(iER A B
ERKH 202544 H 1 H
(A& HTH 20254 8 H 21 H)
Zf&ES 5159
HEYL : TV T VvLIra—e OB ROREN L B R R T 2 BENR
(MEMMEB S L CHlgaEo2ERE (ZHEF : 4258) ] 0 _XFAEWR)

1. REoOR

L&A s X OCfiliaR o EHE (A5 4258, LA : 2023 4 5 H 24
~2034 12 H1H) | &ML, %7 v L 2 ra—w Vg% %5 & 7= B #lfiarE:
Al vosIEERME IR (B-ALL), O AMKRHIeE BAfifg ) » <@ (DLBCL) K UMERE
Y v oHE(FL) BE

2. WERPKY EXRMERERESORELX, MEEEOROHFA 25210 TE
i L CTwE S,

3. WIFEHEB oA - IR EEHE O KA
1) WHRREE/BEHEOFE - L - K4
RRBARY: @ERN  fE - o 7IEAIRE &

%

REXK

N

2) WIEHBA D Z - IEHTE O KA

— AL HE AN B ARG - fisfifaitisss HER  BIGREME

— et B A B ARSI T — 4 2 v 24— HEE AR
SN T 4 A 77— RS ARG RE Ya vE—n s Ty v —
SELFERFERER GRS E)

4. ROHEW - EFK

FH T LA — e, HEXGEGED CD19 B0 B filgtt et v v~k
FUIRE, RSO3 EEGME o O F ARHIREE B MIRE Y v B K ONEREYE U v < % 8 OE
b LOKRE N7z CARTIRETH 575, BEEOKR & L CHilRff oK & iz X
v, Tib bEIESL (out of specification, OOS) ¢ 725 Z L EEZ W T

FHT VLI —R LD ZRE LT3 BE I ATIR, % OMhoBEERE 2%
INTWARnIEHE L, FHrvLrra—wVBIEANIC X 2B, b 0B
TR o THE—RINTGER E R 2 A[REERH VD £35, ok Hic, F¥ T Lo
Z— 2 VOIRFENREFORIROZRAEEERL, B7 7 2L —v X, HELEEY <X
WEHHII I NG A R EICEWT, 20X ) g ME RS TE AR KE TR T



LNTVE T,

HARICEWTD, HEHECHICIHEEEIRE O o W S A ICHBINLIC X 2 1RERE % 12
kg2 72®ic, rEk (CCTL019B2302 5k, NCT02445248, LAF B2302 k%) & L Tk
Haxnh<Ttwzbon, B2302 MECREHNGERE M TObhTnERA, £z, FV
TV L3 — e VR EREG 2 N RICELEBGERIAE M T O T 52038, BUSSM 1345
FHICESINTELT FHF VL 22— LRI DR D% 41 & O 51 12
LPTIEHY £HA,

Z DM TIE, 25 A T O IZEATED CD19 Bk B #iflat: &tk ) v SRk IEH
M (B-ALL) #BE, WMAOBHEXITHEEEO T AE KM B Mgy v o
(DLBCL), KU AOBFEXIIH B oMY v 5@ (FL) BFCFHrvirora
— e MBI RS Lzt 20, RHOREERCEMME EET 22 HNE LT
WE T,

5. MR E 7 BE - o BUSHE

FHTr LI ra—w OB ERS SNz ALL BEKRUIERY X v ) voNJl
(NHL) #£3% (DLBCL #EZF KO FL BE) ZrRe L3, Rt 7
viznra—en 1 HlHOKESHZRBHE L, S0 1HIHO#S H2 58 8 £
ERTHE LI,

6. k- HEHMOMMER - FIHITE
HAGEI - fesZifai ik 74 (Japanese Society for Transplantation and Cellular Therapy,
JSTCT) U HAGEMAMERE T — % & v % — (The Japanese Data Center for
Hematopoietic Cell Transplantation, JDCHCT) 723, [&IAifafEAE s X OHIidiRE D 2F
A O XKBENEE LT, BB 2 FEMIEHUC B L C o o AN EE & Fhiti L
9, BIfERIC B CBICHEES 2 A TR 2 BIINES 2 DA T,
L&Al s L OCME RO SEFHE ] &L 2ERe. 2 Ol cIES
ZIEME O LT —22H 0T, FH 7 v L 22—k L OB OREES X O
ARz BET L 55

7. FIRE 7213825 2 3k - B0 EE

&M B X CHIIAREO RETE ] K TELAEL YA NI F—20b, 795
VL 73— L ORI E S X N ERNIC B T 3 AOHER B R R EoERE H
WO L 3, E72, ZXEREE LB 2 EEIE R (B o B, fRHH ek
(cells/mL), ZEMIAEE (%), #4: CAR-T %55 (cells)) ZEMNTINE L £ 7,

8. HEAWITE % K9 % 2T OIFEWFEHBI O # Frd L GRS O - K4



KWPZEIE, WERFPERED T 72 2B C©H V, HAGE - HEfiidfiiEdas KOHA
EMMREEAET — 2 2 v 2 —HEREH 2T, 7 SvT7 4 2 7 7 —< KA P ERR
24T 9 EF IR T

9. 3kt - HHOBEHICOVWTHMLZH T 2 FORA L FHH
— At HE AN B ARG T — % 2 v & —BHER MAE -8 (F—%2 v X—)

10. MFFExtRE L2132 ORIADORKDITIG LT, WFFETRE 550 & 23k - FH D
R & 72 (3fh OFF AR ~ D feiit 2 =13 5 2 &

& MRS X CHifER o 2ERE ] B, SRGROMIAFHICAFRE O 1%
AFRNRICEEETNESA, Tz, RKiFE CEMO RFAENIL) ~DLEEHROFIH
EHEINZCEEIR, TRHEEDICH LB T Z T w,

11. fl DFFENRE F O NIEH B X ORI PE D RIS ISR DS 7 WHIFH N T D52 IC
B4 2 EHDOAT - BB T 2771k

FRFTAESLITER S S LCAR VAL E I, RO (Fr b a— A oNAE) iKowTiE,
KO H3HTHL EATAFHIA L £ 5

12, WFgedE e - FIZSHHK

1) WEEeofis X ORMtE

ZOWEER. FHTvLora—erOBGERGEILTH D ) ST 4 A 77— HRA S
2> IR EE DR % Z 1T TIT WV £ 35

2) 1RELE LWEE & OB
JNNVT 4 AT 7 =2 RS, RO L X ORI O EiICBE b 25 E S %
PRAEEL 328, WI9ET — X ol X OITIC i —YIB5 w72 L 2 A,

3) FZsHHIX

WH9e O BT E R MEHEE 2 IR 3 % 72010, IFRREH K IR HE OFIEHEKIC oW T
FIEITSER B D BUE It o CHEE I N E 3, FIESHEKARD b izGHiciichz kL
S

KA & 13, FREPBER L. B OFET 2B D bR E S 2 24t L <
HHITEICEoT, MEMEPFRFEDREICL sTHAD LD DICR > T B DTIL
BROh - MRERONRENIEICITONR VD TIER AR EDRMIE=E» bRt
UahmwiREED 2 L 245 L 1

KIFFEIE ) ST 4 R 7 7 —<HRREED» LR ESORMEZZ T TR §, R



DEMICH 7z o TIE, FLEERIRFEMIEMH I < 4 P2 v P ZRBE R L TFEE O FIZEH
SOARPLICBE 2 g 21T\, AZERIC L 2R ZZ T T,

13. WF9Ent R E B X 0% DGR E 2 b DR D PHEE~DHKED
FHE OB TEERIRREE R NE
HEaiH S 0798-45-6886



