(AR E]
ERCH 202544 H 1 H
(A% sEHTH 20254 8 H 21 H)
ZMHE S 1 12025-008
it s T T v L — e roRIINL O RN L AR RS 5 Bl
(MM 3 X SHlaE RO 2 ERRA | © KA

1. ffFFEONR

NE M s & RO 2EFE] 2L, 737 v L 7o — e Bigshil
G &7 B Ml ENE Y v oSEEERME A IR (B-ALL), OV F AMEAHIAESY B Mg Y v o<
fE (DLBCL) K Uvghatk D v o< (FL) 83

2. HERl¥kY EXYZRHHEEERESORELZRZT, MEHEOE I #5321 TE
fELTWE 9,

3. WIREBEOLH - PR REHEOKA
D) WHRREE/BEHEOFE - B - K4
FRERY: @EMRN ik - n TEPHIIRE B RERKE

2) WP D45 - WTFEEEHE D KA

—AEEE AN BAGE - efiliatE Yo HER SRR

—fAtERE N ARSI T — 2 2 v 2 — HHER  FAE—A]
ST 4 A 7 7 —<RA St AR AR Y avF—n - T =
SFEHFEEERE (IR

3) MBEic BT BB
Iz B K2R AR IR e R - ENRE FENE

4. WEROHM - Bk
FHTrvLora—enid, HEXZHEREED CD19 Btto B fifattatt Y v <2k
FISR, BTG O A KM B MIfE Y v o< JE R ONEHE Y v o< % B IEE
& LCHEGR I N7z CARTHETH 228, BEOKF L Uil o A&GEHINE % —&i 72 X
e\, FThb b (out of specification, OOS) & 7% Z &I W5 3

FHTVL I N2 — e VDA EZRS LT3 ERFEIATIE, % DMhDiBEGEIR 5%
INTRNIEDEL, FHT v LI ra—w VEIEARIC X 2R IE, chboEE
T E o THE=RINTGERI E R 2 [REMEAHV £3, o XS, FHrvL o



-V OIRFENREEOHROREMELFZEL, BT 7 L — v R, HELENEY <%
WEHBTE N A EAREICE VT, O X ) AHEBERS TE AN KETEYT
bNTWET,

HARICEWTD, HE CTHISIHEEERIE O o WEHE S AT X 2 IRERS 2 12
kg2 7z»ic, nEk (CCTL019B2302 k. NCT02445248, LAF B2302 dlf) & L Cik
HaxnhTtwzbon, B2302 REECIEHNGERE M TOhTCHwERA, £, FV
T3 — e VI RER] & SN RICELERGE R AT O LT 5 3, BUSAM LM
FEICEINTEL T FH 7 VL 7T — v VEIEING ORI 2240l O 2h 1 13 B
LTIEH Y £HA,

Z DM TIE, 25 A T O IZEATED CD19 51t D B Mifat: &tk ) v < 2Esk A
M (B-ALL) BE, MAOBIEX IHEEo v A AKMEE B Mgy v o j#
(DLBCL), KU ADHRXIIEAREOWEIMLY v 3E (FL) BFicFyrvir iz
— e MBI R R G Lzt 20, REOoREERCEMME T2 2HMWE LT
WE T,

5. MR E 7% 2K - GO BTG HHRH

FHTv L7 ra—k ORI E G I N7z ALL BEROIEFRS F v ) v N
(NHL) #:#% (DLBCLE#E KU FLEH) #RRE L, W REIRERIF 7
viznra—enA 1 HIHOKGHZBEH & L, Mg 1 HIHO#HS HA2 55 8 F
ZMETHELET,

6. k- EWOMMHER - FIH T
HAEID - feEfifiafeis 72 (Japanese Society for Transplantation and Cellular Therapy,
JSTCT) KU HAGEMAMIWEAN 7 — % & v % — (The Japanese Data Center for
Hematopoietic Cell Transplantation, JDCHCT) 2%, [&EM#ifafEfE s X OHifaE R o 2
AE ] OIGEHEMIE e LT, BB S 2 FlIE HICBE L < ol O TR & 92 L
¥ 9, SiEICE W TBICHFEET 2 7V T IERZEMNES 2 D AT,

NE M s & RO 2EFE ] I8 L 2ERe . 2 oW cIES
WM EMA LT — 22T, FHT VLo ra—w OB ORENES LT
AR BT L £ 5

7. PR E 72135243 2 3k - 1o TEH

EIMMEERE S X CMifgaEo 2FERAE ] KW TUELAEZL YA N T =200, F¥7
VL7 A2 — e L ORI E S & N ERNIC B T B S OHERBE R R EoERE H
VTN L E3, £/, SREAE L LB ICE T 2 B IR GRIR B, ek
(cells/mL), ZEMIFER (%), #4: CAR-T #ifff 54 (cells)) ZBAMTINEL £,



8. LEkWTFta K3 5 & T OHFENFHE O i E X UHE RIS Ol - K4
ARWPZEIE, WERFERED T2 2B < H , HAGEI - fEifiiggiikdas K OHAE
EMMEEAET — 2 2 v 2 —BEREH 2TV, 7 SvT 4 2 7 7 —< KA E &R
21T 95 EF IR T

9. 0kt - FHMOBEHICOWTHILZH T 28 O KA 72 i 3H4F5
— B A B ARSI T — &4 & v & —BER MAE B (F—%t v £ —)

10. R RE £ 72132 DRBADKDICIG LT, WHFERRE 50 & 250k - FHR D
FIH & 72 13 DI FEREBE ~ DI fit 241k 35 Z &

NE& Ml tEs & CMIgERE O EFE | S, EEEFmR oMM A FE DT I1Z
AN RICFEEINEEA, £, APITE CBIMO ZJGRHENITE) ~0ZHIERO M
EREINL G, TRAHBEIICH LTI Z I v,

11. fth DHFFENRE S DA AR X ORI PE D PRFE L 1 SR 28 70 W EL P N T D RIFE I
B4 2EHOAT - RS 27k

FENTAE SR IZER S L LTAR VLI, IROME (v b a—roNE) i2owTiE,
R o3& FTHLERTIDEHH L £ 9

12. ifge & - FIZSHHK

1) MRESOMEHESL X OCRIE

TOMFEIE, FH T v Lo ra—w VOBLEIRFEITLTH 5/ NV T 4 R 7 7 — <Rt
2 DI ES DR Z Z 1T TITVW E 3L

2) RELE LWHEE & DBfR
JNNT 4 AT 7 =2 HRASHIE, RO X ORI EhiicBb 2 R E S %
PRAEL 325, WIET — 2 ol B X OfTIc i —YIB 5 w72 L 2 A,

3) MILSHHX

WH9E O BT R MBI Z IR 3 5 72010, IFFRAREH K O H ORI IC2\» T ik
FIEWT B DBUE It o THE I N E 3, MR BRD bz Gficlii oz R L
ESc

KRR & 13, FREE AR L. B 0BT 2 BN SR E S S 2 24t L T
D5 HITLICEoT, MEMHEPFEDHREICL s THAD L VWD DICR->TWVEDTIE
0 MIEEROARBNFIITON AR VD TIE R W ZR LR SHE=E0r b Rk



Lo viREED 2 L 245 L .

KRR ) ST 4 R 77—~ » O RESORMBEZ T T3, A5
DEMEICH 72 o Tk, BHEBERPRSEMEK < 2 YA v P BESICH L TFEH O F4H
FORBPCBE T 2 G 21T, RARERXICX 2R EZ T T E T,

13. e R E B L %2 OBARE 5 b DR CHHAKE~DHHKE D
(tHERAE ]

F PR RREBE A I B K 2 R B P s B

It MR - IESENEL

HUHE L IR EE

RS © 058-230-6000

(E&E ]
I RS BRAE R TE R - B0 AR SE SR 1R
AT I R RIS R 1A 1
3 1 058-230-6059 (*FH 8 :30 225 17 : 15 £T)



