USRS B CE)
ERCH 202544 H 1 H
(A& ST H 2026 £ 1 H 9 H)
ZAHES : 12025-008
HEL T T vLv I ra—e VOB OREN L B LRI T 2 ENABE
g

(MRS S X CHIREROSERE| O KFAENE)

1. ffEoRSR

&SR S X s 2EH#HE ] wsil, 397 v L 7z —w Lo
iR G X 7z B Mgt &) v ok IR (B-ALL) . OV AMEAHIREY B il Y ~
o¥fE (DLBCL) M UNEhatt v v o< (FL) g

2. WREERY: EFRmHEEERZESOEERL X, HEBEOR O %2521 CH
ELTWET,

3. EEBOLN - MIREEEOKYL 1)
WS /B O - TZ - K4 30
AR NRRE FEET AR

2) WIZEREBE D 25 - TS DK

—AENE AN BAGEN - fEiifafiid e BER  BISRE
—RFE R AN BAE MRS T — &2y 2 — HER  MAE—HL
ST 4 A 7 7 =< RS RERHiR R Y a v F—n - T =
ELFET B (BIREIR)

4. WO HW - B

FHT v L ra—end, BREXIZERRED CD19 Biko B filat:arEy v EFEERk M
HIMmE. AR ITERAEO O F AW KHMIIES B ARG Y v <l OBgRat: U v <l % @8 OE
& LTk E NIz CAR-T FHETH 223, BLEDKIR & L Tl o &GRS & — i 72 X
W, b bHEESE (out of specification, OOS) & 742 2 &I VIFE T,

FHTr v L7 — LOAZRGTL T3 EBE I AT, Z OfthDiREERE 5%
INTVARWIEDSL, FHLAYLIZALI—w LOHBINIC X 277X, chon i
BHIANICL o CTHE—IRI NGB L R 2 [REERH V 9, o X Hic, FH T v L7
L= VOFEENREFORROBAWUZFE L, BT 7 2L —v X, BELENEY)C
BOEHBI I N GAE R LICBWT, 20X gL Z G T % 2 LA K E TRk



doncTtntd,

HAICE TS, HEECHUCBELEIRE O 2 W ilEE & A ICHIBINGIC X 2R RA % iR
fit3 2 2oz, BB (CCTL019B2302 i, NCT02445248, LAN B2302 iEk) & L Ci%
HaxnTtwz b oo, B2302 RERCREMNLBHTFHIES TONTHELA, T/ F¥7
YL 73— VT ARG & RICELEIRGE SRR AT b LT B 03 HIME S IE M5
PFHEICEINTELSE., FH7 YL 2 A2—2 A OB BN 0% R G 1X
HOL2TIEH D THA,

Z OWFZE T, 25 WA T oER X I3EEAED CD19 Btk 0B Mifatkat: v v skt f
M (B-ALL) #£%, MAOBHIEIIEAEO A EARMEE B Mig) v vjE
(DLBCL). MUHA DB ZE GO Y v 3 E (FL) B&icF¥Hrviroia
— L L OHMEIRERG Lz 20, RIloREEREMERBE T2 2 HME L
TWwET,

5. AR 72 550k - R D IR

FHT LI VORI RGN ALL BERUCERY F v ) vof#
(NHL) 3% (DLBCL 8% M UFL B#) 20K e LT3, HITRIBIERIEIN 737
visnraz—xnr | IHOHEGHZHBH E L, BgsEo 1 HIHOHRS 02 55 8 £
EHETHELET,

6. Bl - {HHROFM BRI - M7
HAGEI - fesZifa ik ¥4 (Japanese Society for Transplantation and Cellular Therapy,
JSTCT) AU HAEMMAE BN 7 — % v %2 — (The Japanese Data Center for
Hematopoietic Cell Transplantation, JDCHCT) %3, D&EIMAIIEAES X OHIReiEE © 2
A O XKHFENE L LT, BB 2 FEEHICEI L C 0B hn o fE IR % St L
9, BRI TRICHEES 2 A TIERZEMIEE S 2 DA TT,
NEIMMEERE s X CMifaE o 2EFE ] &L 2ERE. 2o cEmciET
ZIEWRE ZMAE LT -2 2HOT, FHT VL2 ra—2 L OB RO LS X O
AOMEERET L £ 5

7. FIHE 72 1328 250K - HHoHH

&M fEE s & IR O 2EFE ] ICTRELZL YA M) T =206, F97
YL 7 a—w L ORIEIN G S S NAERIC BT 2 G OHESCIRIBEMIR 7 L ok E H
WTIT L £97, E72. “RAE L L CRSICE T 23R MiEHR RS 0Bl o
(cells/mL). M (% ). 4 CAR-T flaf 5% (cells)) ZEBMTINEL £5,

8. HEAWETE % Fhid 5 & T DI FENFEEBE O 4k X VIR RS O - K



AEFFEIE. WAEBARFEDS T 25 TH V. HAEI - eEiliiafiEsas L O0H
AEMAIEBHET — X 2 v 2 —BEREHR 2TV, /0T 4 2 7 7 —<KRASHH A ES
et 217 9 EFIFEE T,

9. if} - HMOEHICOWTHELZ AT 2 HEDORA L I34M
— etk iR AN HASE AR T — 4 & v 2 —HFERE MAE I (F—% 1 v x—)

10. FENRE L7213 2 ORILADOKDICIH LT, HFENREDFHA & N 2308 - HF#RO
R F 72 i3 O~ DIt 2 F k3 2 2 &

ME MR B X MR o £ EFE | Biirc, BRIEHROMEMMICRRE D
RN RICITEENE A, £z AW GEINO RKFENE) ~DLEIFHRDF]
AxHEINZOEAEE, TREREDICHLETLZEw,

11, i DTN SRE L Dl NHHR I X ORI 2E O ORFE S 1SR A3 70 W #PH N T DR ZE IC
B3 2 &ERDOAT - ST 2771k

FENTRER TGRS L L TRV LE T, MIEOBE (Fr b a—roNE) icownTid,
RO HITHYERIAFHAL L5,

12. W& - MK

1) HRES oS X et

ORI, FHT Lo ra—krOELEIRFEITTH B S NV T 4 R 7 7 — <A St
2 LR EE ORI EZ T T E 3,

2) fRfEE LWTEE L DB
JANT 4 A7 7 —<RRAEthE. AR DVE S L AR 0 EhuIcBlb 2R ES %
PRt L 3235, W5t T — 2 ol X OEITIC I —VIB G\ 72 L £ A

3) FlEEAE

W 9E D BT E R OMEHEIE 2 IR 3 % 7210, IFFEREH K UFFEH o FlatH R Ic 5w T
PSR BI O HUE ICiE > CEH I N E 3, FlHRBED bz HEH itz AR
S

KA & 13, FEEDIEER L. BOOFE T 2B D DI RESHE 2Rt L <
bHIZLICLoT, MEMEPFFEOMREICL s THADL WD DICR>TWEDTIE
R IR RONRENIEIITON R VD TIEAR VAR EDRMAE =00 R4t
CohmWREDZ L 25l 3,

KIFFEIZ 7 "N T 4 2 7 7 —~HRREHED DHRES DR 22T TfrwE 3, K



DFEFIC D 7= > TiE, FHEBARENEH A 2 2 v PREXITH L Tif5EE OFIEH
SARPLICBE S 2 i 21T, RIZRBRIC X 2R 2T TwE T,

13. WPt RE B X 8% DR E 2> b DKo CHHE~DHZAEO
M IR R N R
HEEEE S 03-5803-5249

ROATE  IEIRERR S BE AR R b N R
EEh% S 053-435-2312

INEFZERH EARERIR R A TR R el . - ARG
a5 053-435-2561



