)
*RE

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

MR TOREREIL, 20234 1 A 31 HOBFL—MIESWTHIH (1 Fv=130.47 M, 1 =—r=141.56 [9)

(—R-FFr =07 1ERR)

11 9023 AABB Institutional Dues Fees (Institutional Membership Fees), https://www.aabb.org/docs/default-
source/default-document-library/membership/institutional-fees.pdf?sfvrsn=60dc494_8
LR2FACT 2T B A—A Z Ea—DE%E (202342 H 9H)
13 BRN B S ¥ HP, https://www.ebmt.org/accreditation-fees
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2-1-1. AABB

AABB [Z#iiik® [Standards for Cellular Therapy Services ] (Z#-3%, HPC Facility (BBHEIZEH 351
i ATSHAROFEE, L, RFEHEIHEFR) . Cord Blood Facilities (B4 IZf# i CE A Hr M s MR D,
JER | REZARSI AT/ N>7) | Somatic Cell Facility (HPC R4 i LA D MR RGO FRE, ML, f&
. EAARE ., R SORE TRO 1 DL EE2TOMER) ORBEEZTT>T5, 7235, AABB ORRE D
EEE’EEZ)J: AABB I3 1958 EIZFREMIBERBRIAL T VD, YRFDOFREX RIZEICMAE S 77T, DFY,
[Standards for Blood Banks and Transfusion Services | |Z3-S<FRETHD, D%, 2004 FE|Z cell
therapy service (2995 standards D #Jhi ([ Standards for Cellular Therapy Product Services | % %17
L7=Z& T, cell therapy service Z1THlfiax (2t AABB DR EH| BENIA N -7 RAEDH 5,

2-1-2. FACT

FACT X fij 8 @ [ 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$fi® standards {233 T, [Clinical
Service], 'Transplant Types]. [Collection Type]. [Processing Type]. [Service Provider ) Z i ZiIZD
WTRRENTHhIS,

#. FACT DRRFEDHAA T

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
Sherrier Cell Transplantation | & Cellular Therapy | DERE
[ Immune Effector Cellular BiTbhsd
Therapy ) 521715,
Tl [ Adult Allogeneic | [ Adult | n/a n/a n/a
t Types Autologous | [ Pediatric
Allogeneic | [ Pediatric
Autologous ] BII|ZFRE.,
Collection [ Apheresis | [ Marrow | | n/a n/a I Apheresis | [ Marrow |
Type lApheresis (Pediatric Only) ] [ Apheresis (Pediatric
BICFRE Only)) BICRRE.
Taraeoo [ Minimal Manipulation ] & | [Minimal Manipulation] | Minimal Manipulation] | Minimal Manipulation |
Type [ More than Minimal | & [ More than Minimal | & [ More than Minimal | & [ More than Minimal
Manipulation | BZF2E Manipulation | B/{Z38E Manipulation | BIZ38E Manipulation | 3l|Z32E
S, [ Apheresis Collection | | n/a I Cellular Therapy | n/a
P . [ Marrow Collection | Processing | DR ENTTH
r Cellular Therapy ns,
Processing] BI\Z387E,
o/a [Unrelated (FEMm#& ) ) | n/a n/a
Cord blood L TRelated (% i) |51
WZERE,

(FACT @ HP #TIcy —FR - 750 = 7 HMERL 1Y)

14 FACT @ HP, https://accredited.factglobal.org/
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F72. FACT OFE£ 81X, ZOEBOHEMFEICLDRTT47THY, BE 200 4L ENHERZEELLT
PEFL TS, FACT BEBIZRHIEEHFET A AOPIHIEMIZIX, [FACT RS I FREE AT
BLTWLZEINEEN TS, ZL T, FACT R B DB EEHT-0121%, FACT 22 B # Ak g 4
HIELRT X772, SHIZ FACT B B OB AR 75720121384, FACT OV —27 ay/0r ot
F—IZBMNT 5, F7213 FACT OHE SR 2 I8 2% DB E R 22T DT NI/ > T D15,

#. FACT B2 BT L WG4 DA A DA & #

6.1.1 LB O—RHVER

6.1.1.1 ZE N OEMAERK 21, BP0 5 2B 3 2@ Y s a5 4528, RRBRO—E8
1Z, FACT Bl S ICIVIRESNAEIT 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,

- S LT = 7 X — I AR R R R B HGEE L, 7 ST AORE F RN ARRIN., EEEM
EZBIETHIENTED, BEFIL. AREWHET 0/ T L45E T L., iTEMEEN FACT SRCE2 2%,
FEFT R T 07 T AR R ED FACT BEHET ThHILKE 2 FH. BIROELRELL TR
T HEEEIGDHIENTED,

- Ja— N T T 2T —RAEE DD, DAY T T AT DTN EINT IO E S - 22 B 3
HX, 0T T LORE R FERNIARIN, AL EMELMGTHIZENTEET, AEEIT. AZEWE
07T L%E T L, ATBHEE ) FACT R EZ A L&, FRITE 7 2/ 7508 FACT REHFZ T O
2R, BIROBEB L UREIT2& K 2155,

6.1.1.3ISCT. ASTCT. ASFA. AABB. CBA, WMDA Ofil A2 B, XiX FACT & EFEE 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,

- fE A CBA, WMDA, /2 3ffar i o 7 IZBE T 2B FE RO B ThAH%E . O NI i
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 FIZSHH AR > — SFRARE RV —, K OEEHER Y > — 2B 9% FACT O 515857352812
FELTWAIE,

il

(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
17



2-1-3. JACIE

JACIE 1%, TFACT-JACIE International Standards for HEMATOPOIETIC CELLULAR THERAPY
Product | IZ DWW T, FRtOFFARNIZFEEL TV D, 72385, JACIE % FACT SEEEL TW\ALO 0 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 NI 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 S8/ ED B

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 BB A 2 HP1T)

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 ffiff
DRI HNTWND,

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 RIER BT 720101, BT 288 LU F OB &L TV BB HD,

VO, N MBSO LRI T S BB B B

v HEER LY 6 » AU EANCE2ICHEM L, AATB RAEICEHE LT DH 2 &,

v i LEEBOME S L1z, 27 L b 6 5 AOARESSH S L,
AR RO AT LT TBLIR A FIA HL R e Toh— BBV TAL TAI T BTN TES,
AATB OREMIE, B TCRASIE BEDLIC, NI SREEZ A EA L, B
B TETOBE DI 5,

(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

TW%, AABB 238 E L7z Cord Blood Facilities 4 87 fiigk & E B HAD &, >K.75> 21 Jitig% 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 73 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 73TCommon Standards for Cellular Therapies | |23 W CRRELT=A 9 sk 2 E RN ADE, K
[EN 8 ffigk . 2D 1 k72 >7-, FACT 23 [ Immune Effector Cell Standards| DA IZESWTRRIELT
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 sk 85 JoE, AATTIVIN B fiigk, ST I8 T M 3 gk, MLas 2 fiik,
LR —VERET 7 EFIE R 1 ik T,

AATB 73[Standards for Tissue Banking |[IZ5-5&FBE L 72 Birth Tissue|?[Acquisition, Collection
or Recovery IZDOWTRELZAE 26 sk A E BN DL, KED 23 fiak M2 TS, ZOE0 T4
2 2 Jfigk, ARH 1 Jiigk Thd, AATB 73 Standards for Tissue Banking (2D FRELT-I Cellular
Tissue | [ Acquisition, Collection or Recovery [|IZ DWW CHRELTZAE 1 sk L. KIEDJitisx TH D,

R, BARTINGHRELZEEAL T\ oIt AABB @ Cord Blood Facilities DR EZ AL, i
HT AN RS AT DRI D 2 fiZk DI Thd,

20



. ENIEBROBRIR R AF, ik, ZAUSATRET DI B E O T ADFE

AT T B

AABE
HFC

Facilities

A AEE

Cord Elood

Facilities

AAEE

Somatic Cell

Facilities

MetCiord -
FACT-JACIE F ACT
FAGT
Hematopoietic IComm on
Cord Blood
Gellular Therapy Standards
Banking

FAGT
Immune

E ffector Cell
Therapy
(Stand-alone)

FACT._
M arrow
Colle ction
Se rvice

Provider

FAGT_
Apheresiz
Collection
Se rrice

Prowid er

JACIE

AATE
Cellular
Tissue
Acquisition,
Collection or

Recowvery

AATE
Etirth

Tizsue_

Acquisition,

Collection or

Fecowery

A d oFra

Argentine

A stralia

o | O[O

o|lo[o

~|o|o
w|o|o

Erazil

Eelcium

olo|lo|lofo

Canada

~|o|w]|o

Chile

(China

oc|jlo(lofle|lo|lo|[o )

Croatia

=3 K]

o]lo|ofo|om

(Cyprus

(Czech Republic

Ecusador

Exypt

=R =N LN E=]

Finland

o|lo|lolo

France

o|o

(G ermany

S

Greece

=EE-EE-AE-EE-EE-3 - E=-N E=-3 E-EE-RE-2 -]

Hone Kong

o

Hungary

-1

lceland

Ireland

=N =N =R

cjlojojlojlofololjlofjo|lo]lololo]lolofr|lololololo

India

E =N -]

Indonesia

l=rael

IE-1 -1

(E=15"

o
=

[ bapan

ord an

K.orea

It alaysia

=1 K=]

cjojololo|lo|lolo|lo|lo|lo|o|lo|lo|lo]lo|lo|lo]lo]lo]lolo|(o|o]|o

b eico

=3 =0 E=0 B=0 B=0 K= R =R =]

Methedands

o

Il ew Zealand

=N =]

Fanama

Fhilippines

Foland

o|lo|lo|o

c|lo|jlao(o)|lm|o|lojo)]o ] O

Fortug al

San M arino

oc|lo(ojo|jlo(ojo|jo|jojo)lo|lo|jlo|lo(o]j]o|o(o(o|o|lo(o|lo|lo(o|ol2]o]O]D (D] D] D

o|lo|lo|lo|lo

Saudi Arabia

=A== E-EE-EE-AE-EE-EE-A E-E =R - E-A E-EE-AR-A E-EE-EE-AE-]

e =]

Singapore

Slovenia

o|lw|ao|lo

South Africa

Spain

wlo)| of e

Swedean

Switzedand

o|lo(o]o]| O

=R =N E-NE-NE-]

Taiwan

Thailand

Turkey

U nited Arab Em

mlolw|alo|o|m

alrelo|lalw| o

lUnited Kingdom

=R =N =3 =]

ol|lojojolojlo|lo|lo|lo|lo|lo|lo|o|lo|lololo|lo|lo|lololo]ololo|lo|lolo|lo|o|lo|o]lo|lo|lolo|lo|lolo|lolo]lo|lo|lo|lo|lolo(o|o

=l =l =N - =A== - A=A - A=A =A== - B A =R - E=A E-E =R =A== E-A - A - A=A E-EE-EE-A E-E - =N =R =R E=1 E-EE-A R N-EE-EE-AE-RN-]

8%

colojololojoljlololojo|lo|lofo]lolololololololololololololololololof(o]jololololjlololololololololololololo

(RN

2

a - E=-N K=]

"2

ra
o

=

Wiet Mam

oflw|o|ojJo]lo|lo]lo|o|o|o|o

(=]

&t

349

&7

24

o
2
g
u]
]

24 5

mlo|lw|o(lojojololo|lo|lo|lo|o|lo|loflolo|lo|lolo|lo|lo|olololo]lolo|lo|lo|lo|lo|lo|lo|lo]lo|lo|lololo|lolo|lolo]lo|lo|lm|lo|lo|lo|o|o

[~
o

2

12

o|lo|lw|o|lojJolololo|o|lo|lolo|lo|lo|lolo|lo|lolo|lo|lo|lolo]lolo]lolo|o]o

=

o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
o
E
o
3
)

(=K FFr = T ERK)

21




2-2-1. BEOREHBENOREZTEL TWAREDERKERR IZDOVT

KETIE FACT (28558 EE AABB (ZXBRREDM H &5 IT CWAERMX A TROBEY ., EERRRIh
7o ZORERX DONEDNZE TV T % LT2EZA, TAABB (2L 53R E 1 blood bank 7>5 collection unit {257 1}
BT ER THDHH, FACT \_J:Z)wa\ﬁ:’@iﬁﬁﬁ7°ﬂﬁ7lxi\_ﬁbfﬁl@féﬁ%ﬁﬁéz BARMELIizo TN
WG L7z, 72, CAR-T Mtz B sk TITO4RML L TRISEARZEN FACT REXTGT 5 LA ZR LTz
LEE AT,

. KET 2 S FOFRFEREAHE MO TR, tRTF, 8k, LIS AEREREO TR0

REZIGL WD EFEliEaR D B
5% 4 BS T 5B EDRE
Medstar Georgetown University | AABB 32 HPC Facility & (' Somatic cell Facility, [ FACT-JACIE
Hospital Hematopoietic Cellular Therapy | {23 ¥ FACT 32 7E (Marrow

Collection Provider 3R EZ & T¢)

Mayo Clinic Rochester AABB 32 7%E HPC Facility & ' Somatic cell Facility, [ FACT-JACIE
Hematopoietic Cellular Therapy | (ZE-3<# % FACT :27E

Barnes-Jewish Hospital AABB # 7 HPC Facility , [ FACT-JACIE Hematopoietic Cellular
Therapy | \ZE-3<{f% D FACT B E

Robert Wood Johnson University | AABB 3% % HPC Facility . [ FACT-JACIE Hematopoietic Cellular

Hospital Therapy | (ZE-3<# D FACT 387
James Cancer Hospital ( Ohio State | AABB # £ HPC Facility . [ FACT-JACIE Hematopoietic Cellular
University) Therapy | |23 $? FACT RE
The University of Vermont Medical | AABB # % HPC Facility . [ FACT-JACIE Hematopoietic Cellular
Center Therapy | |23 ¥ ? FACT RE
Yale-New Haven Hospital AABB # % HPC Facility . [ FACT-JACIE Hematopoietic Cellular

Therapy | \Z3-3<f% D FACT RE
(=K -7Fo =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,

KETIZINOOEBE D 22T M&A DIERITR->TNW5, 77005, 2020 /£ 1 HIZ Charles River

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

HaERIRL TRl ThD2,

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 TS =2 T VERR)

19 Charles River Laboratories t: 7L A U U —2 (202041 H 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 fL7' L2 U U —2 (202247 A 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
WL BEER R B BEOW 5| 7 e AT 7 2 LU AFIALZFAIE L T, RIS LT A TE DIRBAREL T
%, SHIT, ZID b DAEZE- KD HP FEOFHEN G, KEOEMIfLFEEIOMAEE Y R AW T, TERE
TR F =T — L%l > TNBDN BT E—LIRA L NI o CNDZEN D T,

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.®#U~7#/L=7 M Northridge, ~%F =—t VM

Lowell, 7> — Memphis., 3L 07~ )N Bothell Dfifakld FDA  HUMAN CELL AND TISSUE

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

American Red Cross Midwest Region Blood Services (77 A4l Omaha) . American Red Cross,
Carolinas Region (/— A 2717} ) 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 | &L C FACT |ZRRESILTUD28, 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 ®OL AR, https://accredited.factglobal.org/

29 AABB @ HP . https!//www.aabb.org/standards-accreditation/accreditation/accredited-facilities/cellular-therapy-
facilities
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Lonza n/a B, Ao % n/a n/a Lonza
T7xL VA —LIEBELTWA Walkersville,
JiiiR7 Inc. @ Tissue
RERA. Acquisition
g, Department
ZFOfE %, AATB X
- has Y. Cellular
Tissue @
lAcquisition |
[Tnformed
Consent)
Donor
Eligibility
Assessment]
LRBE
AllCells 1998 4F HhE. BofERtE & — eI P R et FDA Bk B#: HP 28
T7xLVA | EEE ERAYoK i DT 7zl W, TAABB-
1 i fErEF—icXx AR R compliant
MREARMTER | #5 donor
EREEHEBTS facilities | &30
7=, GMP 7V — #H
VV— L REHEAR
Wromic s
Be The Match 2016 4 HEE. NEHEOFRE# | EU, bTHH, n/a n/a
BioTherapies® T7xLVA | —LBELTWA AARE FHE
ik, [ B ke 3 4
izl 84 DT 7L A HWERF—%
AL 6T DR | MR
BsE LY —D | ERLTWBE
BB EIE R ®, FF—ic#
DAV s Az L
[esq
EFRRIRRREE
PRI HEEEX
457012, EU
T/HN—FF—Ty
TEIGH
Charles River HemaCare | H#E. B ot 42— n/a FDA && Northridge @
Labs X 19784 | 77X | ZEE DT 7zl Wiz% i AABB
AL il R7:3 AL R% &Y HPC
Facility 32
%O
American Red n/a 77V A | 2EIZ 60 #FTLA n/a n/a FACT Xv
Cross iR 3 77X lApheresis
ISR MERR AR Collection | ®
[Service
Providers| &
LTREINT
WAHEERE
AABB IV
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HEMG v UE AN B2 —

I3 Rk

HPC Facility
LLTRESN
TWBHEFRH
HB,

(F 43 HifhoD HPO 31 32 3555 20 — R - FF0 = 7 HERR)

3-1-1-1. KEiz BT A MR O RS IR DR T — 7RV & — D Bk

THRAE R A A 2—REDOFER. KEIZB W Ce MR RO B AR D AT — 7 # — D BR% O
2 J5 ., RREMSES . BREURR . BB eMERREI O XA B A% - FIE) oBFRIX. T
D@V EHERIZD,

H. KEIC BT DM ORAG IR DR T — 7 — DRSFR

— FDA
HUIAN=PHEONYE a=
BR93
BEAETD) -
RASEID, SESOP, 1A a5 =
SEEZEI-TAT - O e oo 2 2 EMERRBOSIAE YR
“ EI5M%-Ei B AZEMEIZAE -EE A
EESS v v v
> ARRIEEMNTIES BitoiEEEsR — MAREERINTES
A tmmﬂ tl\mﬂ
A A
[wy iR SH <
MCB 8%
BLEEIE, HHEESOP o
v t MEFER/MCB
> ERIEEINTIER <
b MRS
BR, It BR. BE BR. 2E
REHES

(r—R- 75 =7 ERR)

30 Lonza tt HP, https://pharma.lonza.co.jp/offerings/cell-and-gene-therapies/tissue-sourcing-acquisition
31 AllCells tt: 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 TIE T BUR LN BURF 25 . L 24/ LA OSSO F8 E #il EE 2 AT BUI R+ 57 — 2030 %, FrlZ,
AABB 2K [EEF) 5 Hemovigilance 7’177 4% the United States President’s Emergency Plan for
AIDS Relief (US PEPFAR) ffiBh & @ X %% 17 CTZx7=, ZO#5 % the Veteran’s Administration ,
Department of Defense 728 . KEENFDO LD T a (% —73 AABB OREEZIFTAIH1 fiof_,i,fﬁ'; %5

. 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 .-\ 1X 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 F 6 HITIE, Kk FDA OAWHRLGGHlAFZE % — (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 Z7 A0 H Y
1L, A7 —27HR/WE —@ standards BAFEES J120E 528 T, BUFALA @ standards BHFSIZLEDEFRBEUF O
AR HERRL . FDA 3N #F2 75 standards O E BRI E T2 TH D, F-, regenerative medicine
therapies (RMT) L DOBHF IZI W Tl Y)72 standards 38952813, fE %~ D \ZEH DO FEDMLE
PR, AR E DR LT UL 72 2N ER ARG T2 8120, R BRI A BT HZ L T%é\ & FDA (T~
W5,

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 AKFurTATHREINIAVCSIX, CBER DY =7 %A MZfg#i =i, CBER 3% DH#E%
EDO LI L TV O OFEINTE SN D Z LTk D,

o K7l T NIFFEBMO- O OMEIAEE, 1RFHME TR, b b oMM E &
i, regenerative medicine therapies & D% & A E O AS HOERIGL & Bis R 2058
AL D L O e MBI FRRICEH S D,

34 AABB BMREICHT 24 T4 A o Z B a— (2022 4F 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
37TFDA @ 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 AIZFx /A 7I—T 47
NERI N7, EGALITE v =7 h® H %, Procument Organization . Blood and Tissue
Establishments []DOEBOFRFIAAEHEL | F)EBIRE IO R ATREtE S Wb &L, BRI L ~LTOE R
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 OMUORBEAFOMRMERET T /v, B SCE, 28 0 r — IS W GRIEAS
—LEBRTHRIEITHD, T7bb, 207 ay o /NE, JACIE ZilGtd 57 ay=/h~3r—vy—, i0E
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 RN 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 DR E L FLDT- 28 % 2021 - 4 AIZHEERL TWD, ZLHLDOERITIX, T
DOV AX B, VAT UN, S/ NROT — 2 BRI 83 Fh b 4142,

512, IWG 1 2021 4|2 Site certification group # % &L, ENHALFEIOD —3F — L2 B RIER A 3253
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
SIZHMA TS, BARRYIZIE, SCB1E 2018 42 9 J] | <UL b /=T R%T 35 4 LA EOBRE X RICY
— 7 ay T ERBEL. AHKITEVIAL RE=—ZADHLFHITONTOEREZINELTZ, £D1% . 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/56fdcd93257b8971cd7ab4ef2/1608309045242/Nee
dedStandardsReportDecember2020.pdf
46 [Assessing Feasibility of a Standard FOR CELL COLLECTION FOR CELL THERAPIES, Final Report
(February 2021) ],
https://staticl.squarespace.com/static/58a331b0db29d63c7fb64528/t/603e9b2a3849ff7ebaadc4c2/1614715690611/Feas
ibilityReportCellCollection.pdf
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X. SCB 32 —F 4 % — T AT 7L AL Z—d cell collection standards Bl —F~v 7

ANTICIPATED AVAILABILITY: EARLY 2024

PROGRESS:

(learn more about the standards advancement process)

X Fhase .
Cell Collection Standards Pre-Development Development Outreach

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

SDO Availability Start dates

pox; | SN SUmmer | Early2019  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 7’1/ 5.

AABB IE#TR D .wl:xf%!%ﬁj%é: Ik, 2022 £F 1 A BURAEZEL | R OOTRRIEI LBl EH D H TR
Bta o2 ThITF 57912, Cellular Starting Material Qualification (CSMQ) 7' 17 Z L% BHAEL TV 5,
BRIZIE, B8 OB B E 2Rt CEA MDD H I Ea T VAN 8RN AT LA kA &

NT L71480 CSMQ Jitiggk L CYARNY w7 ST #EBRIE . ENMIRRECRF D R — i A PR RE A . £ H, PR . E701
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%
BIEEB L0, IRWT, HHEDS 15 B8R, D270 TR, AV REBENE 5. Tk S IR—L, 75
UL 4 BERE He<

TITITEBWTE, 12 AABB O E HPC Facility, 787 & Cord Blood Facility, #%7& Somatic Cell
Facility 78 CSMQ Jigx &L CUVART v 7SI TS, T70b5 El ZIK’C 8% Cord Blood Facility Toh o1k
REET ANV ERAS AT LB VFIERTO 2 $5B23 CSMQ fitigk &L CUART w7 S5,

47 https://www.standardscoordinatingbody.org/project-cell-collection-standards-for-cell-therapies
18 AABB PAfRE 1T 51 &% B o —E% (2022 4F 11 H 11 H @)
49 AABB @ HP. https://aabbecsmq.org/
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757, CSMQ Mgk L L CUART v 7SR TV ERIOJitiiR %% (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. FIFEH RO M EEREHIIEE IR T O IR 5T - KRB R IL

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 3 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
OGN0 HP THAEL, ZOR R, IGEHDWITEERRBR 5020 A FTEE BN ADE, KELE
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 & UM% HP 2500y —R - 750 =0 7 MERK)

50 AABB @ HP. https://aabbcsmq.org/
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< ClinicalTrials. gov DR & 54>

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

study type interventional study

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

Status (DNot yet recruiting. @Recruiting, @Enrolling by invitation, @Active, not recruiting ML\
Thhn

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

3-1-5. KE DRI FEN e MR ORI [ BTe 2L

KENZIB W THEA - Ml =5 « B As 165 B R S M R 3K A OERIRBA R 353 (LT REEAZELV YY)
3 HOBRE A A 2—TEEEMLI2LZA, THTIT REFM R ZRBMR OBEFEL TODIENRS
Mo7z51562 53 ZMEBEOOEDIX, THTIT7 RIEFMR L internal review board (ZXAHA - A
WIS AT 2DMED > TOVBHUZ, SE VR VAV M AT APHREINTODENETHD, LT, Ml
EE HERICERL TWARERT AT ITREFRMX X, FRNEENLZITR-7-e Ml eH 2, mEZH
e TIRE . HE, BT 2720 DO EC~ R A MERKIREE - TAT= BRI DB Utk D8
BEEHOAHENDI2NEEZ BN T, BEA)IZIX, MD Anderson <X° University of California, Moffitt
Cancer Center Dt i% 44 23 £ LW ERIUERE fiak &L TA RIS EAio7z,

— 75T N DEFRIERR (23 T MIRREICH EVREEL TV VeI, eMRREED @ BICiEH >
ERECLAREME M EtRSh T,

B BEREFMZRORBENDHZ T, AABB X° FACT 72X O EENOREXTEL CWAZLFEHT
HNEIMIMTELTIX., EiC 3 HBEORITE RS-,
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3-2. b MHERREEHZ <D B A L K DOIRR
3-2-1. BRKDBLR

KESCERMN T, ‘BB TS L EREMRIEIR 2 OE B, Mk 7, ik o 7FEner
HIR R OEREL, RAF. #k, THUCHET 2R EBREO T 0 ARHERFEAZBEL , standards &L
TARLIZDZ T, ok - FEN EELR-> TERFEEAH L QWAL B ERLZ S D EBINR
ML > TRRIET HHIENE K L TWD, ZHL7- standards 72 b ONIERE R E N L K L TWAEREIZEWT
I, — BV SNAVD BB RV A N AT LMo T Blitiax 23 Al kb, ZofsE 5., eMlfaEE o2 —
Y — LR DRI B EN IR FEM A REL T, Ykl OB L b T 2E B0 AEBRRICHF 5 L1525,
FEBRIZ, 2O L7 standards Z2ONIERERIEEE | BRIBUERX B O3B E LB MERHM IR S TERHE T D&M
KETHESTND, 7205, AR IWG O Site certification group 2MERRL TV 5, ENHRE RO
iz D risk-based assessment Z{THFROILHRZRT 7 o—FIZB453CE: (FRE) I2B\WTiX, AABB *°
FACT, JACIE, AATB OFBEZTFL TOARIRRIEL VA7 DMEW | LS i h54,

3-2-2. HADBHIR

—7 . BATIXe MR FEI ORI, R1F. @ik, T TAERERED 7o AT 5 AME
DOREHENBIEITFELRV, T2, 2o 7oL T AABB X FACT, JACIE, AATB W o
REZREL TWBENOMRITRE 2 MRDOHTHD, Z0O7=, ENIRFEN DO 2 —— LAa RSN
b MR FCRE OB UG 3% A 2 2 E L WM 3 2BRICIX, YRR DB~ RV AV N AT LE—DD
FTRCGHATDIENMEIDETFHEND, o, MEBERICESTH, TRENO2—F — I B iR
DEBBEIVART v RV AN AT B —bT R CHli T 2R 0E, K&eA#ITeslfaidiinsd, ZoKBR, E
PIZBWTFR RFI 725 ON B PE SN B 2 e MR FR S U TH S 328 NS FTREMEN S D,

ZHLTRBUZ XL, AMED A EFRERE A (FE) Ao 2 EtaREE £z T
X, BHRESN - ZE B AR E DT e R BRI Pl & o T, B A TENEREEIOFRE., 77, 8k, Thic
3 AR E R E L FEM T HRFICFF & L7225 30E (LUTF ., F51F) OERICEVEA TWD, Mi%F 5 Fi.
R ERERERZ RIEZ T, FACT %423Z CHEMNICZ T ANLIELSME YR VA MO EBEEN TR
ENDTFETHD, ALV ED Tt 5 BRSO EHEHEZHED D120, F-Z OO E RN
RHEEIIE R T57200F5| EEL TOMBESIFTET T, MlaFEEHILE IZBb Dk 2 AT — IRV
—MBEEREBR TEAIOXELBHELQNA,

By fn @ 3
W FE BB WrFEBRFEINRE SR 5 R4
FRIE N BEEFR T A HEth JE 98 340 e SR ARG - M & N PE ZE AL 0 T3 D R
BOZER AR AT M T 20 7EBR %

AT v/ 0T | HFK B FAE RS i I e b (RIFE) (At e IRURr 22 5 fh
vV a Ty V=Y BB 2 7E BAG Al ORE S BE S DR EPA 3
7

E SLAFFEBR SR N E | M BAGL PR R i S5 B D RGE (T T mTREZR e b (RIFE) f e
SRR A ERRIF S MR 2Rk E Y2 D E LT il B TR B3-S e 1K
— HOREET /V (PESEFEHE) DOREELL FEIE

M —AEEANBTEERA / X—Y a7+ —7 MEEMZRS FACT 7V —7BfRE A Fba— (20234287
A % fi)
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SR S AR | A BT FIPERI B R AR 525 B i O e
% e

YRR A SRR | K HEAT R R A 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 THOERAN T T, B2 X, B A i - G R L B AR A 2 2ME
FUTZ TBENIC 31T 2 MR O ALER D 7= b DFEEE CERL 22 42 5 A 27 HE 1 hR) 112D\, H AT . « 40 A
BSOS ME B EER B S DX AT 7 3 — A7 )—7 ) FACT Standards O & HT N A % S 4~
<, UGTIEEZHED TD55, IHIZ, AARFAER S, BARIM - MiaiaE s, KO B A FARE
WA )N —ar 7 4 —T 5 (R FIRM) A E IR B2 B L T IES O N CH&GR - IRFE D FHAE - fillha
% s 1R R B L L 0 B S R (2 BT D E0R e, 4z o e MR U O BRI, £RTE. Bk, T i
VAT RE S 2 8 B A 2 RS ax M TO BRI, IR MR (T S 2R B A RN D 2 e e il R i B v R AV b
DNFEBLIAL, FFAE AR R - BRI B S B I 2 IR L SN D T e RAE T DA S0 2
L CUN556,

Fo. HROPEERITHB T, eEMIFEEHIBE T 2B S IR T I/ > T, BRI, 7V 7ok
KEthE, FFEOENMAEFEND 2 < i AHE> TODIRIUZ DV TR 22 2RO EL O R B A
&, ENCeEMIRF BN E RN SN AR Z FZBL =<, 2022 F 4 A | E2FatheL TR —
AR ERN LT, AU — U XX, RIFEO e MR Z il H - I T L, ~ A% —B /L ORE E1THHI
BRI ThtiR% % 2023 45 8 HIZBHB 32 5HHE CTH D57, BV — T R1d, e MlRFRIORTT, ik, Ziulft
b9 D18 E PR A SR 9 A28 C, e NI A B B 32 R SR it i & A= « M P < B A - TR B e R
DRIFEZATHRIERFE DA AT T D% B2 LHff s D,

IHIZ, 2023 AT T E T DA K =R E B ORI 2 1) O = O H DA EI 2 H > COD—
P AR N SR R R A S | TR R Z 0 E L7 e N IR O 22 B AR HE L2 [ 7= 7 T v R 7 o — LD R 5E
ZHIEL TS5, 2D Ty 74— AW T, AR EFHEEAE 2 e MR OB O B B st & = — P — &
DO OfPI2, R —FEHROE R (K5 b LR F—1FR ez R — P — Rk 52 25 ) | B TH®
DT 4—R w7 EEHIFELThD,

55 [JEAF—, i T2EEicdsi) 5 CAR-T HUAS A Z 52 & U7l - M AR iem o B E BRATH] O
#Z| (Japanese Journal of Transfusion and Cell Therapy, Vol. 68. No.1, 2022)
56—t E NFAEER A/ X— g 7+ — T MEELEE S FACT 7 v —7BfRE A 42—
(2023 £ 2 H 7 H %)
TTNT VRN T T ARRARA 20281 H 10 BT XY U —2R
58 — i A AAR =R HEMERERE HP, httpst/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 7‘06%0\ CRRIE R 2 R S H_ED, ST T HZen
VLB OIS, HARPRFILSDHFREL T, TreD 3 DERET D,

[X|. standards <CRRE ill £ 12 B 35 Bk 0 5 a4

FFE 1:BCkIEOZRERE (AABB. FACT. JACIE., AATB %) O E 4 A RO 12 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

——————————————————————————————————————————————————————————————————

___________________________________

____________________________________

(=K FFr = T ERK) ‘
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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 R DI KO BND, L0, K[E FDA 728 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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FEIE BN XE2—FRE

1. BE=

AREIZBOTIE, BCKZ LIS O e MR FR 2 B B2 E R % . BREBUGE R OFR E R, e NEARJR
Bl —3—CHHREAZE | L NERFEHE R EUERR 2> 5 REE D~ /32888, E - 1614 /HEFRED
5 DDET AT, FERMRSLHEME, EBEICHL T, AV TA A FE 2— (—HIEA—N_R—ADA
A 2—) BER LT,

X, ARETEMLIBAA L ZE2—HED R

BiE KE BRI F DAt Hisisk
EH, R H#H % | n/a European Commission. DG HEALTH & | n/a
RBatRE FOOD SAFETY (SANTE). Unit D2 —

Medical Products: Quality. Safety and
Innovation. Substances of Human

Origin sector B #[20224 12 A 15 H

FFGA A EHE 2—]
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