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LiedioT, BHA FI4 T, FAREEPINETRELATVW2EFEIEEN - B2
WESE, UTOBRLAERSRALOKERERZMHETIBRALLLERER, BLAFRUEES
HERY.

tﬁhﬁﬁ%F?4ym\ﬂﬁﬁﬁ&k&%%@ﬁ%%ﬁ%&%\—%&@%Aﬂﬁmmiﬁ\
—ﬁ&@%kﬁﬁ%m°M@%ﬁ¥%\*ﬁ&@%kﬁﬁmm - RESHIESES S, B ARDBER
REFIEER, —REEEA ARG TFRISHES, H&@%AHK%%E%%x\—M&@
Ekﬁﬁﬁﬁﬁi DBHDEG LR LT,

xtg L2 5 BARRERE - .
TR RIFHE CRAB AT RT ST I N2—kN)

R & IR DEIRE, BIRIUIMERE -
ﬁ%lﬁ%%%@%%%mﬁﬁ L BTFOWTFh bl I 561CR 2,
BCMA JIRZ M & Lo ¥ A T HRR AR T HIMIREERR ORI 2
+  RERHE, FuT7Yy—AHEAKRCH CD38 €/ 7 o — ) UHREREET 2 0
U LomismREEZA L, o, Eﬂ@m%ﬁ W23 L COREETTASRY DIl LR
' %kﬁ%bt

ﬁ%k@éﬂ&&Um%Rﬁﬁﬁﬁ%:
<ESEBETOANRT 7 L—RA~BLEREADEE >

1. 587 7z L—¥ R ‘

HILERY 7 = L—3 R XY, FEBN B R Bk 2 84 B,
2. (M7 7 L—Y AEDOEHE

FRLUERMERT 7 = L— RS E, 2~8CREREINEEARERICHE L TES
IR~ 5, - ' '
<EEMEATORANL~E>
IEGDBERUEE

B UIRIE TR %ﬁﬁb ﬁ%ﬁmifﬁ%%%ﬁﬁ?(ﬂwtuT)Tﬁ#ﬁ#
T3,




4. % 5 FORILE -
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RHE (BHREEES) KLV EENRT S,
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B LT A BT 5, BE. BAICE, CARBER THIRE LT, FEEZMHTA
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HIEARERR (CNS) IEREIERE AT T 5 A

EBRERB IR (BT, TMM-001TRBR) ) AKiEshi, RN - BAKERIR1IOLBY
 Thol, ' o :
H1ERBIR - AL
<ER> '

uTcDﬁ‘l?‘“aﬁﬁ%ﬁ'd'é B3 SR MM B,

> MM ICHTARTHEE 3 LU AVBERITTWA (ﬂ#)\yﬁ&rtﬁﬂmfﬂm@@ﬁi&w&ﬁmﬁoﬁ i
bl vdAvEda) .,

P HLUAOBIET A F AR, BREREEEMN PD CARTE, G 2 Um /zvu_l:ﬁ‘"h"cwf;: SEg=y
B, )

> REMSH, o7 T v—AMEAR O CD38 Fifkic X ARTARELSE T 5,

¥ EDEORTHREICA UCHESM (B9 )T 60 HLANIZ PD RERR)

UToEBEo i &b | i8Ry ARETHEREEA T HRE,

> MEME A7 L0gdLELL

> R MF 7 200 mg24h Bl

» M FLCT vEAIZEWT, FLC w\;w): 10 mg/idL (100mg/LY A ETH Y, Mg FLC J:l:#-ﬁiﬁm

H”ﬁrﬂﬂﬁaamr DALFvARl—h=Zusar V) MiE, POEMS rf@uﬁmi GERRNIZERKART I m
A F—AEFTARBHEEOHLHBH.

Il DU ERERRA, A5 AT 3d 2 BB T IRYE, ﬁ»hkﬁ@‘éﬁﬂﬁﬂ?ﬁﬁ (1 R O B SR L AN
MERREIEIR <, ) X3 BCMA 285 L L,L?L‘Ef@%};tﬂﬁmba B,

EAAIC R ERER (CNS) RBONEREX IR EH 5 B4E,

00 PR R OV B S P 0. AMELA =i R CHEHT BCMA CAR T §iZ & LT 150 106
&, 300X 106 EX I 450X 106 B 2 HERE L L CHERRMNFETH L L&, AEFAAaR
L — MCHAFITAS0X 106ME AR HEAR L LU CHEERIRNF ST L L EARE,

o, EERNTORROEFROWMEERET 22 L2 AMIZ, ATAEE LTUTO LD (L5
FHEEITV, LD &&@%Ti)‘% JHFIARSERRETE L E SN, £z, ARG
RS oy o= A O OHEHERRE (7Y v VU SRR i)h-‘F@é;}’Ltc T O TERE
X LD LR OBA LY 14 RRTETIZET 52 }:. Lank.

(1)

ML E O LD {L3E5REE

D ot Bo FRE LT, 450X 108 O+ 20%OMEHPTH 3 540X 1068 E THZEARM & Shi,
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VI AFAT 7 L FI00mgm RUPTAEF S EY 30 mgm? 2V Fhob 1B 1EL 3 HEARSIRS
Bl Fi=, BEORE (BBEBRES) WRLTIAVF I EVOREROBENThNE,

(2) MM-001 PRER D BiBK Rk '

ARBROEEFEH R 13 IMWG Z5% (Lancet Oncol 2016; 17:€328-46) 12E-3< IRCHIEIZ L D PR
PlbeosgEla (BT, TeBadla) ) Lah, B0 @izsiBAz - bOKREEL L
CHFA+T 25 E L Shiz, TEFMEEHICSWTOSNEAaFT— FOFREE 20194 10 8 16 BF—
ARy bFT7) IR2DLBYVTHY, £2FDEIS [95%CI (%) 11734 [65.8,81.1] THY, H
fill 50%2 1Z3f U CHERHANCEE TH - 7=, :

%2 IMWG I 35 < R BIEHR (IRCHE, AYMAUTRSER. 2010F 108 16 BF—F 5 v h47)

H# (%)
HEAR—F
ISOXI0518 300X 1051 450X 10508 i‘;g;: 1182%
4 45 70 44 54 51 128 31
sCR ‘ 1 (25.0) 19 {27.1) 19 (352) 39 (30.5)
CR ' 0 1 (1.4) 0 1 (0.8
VGPR 1 (25.0 - 10 (14.3) 15 (27.8) 26 (20.3)
PR : 0 18 (257) 10 (18.5) 28 (21.9)
MR 0 2 (29) 0 2 (L.6)
SD : 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2)
PD 1 {25.0) 6 (8.6) 1(19) 3 (6.3)
NE 0 0 2 (3.7 2 (1.6)
%5 (sCR, CR, VGPR XIIPR) 2 48 44 94
: o . 50.0 68.6 815 734
2RAER O6) [6.8,93.2] [56.4, [68.6, [65.8, 81.1]
[os% cr] - () ' 79.1] 90.7]
piE () =2 ' | T <0.0001

*1: SAEN (150X 108~450 X 10¢48) +3 Wald #:, 2 DT Clopper—Peafson ®
*2 0 BRI 2.5%, BME 50%I % L CIESLEEL% AV fe—8AR TR E

Fie, AEAN— FOBRESTARBRO 20204F 12 8 21 BF—F 5 v A 7HEOEHHED
BRIRIOLBY THY, HAAIKR— MBTDLBHEE [95%CI) (%) 13 88.9 [51.8,99.7]
Thoiz, -

%3 IMWG BT HS< BEEHYR (IRCHE, HHMAIIRIEERE, 2020E 28 20 EF—F by h42)

BIE (%)
BAA . SHEA . :
Rk . agk—h 2HEE
450X 101 1SOXI105(E 300X 10608 450X 1047 i;g::g:ﬂ; 157
9 44 7041 5441 z
1284 -
sCR 5 (556) 1 (250) 19 27.) 21 (389) a1 (32.0) 46 (33.6)

CR 0 0 ) 0 1 (0.8) 1 {0.7)

) REERL (RFHEAD S0%ELT) . RUEMEER, SeF T Y —AEEAL ST 3 OB LOMBRERT TS
M AEMSRERVT o7 7 Y —ABRER OMAENEOBEREIIHEED MM BEITBITA3¥FVAwTD
2FPTER 29~36%Tho7= (Haematologica 2015; 100: 1327:33, Blood 2014; 123: 1826-32, Lancet Oncol 2013;
14: 1055-66) Z L b@BESh,



% (%)

Ak SREA i’
2 ot EHKE
450X 10508 150X 105f8 300X 10648 450X 105/ 150X 105~
| 951 441 7041 544 A 137 6
. VGPR 3 (33.3) 1 (25.0) 11 (15.7 14 (25.9) . 26 (20.3) .29 (21.2)
PR : 0 0 17 (24.3) 9 (16.7) 26 {20.3) 26 (19.0)
‘MR 0 0 2 (29) 0 2 {(1.6) 2 {1.5) -
SD . 1 (11.1) 1 (25.0) 14 {20.0 7 (13.0) 22 (17.2) 23 (16.8)
PD S0 1 (25.0) 6 (8.6) 2 AN 9 {7.0) 9 (6.6)
NE .0 0 4 - 1 (1.9) 1 {0.8) 1 {(0.7)
Elxﬂ] (SCR CR. VGPR X} PR} 8 2 48 . 44 94 102
88.9 50.0 68.6 815 734 74,5
ﬁt‘ﬁ?’ﬂ? (Z/")) ) [51.8, [6.8,932] - . [564, [68.6, [65.8,81.1] [67.1,
95% Cr'l (% 99.7] 79.1] 90.7] 81.8)

*oALELA (150X 105~450 X 106{8) B UM fA1E Wald 25, % OfftiX Clopper-Pearson i

3.2. SN 1 3B (CRB-401 3UER)

B SUIHRMED MM BEZXRIC, RBOHFHERUEZLEORNE BI L LB RIER
WEAE T AERER (BUF. TCRB-401 B ) ) AEmEN7-, CRB-401 REII —+ A (AEME
#H) BUOVI—F B (FEHEXED ©220.5%— h TR EN., 23— A Tl BCMA %ﬁﬂ@%’ﬁ:?ﬁﬁ' :
5 MM BETORBOERTHE (MTD) RO THRBROMEBHR RPD) 2 RETZZ L,

— I B Tid % b A THE Lz RPID TORSMFHRT B LATERNL Lir, ERBR - Ii%
HEHEIRL4OLBYTHoE,

£4 TR BRALIGHE

< WIRFL >
o LTFOWTRh ORTIESRES H T 2 BR IS O MM Fﬁ%‘o
> — b A REFEEERG T T VLB EET I VYA L EORERBES TS, XikhE
HEER U uF T YV — AER OB LTS (Chh oA L B IEFED RIS 60 B
CEAKE PD)
» s—} B ﬁﬁ!‘ﬂﬁﬁ%ﬁ FaF7 Y —LMEREVRS TV LI L BRTEREER L, E;&@“‘I?“ﬁf
TR LTS, .
o UTOEHOPR EH—ORARET S MEREREL AT 285,
> MEMY AT 05gdLELE
> RPBMEZL8Y 200mgi2dh BLE -
> M FLC 7 vEALITEBWT, FLC L-UbA8 10 mg/dL (100 mg/L) BLETH Y, ml?*ﬁf* FLC Lh%bus'ﬁlm
¢« ERARUIBEAREARO VTR 0TS ) VEEST T 4 CREIERIZ BT 5 BCMA RREIAREL

. TEREHETIHAET.
"»  s%—h A: BCMA 51384 s0%el L
» H—FB -

- v @@= b1 BCMA B3HE 50%K T
v - =FR— b2 BCMA BHE4 50%3 =
v miR—p3:BCMA %ﬁalﬂd?ﬁéﬁﬁfx L
«  ECOGPS Z=T7#0XiL1OBRE,
< R FEHE>
. ﬁ”ﬁrfﬂlﬂ@ﬁjﬁlfﬂ!ﬁﬁaﬁkﬂbkﬁﬁtt? 2A F— /z BT REEEREDS S BE,
. nﬁﬁﬂwmwmmmmmfmﬁr FREEOEEREOH 8%,




s BEERAIERASPEMEE (CNS) RAOHERYIIREL T 5835 I

*] ;BRI HEGEMETE SOz Wn T, N— B @ak— 1 BT 20 BCMA ;Eﬁ#llAL%éiﬁm%Eé
., BCMA OFRTELRFREL T2 ak— b 3aBBMERE, 2B, DAIOECIZ=dR— F LEK2IZ BCMA
RELE S0%LL LR SO%ERMOBES 10FIERHAANS L L ERTNE,

*)  FRBREEHE DTS 4.1 BBV T, MM-00] RENC S b TR ST St u*’rmf‘ﬁrciqﬂm@
RIROEBOMERELFTT 2 BE IR S ;h-cwmao oo

x.%mﬁﬁi%&tﬁﬁﬁﬂmi{imﬁ&m\ 23—+ A Tidi BCMA CAR THIML L LT 50X 105{8, 150
X 106ME, 450X 104 XXk 800 X 106{8% BiEHE L U CHEMIRNKZRES T3 L L&, /*—+ B
TIEot— b A THRIE &N 72 RP2D THAH BCMA CAR THIH X LT 150X 1058 % 450 X 108 {F %
BAEfE L L CHEBIRANEST 5 -k & Shi-, %Fﬁ’%@&%éﬁiﬁfﬁénf_ Eﬁﬁiﬁ@ﬂ()%i
’G“*»’ﬁéﬂ?ﬁa .

Fi=, EE{EIEP%I'GGDZIK%UJEE%&U&%%%{%ET%: LEBRZ, ATAESE LTULTO LD {k3E
‘Iﬁs‘%ﬁb\ LD {bHIREOHR T b 3 BHBICARLEZRETE L L&, Fio, RGoEmE

IS oy b — A ObOFEESER (7)) v I\ BEFEEhE, 7)) v /./’)"JEP&
I LD LSEEEOMAL Y 14 ERTE CICETSA 2L L Shis,

(1) miALED LD{E;—&E‘%
TIBEAT 7 2 FI0mgm RUT ST UL W0 mgm? VT Rh 1 H 1AL 3 A AR

cOBRELE, it BEORE (BREEES) KELTIAY S ELofsBORBENThhk,

(2) CRB-401 B D REDR R

ﬁ;«ﬁm_om: 20204 B 7T —# by bA T .ﬁhkh‘é IMWG 2548 (Lancet Oncol 2016;
17: €328-46) IZH:-3< IRCHER L2 LBEPHSOBEIIESOLE fo THh-otr,

5 IMWG BNz -3 < B B EESE (IRCEHJ% At 4R, 2020£F4H TAFT—#Hy bA47)

Bl (%)
] ‘ , 150X 105~ "
30X 106{H 150X 1088  450X1068 800X 105(H 450 % 10508 24k
3 18 7l 8 3 56 0 621l
sCR 0 6 (33.3) 15 (39.5) 2 .{66.7) 21 {37.5) 23 (37.1)
CR 0 0 0 0 0 0
VGPR 0 1 (5.6) 11 (28.9) 1 {33.3) 12 (21.4) 13 (21.0)
PR 1 {33.3) 3 (16.7) 6 (15.8) 0 9 (16.1) 10 (16.1)
MR 0 1 (5.6) 1 (2.6) 0 2 (3.6) 2 (3.2)
SD 2 (66.7) 4 (22.2) 3 (79 0 7 (12.5) 9 (14.5)
PD 0 3 (167 2 (53) 0 5 (8.9 5 (8.1}
NE 0 0 0 0 0 0
ZF3 (sCR. CR, VGPR X /3 PR) 1 10 32 3 42 46
, . 333 55.6 84.2 100 75.0 4.2
&S (%) [0.8, 90.6] [30.8, [68.7, [29.2, 100] [61.6, 85.6] (61.5,
[o5%Cr] (%) 78.5 94,0] 84.5]

* : Clopper-Pearson ¥
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RIETEHE, TRrTF 7 Y —AEERRVT I VAT 2El 2~4 LU A LORIBRELET3E
FETHEMO MM BE &I ER L EEEROG LR RS i3 5 E S [R5 THE
B (LT, MM-0033ER) ) BERBEINE, 08N - BAREIROLEBN THoT,

Fo6 FREIR - FRIHE

<@RE$>
LT O+ R_TORISHEELH T 5 BRI IED MM 835,
> 2~4V/ﬂ/®MMkﬁT5ﬁPﬁm%5(ﬁlﬁ% ﬁﬁ#ﬂﬂ@ﬁ&uﬁﬁﬁ&ulv/}/b
A,
P ﬁrﬁﬁ% FOFTY— AEEWRUIM&A%Aﬂﬁ%%E&ﬁﬂén%v/xxoﬁﬁ&4&w
WL BERENMTE 2 VA 2 AL RS Tt hiE e B Ay,
> ELEORTREIZH LCEESME (58P S HERE 60 A BIFIZ PD RERR) &
> A 2 L OORNERRICM S OERME (MREULE) BEHBERTVS,
. UToREfanrizd kb 1 288 3R EEREE A+ 5 R,
> MFEMF Y 05gMdLU L
> REMF 3y 200 mg/24 hBLL-
» MEFLCT v»EALIZBNT, ncum»mwmym(mmmm)uir&b mﬁmﬁm$ﬁim
ECOG PS 2% 0 X i 1 DA,

<%%Eﬁ>
o [AfEEMASHIRERE, B AN BRET AR, AT BHIBAR T BCMA 2888 & LMo i,
BodhsBE,

o PHEANESR (CNS) ZBBHERE LTS B
+ HhPRAC TR PURBNES: (CNS) SBOBIEREUIRKEEH T 5 B,

$m®mE&Umaﬂﬂﬁmﬁ$H MMAQmemabfwmqm~%mqmm”@ma
M CHEEFHrRAR ST L & Sk,

EPr, EENTOARRDAEE R USRI F{RET 2 2 k%ﬁ%_\wﬂEkLTuT®LDk%%l
HEITV., LDAEEEORTHE 3 HRIEERERETEZ L L SN, £, RHOREHRT
WS oYy ho—AObOREHERRK (7)Y vV IRE PERESNE, 7V v VL Ik
I, BEOEEORERL VA VIZESE, BREEEMONETICE D, EARREORERE L

Y FEOBERD LTRE LT, 450X 105{HD - 20% 0N TH B 540 X 106{8% TATAMH & Xii.,
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DAL (DPAY . DVAY . IRA® |, Kd® Xyt EPd® ) @5 BLUuvFhnd | oA ?JI/U\‘F'CE‘%B"*J‘%B z
LLENY | LDIEEEEORBLY VEMECRRETTAZIL LS,

EREREE O HERUHEIER TR, 4&!@4’%4[:@& 1 BE»D, BEOEFEOMBEEL DA
ICESE, RBEEEFOHETIZ LY, DPd, DVd, IRd, KdRIZEPA® 5 b vFhh ok
LA EEIEESRE, BB, EHEEEREOSET. IRCHEBIZX U PDAHEREN, HoRRES
OEBEIERINEESI, BREEEM L OEFBICEIE2ARLO 7 o R F— 33— 510 q
BEE&RFE., - - ‘

(1) FLED LD {EFERE

I rARART77 I F30mgm RO A5 Z ¥ 30mgm2a vy 1 B 1EL 3 BREAESEEN
Bl Lic, £, HEORE (BHERES) WELTIAY e roR5EROBENThII,

(2) MM-003 ﬁ&ﬁﬁ@%ﬁiﬁi%ﬁ

MM HBFORRKRE CIIESEELER 2RV RTEHBMEORRTH Y, ENEAFHR (L
F. TPFS] ) OERIZL Y, EROKE, REETORE, RIGHEE TOHROEESENHF X
Bz ED, AREBROEEFMER L PFS & &, PFS 138EEA{LH b EYOFREET LI EA
ERDRVETOWTAMROE ST CORM & EBShk, Tk TEMITIIZ. IMWG K

(Lancet Oncol 2016; 17: €328-46) 2 o7 IRCHFEIZ RS BFEHEF—F XAV b, T
IFHETHDPFS DR QUNEFEL4BISAF—EHy bF47) BRTRUCRH IO EBY ThHY, 12
ﬁﬁ?’*ﬁﬂikﬁﬂ'émnﬁ@ﬁtmi?é:mt (F{RlpE<0.001, HEAKMEAMA 0014, BRIz F>
TRE) o

BN HA LR 28 AME LT, DARA 16 mghkg %, S 1~2H%A 208 1, 8, 1580022 A BiciRmEs, &3
~6FA ZATH | BT 15 A RICERIRPIE ., 37 U 2 LIRS 1 B B ISR S, POM4me &, &4
SNDE 1~21 BAICHRARY, DEX40mg (75U LOBECIL0me) #, FHFC7A0HE 1, 8. 15KV
H Bz,

By k2 HEE L*c DARA 16 mg/kg 2, 5 1~34 1 7 VIEH 1, 8 RIS A B IARIRPIRS., H54~8 9

A Z AT 1 B EICHIRAERS, E o Z LRI L YA S 4% 28 AL LT, 1 E BIcIRAE S, BTZ
1.3 mgm? e, B 1~8H4 738 1, 4, 8RO A HICHETERS, 594+ 2 LLRBIER5 2RI+ 5, DEX
20mg &, H1I~3HA 2 A@H 1, 2, 4, 5. 8, 9. 11 B0 12 A Biiks (75 /Ll L. BMI 18.5 ke/m?£i, it
RABRHUIRAT o FFET 2 BRSNS 5 IS TRE 20 mg) . 5991 7L DEX OfRs
B, Co '

1P A2AEBEMELT, XAdmgZ2E 1, SEUISHAIZKROSRS, LENSSmg #8 1~21 B HiCROES.,
DEX40mg %% 1. 8. ISRU'22 A Alc@nits,

T AEBAMELT, BV IATHCFZ20mgm? ZH 1 RU2A . CFzssmg/mZ%L»ﬁs 8. 9, ISR
16 B BRI S, 3529 & VLU CFZ 56 mg/m? 254 Z LOF 1, 2, 8. 9, 15 R 16 A BICHIRA
W5, DEX20mg 285 70081, 2, 8 9, 15, 16. 2RV 23 FRICENRE, ,

B 1A 228 HMELT, HIECF2HA ZATIRELO 10 mghke %81, 8. I5RU2AH, 341200
M C1X ELO 20 mg/kg %25 1 B BIZFRIRAIELS, POM 4 mg 38 1~21 B BIZ@& 05, 75 MU T OB,

- DEX 40 mg (75 5REA LM TILM 20 mg) 25 1, 8. 15 X022 A FIZEO#S., ELO#5 H D2 DEX 28.mg
B O#5 R U 8 me RPN 5., -

O ITTHEAOKRRIE 254 HD 5L 23 FNT I w Pw VBRI, 7Y v Or FFHETRE Shi- 203 B i

B (25%14L®Eﬁ% WKHE) ik, POM 48.4% (123 ) . DARA 31.9% (81 ) U ELO 264% {67 #f)) TH-o

7‘;—0

BEAERHERO 0 HIERZO Y 2 24— AR ERET Ll s, 1 #H G 2B< Ol AnERT 7 = L—

RBEEEN, 96 GEC 240, BFEEEICTES 2 F, RERE 2 5, MRl 1 H, F—F b o M TS

THRRBBEMD 26)) EBR< 60 HlleRRFFLE S (02F 4R 1I8RF—F Iy A7),

10
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2%7 PFS O e[ RIAEAT 45 R
(IRC-HI% ITTHEM., 20224 A 1I8AF—FH o b 47)

Al TRHEHARIE

. 254 44 132 451
PFS A~ k(%) 149 (58.7) - 93 (70.5)
PD_{%) 129 (50.8) 89 _(674)
PD REARIDET (%) 20 (7.9) 4 (3.0)
el [95%CI (HB) ) 13.3 [11.8,16.1] - 44 [34,59]
~H—FREE [97.2%C1] ¢ ) : 0.493 [0.365, 0.666]
Jl p AR 3 ‘ <0,0001 .

=] 4l (SRR IT 65 MLLE) | MM TR AR L VXA U (2. 3RIT4) RUEY R 7 ofilaR
CEEMEY G 414) |t (1416) Ritdel17p) OHEEFRIET & LR Cox I Y — FEFA
2 4EHE (65 BEARIN T 65 ML) . MM IZRTBRTIGEEL U XA 8 (2, 3R 4 RUEY X7 offilag
T EFEMEN ( (414) |t (14;16) RiLdel17p) OEHEEEFBERET & LB X T 2 RE
*1 A EARBEA T 0.014, HRB2EDHFALEEL LTHR0.025 & L. HREIAET & BRBTOBORRREDS
FEkoOFEE F L LT, O'Bricn-Fleming B o {HEMEE AV i,

100 4 -
90 -
80 4

EWBETFNS (%)
&

A . . " : s .

304 : T . .
ﬂ RS g

20 - - RN —

o 3 6 -9 1z 15 18 21 24 27 30 33
S MENLORM (HR) .

YRy BEE
AEFE 254 206 178 149 110 62 40 22 4 4. 2 0

CEEAAETE 132 75 42 32 - 25 13 i 7 6 2 1 0
1 MM-003 HERIZIH T S PFS @ Kaplan-Meier it (1TT f8H, 20224 A 18R7—F h v bA7)

[

OS 22T, 202344 B 28 El'?“f‘—&ﬁ v b 7 B O RS R TR Kaplan-Meier fi#RIZ, £hTh
KERUVE 2D EBY Tholz, BB, 081X 2224 2 bR & R CRAAITHE RIS N5 3
ETHY, FAIEEO 74.0% (164222~ b) PRSI RTRIES T,

11



#8 OSOFER (MM-003 38, ITTHM, 2023E4 5 8HEF—4h v bA7)

F T B
. - 254 451 132
FEE (%) 106 (41.7) 58 (43.9) .
frdefii [95%CL (HA) 41,4 [30.9,NE] 379 [23.4, NE]
- R [95%CT] . 1.012 [0.731, 1.400]

* o AEEE (6SERIERIT 65 LI L) | MMICHT RAIEEL- AL (2, 3XZH B
Uil U R 7 OMRBESHRE ¢ 414) | t (1416) Xikdel 17p) OFH%FIE T
& LG8l Cox el — FEF

100 1
%07 ‘. \ \ .
80 1 . "‘“‘\:{1& ST ,
~ ‘“‘"—
s 70 1 i he 2.3
= } e, AR
@ 60 o \””T:“ﬁgjx
% : e T
g 50 1 : i -
g{l 40 r
PR
309
20 A
10 -
(e
0 3 6 9 12 15.18 21 24 27 30 33 36 39 42 45 48
| 7 & M b ORIM (7 A)
U AL BHEK

AMAME 254 240 223 208 190 175 169 161 143 103 75 48 44 30 13 4 0
PRMGARERE 132 128 120 114 103 9L 81 75 $9 45 32 24 18 Il 4 3 0

E2 MM-003 RERZIIT 5 08 O Kaplan-Meler fifit OTTIEM. 2023 FE4 A 2 EF—F b v bt o)
ATER L VA A HBRIOFEMEORRIZ, RoDLBY Thotz,

. Y BRI R BN ORI
(IRC ¥ E, MM-003 328k, ITTHME, 2025 4 18 AF—F v b A7)

12



2 LA : ILTAY ' ALTA Y 2k

ASEE EMEARSE O RGE  ENERIEN AR MM RS e

78 - 39 95 {f] 49 7] 81 4417 254 {7 . 132 41
PFS A=Y (%) 41 (52.6) 26 (66.7) 57 {60.0} 37 (755) 51 {63.0) 30 (68.2) 149-(587) . 93 (70.5)
i [95%Cr] (151 [127, 4.8 [3.2, 125 [108. 3.2 [23, 112 T74, 49 (32, 133 [118, 44 [34

A) 19.7] 13.3] 17.7] 5.7] 14.11 6.9] 16.1] 5.9]
~H— Rl [95%Cr] 0.511 [0. 311, 0.839) 0.445 [0.292, 0.678] 0.580 [0.364, 0.923) 0.493 [0.377, 0.645]
BERERDER
(% (%) ) - : .
sCR 29 (372) 5 (12.8) 30 (31.6) 0 31 (383) 1 (23) 90 (35.4) 6 (4.5)
CR 4B 0 3 (32 1o 102 0 ‘B (3.1) 1 (0.8)
VGPR 18 (23.1) 6 (154) 23 {(242) 3 (6.1) 14 (17.3) 4 (9.1) 55 (21.7) 13 (9.8)
PR 7 (900 9 (23.) 10 (105) 13 (265) 11 (i3.6) 13 (29.5) 28 (11.0) 35 (26.5)
MR 2 (2.6) 0 S LD 6 (12.2) 1 (1.2) . 3 (6.8 4 (1.6) 9 (6.8)
8D - 10 (12.8) 16 (41.0) 13 {137) 19 (38.8) 8 (99 13 (29.5) 31 (122) 48 (364)
PD 3 (38 2 (51) 11 {11.6) 3 (6.1 10 (123) 5 (11.4) 24 (9.4) 10 (7.6)
NE 5 (6.4) 1 (26) 4 {42) 4 (8.2) 5 (62) 5 (114 14 (5.5) -10 (7.6)
EZEE 58 20 66 17 57 18 181 55
(sCR. CR, VGPR .
X PR) -
£#YHIE [05%CI] 744 [647 513 £356 69.5 [60.2, 347 [21.4, 704 [60.4, 409 [264, 71.3 [65.7, 41.7 [33.3,

{%) 84.0] 67.0] 78.7] 48.0] 80.3]. 55.4] 76.8] . 50.1]

AANEH OEMEORBRIE, R 10OLB) Thot, 2023 4 R 28 AF— b v b 7HER
(23817 D 0S OFRAE [95%CL (W A) AR&#EY TNE [3.1, NE] | SRR TNE [NE,
’NEJ —G‘%OTCU I

([ KaplanMeler‘?‘x‘l\_i%ﬁtﬁkﬂ"5<mftf’-’s‘fiﬁﬁﬁ 12, 18, 247 A, 30%H&036ﬁﬁﬂ#ﬁ10££#$b‘:%h
EN 75.0%. $0.0%. 50.0%. 50%. NEJUSNE Choiz,

12" Kapian-Meier PEi2 & BHERICI-S< BRIk 6, 12, 18, 24 1 A, 30)5)?)3{036?3}35#}5\1@%&?_51‘3@“'3’
hb 100%TH o7,

13



10 ARAEE L SHRTOTMEOILE
(MM-ﬂoaart&‘ IRCYE, ITTHEHA, 202244 A IBEF—FF v +:d7)

A A= A SR , AT
T e bbb piesied A< TS REE
. 4 f5i[™ 5 f7*2 254 %5 132 45
PFS A~ b (%) © 2 (50.0) 1 (20,0} . 149 (58.7) 93 (70.5)
tisdE [95%Cr] (0 A) ' NE [2.0, NE] 20.7 [NE, NE] 13.3 [51.8, 44 [3.4,59]
16.1
AP — R [95% CI] - 5.21 X107 [0.000, NE] 0.493 [0.377, 0.645]
EEBEIE BiE (%) )
sCR 1 {25.0) 0 90 (354) 6 (4.5)
CR 0 0 .+ 8(31) 1 (0.8)
VGFR ' 1 {25.0) 0 55 (21.7) 13 (9.8)
PR 0 2 (40.0) .28 (11.0) 35 (26.5) -
MR 0 2 (40.0) 4 .(1.6) ‘ 9 (6.8)
SD 1 {25.0) 0 31 (12.2) - 48 (36.4)
PD 1 (25.0) " 0 24 (9.4) 10 {7.6)
» NE 0 1 (20.0) . 14 {5.5) 10 {7.6)
Z%3) (sCR. CR. VGPR X% 2% 2% 181 55
PR) ' - )
hers et A 50.0 [1.0,99.0] 40.0 10.0,82.9] 713 [65.7, 417 [333,
LdEuhlla [95%CI) (%) 76.8] 5011

*1

*3

:3LUA CORIBREOSH B RTML2 2 - OFIHEERO & 224,
*2 .
: LDIEEEFEMEAET (RRRERDN KKPDEMESHE,
*q ;
*5

ALV ACDREREBEO LB, 3LU AL ORBKECHZ2F R4 LT A /o*ﬁ%ﬁﬁmﬁammo

VTR COEHAREOH B 18 (VGPR) RUM L P A »ORITERECH 5141 (SCR) ,
ALV A OENEHEOCH B (PR) BTUB TR ‘/@ﬁﬁ?&?jﬁﬂ?ﬂbélfﬂ (PR) .

14



[Ze k]

3.4. _@ﬂ;%#lﬁ]%ﬂﬁ%&ﬁ (BB2121-MM-001 FX5k)

C AEWGLEAEAR 150X 1058, 300X 1058, 450X 105 TERTN 44 41 (100%) | 67/70 B
(95.7%) . 63/63 ] (100%) i@ b, BIEMLEEHE 150X 10648, 300X 105ME, 450X 10&
TENEI 44 F (100%) . 67/70 #il (95.7%) . 63/63. 81 (100%) DL hz (F—FHy bF

'7H 120208 12 521 8) .

ﬁbf&oko

BEAESKTES L — FORATIEH 5% LOBERRR 11 0L

F 11 HEMRSE (150X104450X106(H) TR L— FORBREIA D s%EEOREA (MM-001 35, 7—

¥Hw FA7A :20204E12 F 21 A)

15

filgk (%)
150X 106 300X 1054 4504105 {& =t
BWERRSH 45 70 41 63 %1 1374 e
HEATE £ Fl—FE3 & FL—FK3 % F1L—F3 £z FL—F3
(MedDRA/J Ver. 22.0) Fr—F| Mk Z—F Bk So—F | ‘pk F—F g
£RHER 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63 (100.0) | 50(79.4) | 134 (97.8) | 95(69.3)
gl R 2 ( 50.0) 0 57(814) | 6(86) | 61(968) | 5( 7.9 |120(87.6)| 11( 8.0)
HA bh A RHERERE 2(50.0) 0~ | 53(75m | 4(5n | 61(968) | 3048 |16(847| 7( 51
1y a7 ) g 1(25.0) 0 7(10.0) 0 g(127) | 2¢32 | 1601t | 2( 15
i LTRY »AREE 4(100.0) | 4(100.0) | 39(55.7) | 37(52.9) | 50(79.4) | 47(74.6) | 93(67.9) | 88(64.2)
IR B 3(75.0) | 3(75.0) | 34(48.6) | 32(45.7) | 45(71.4) | 45(71.4) | 82(59.9) | 80(58.4)
A 3(75.0) | 3(75.0) | 26(37.1) | 22{31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54 (394)
i 4(100.0) | 40100.0) | 26(37.13 | 22(31.4) | 22(34.9) | 20(3L7) | 52(38.0) | 46(33.6)
B IEkMAE 20500y | 2(50.0) | 19(27.1) | 17(24.3) | 17(27.0) | 17(27.0) | 38(27.7).| 36(26.3)
U o 2 SERIRAME 0 0 B(114) | 6(86 | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)
BeBb 4 PRI 1(25.0) | 1(250) | 3(43) 3( 43) 4( 63) 4{ 6.3) 8.( 5.8) 8( 5.8
—f% - SLEEB L RSO 0 0 28 (40.0) 0 15(23.8) | 1{16) | 43(3l4) | 1(0.D
o 0 0 14 20.0) 0 8(12.7) 0 22(16.1) - i
e 0 0 10 ( 14.3) 0 4( 6.3) 0 14(10.2) 0
I F35E 0 0 4( 57 0 4( 6.3) 1{ 1.6) 8( 5.8) 1( 0.7
BELR AR 1(25.0) | 1(2500 | 24¢343) | 7¢100) | 17¢27.0) | 2¢3.2) | 42(30.7 | 10(73)
C— RSB [ 0 0 R(114) | 3¢43) 4(6.3) 0 | 12¢88 | 3(22)
FTARSEUETI ) FFA 0 0 6(86) | 2029 5(179). 0 - | 11¢80) | 2(1.5)
7 = Z—EHEmn : '
FS=vFI) R vR TS 0 0 6( 8.6) 2(29) 3( 4.8) 0 9( 6.6) 2( 1.5
- ' :
feiitds & UM sREE 2(50.0) 0 12(17.1) | 2¢.29 | 18(28.6) | 11(17.5) | 32(23.4) | 13(9.5)
PR 0 0. 7(10.0) 0 4(6.3) 1(16) | 11¢80) | 1(0n |
B4V &7 A dUE 0 0 2(29 0 7(11.1) .0 9(66) [- O
16U SRR 0 0 1{ 1.4 0 TR | 812 | 9(6.86) 8( 5.8)
B Y Al 1{25.0) 0 2{2.9) [(14) 4( 6.3) 2( 32) 7(5.1) 3(22)
A i 0 17(243) | 114 | 10¢159) | 3(48) | 27¢(197 | 4(29
e FiE 0 0 4( 57 0 3( 4.8) 1{ 1.6) 7( 5.1) 1(0.7)
Mg 0 0 2(29) 1(14) | 5¢(79 | 2(3.2) (50 | 3022
EF s 0 0 14(20.0) | 1( 1.4) 5(17.9) 2032 | 19(13.9) | 3(22)
R 0 0 701008 | 1(14) 2(32) 1{ 16) 9( 6.6) 2( L.3)
et e 0 0 100143 | 1¢14 | 8(127) 1(1.6) | 180131 | 2( 15
SEILIR IR 0 0 .6(8.6) 1{ 14 7(1L1) 0 13¢ 9.5) 1( 0.7




HE (%)
150 108 {& 300X 105 {7 450 105 £
BRERIRAE 4 451 70 4 . 634 137 4
BAFE = Fl—FK3 & FlL—¥3 £ FL—F3 = FlL—F3
(MedDRA/J Ver. 22.0) FlL—F Bl E FL— | LiE Fl—F Bl Hl—F oLE
iy e . 0 0 5(71D 0 3( 4.8 1{ 16 ‘| 8(58 1(0.7
&M 0 0 4¢ 57 0 3( 4.8) 0 7( 51 0

AAOPEEGNHE SHEELLNOEL I, BEEFAE 300X 18R R 450X 106 FTTh2h 2 ffilk
W3 Pl bz, BRI, BHERE 300X 106 {8 CRBEIT RO A b A HLEEERE |
5, BIEHE 450X 105 A THREBHIT,. KEIM7 A~V XNV REEREBHLRE 1 #Thot,
Db, ﬁ%iﬂfﬁj’z«wa\ﬁzmr\ FA b IA CHRRERERCEBENDOE 1 Flik, KEe
OEREERBES Do, AROMEREND 8§ BRI TRAL-AETRICLIHE
M. BAEAR 300X 106 @RV 450X 108 TEN-Eh 4 FIR T S Flic@d bz, BEIE, BERE
300X 105 ETHA b AN T4 VRMERZE, BUDGE, BRI E OMIREAE 1 #, BEHE 450X
106 fE CRERYs, BIAEMES = » 7, BRI T lAE, SREHEFELER INEERE 1 fchot, =

D5H, FA AT A NAEMEEARR L OERRERBEEES LRI o/, T oM, REHET

2 &Y FHEAIER 150X 10648, 300X 1068, 450X 105(ATEREN 241, 27, 126143, 2 Do
FIZ &Y BEHE 300X 106ET 44 BET, ZRSE, MPERCARHE £ 14) . HiEA# 450X 10
BT 6H BT RUVRE & 241, Eﬁllﬁlr&t}ﬁ”gﬁﬂﬂﬂﬁﬁmrﬁ-lﬁl) MFET L,

3.5, YEAME T FEIREE (CRB-401 335

AEFRIIEZRAESOX 1058, 150X 10518, 450X 1058, 800X L0S{ETENEIL2U3H (66.7%) .
13184 (72.2%) . 373841 (97.4%) . 3341 (100%) iZ88 B, RIFEAL B & 50X 10648,
150X 108 8, 450X 10¢ A, 800X 108 {fi CEZh € 2/3 #l (66.7%) . 13/18 i (72.2%) . 37/38 #Hi
{97.4%) . 334 (100%) KRDEhe (F—FH v +47H 202044 8 7H) . BEAELSE

TR — FPOFEHESH 5% EORERAZE 120LBY Thoir,

#F12: . Enﬁﬂiﬂéﬁ: (50X 106~800 X 10°{]) T£Y L — FORBHEEEH s%L,U:cDﬁIH’EJﬁ (CRB-401 RBk, F—4%
Fw bA7A 2020$4H 78).
Blg (%)
50X 10°d 150X 10548 450 105 800 10° {3 ::3: 1‘3:% ol
A 3 \ 18 3g Al 34 56 61 62 %
E*m & |Fv—¥| & |FL—F| & |Zi—F| & |rv—¥| 2 |(zL-¥| & |[z2L—F
{(MedDRA/J Ver. 22.0) Fl—F| 3k [ZLv—F| 3LLE [FL—F| 38k |F—F]| 38k |#L—F| a8 | #FL—F]| 3L
LElfER 2(66.7) | 1(33.3) [13(72.2) | 9(50.0) | 37(97.4) | 26 (634) | 3 (100.0) | 3 (100.0) | 50 ( 89.3) [ 35 ( 62.5) | 55 ( 88.7) | 39 (62.9)
Y A 2 (66.7) 0. | 7(389) 0 35(92.0) | 3(7.9). [3(100.0) [ 1(333) |42(75.0)| 3(54) |47(75.8)] 4( 6.5)
P b4 BRERERE [ 2(66.7) 0 7(38.9) 0 35(92.)| 3(7.9) [3100.0) [ 1(333) [42(75.0)| 3( 54) [47(75.8)| 4( 6.5)
Ky e ifE 0 0 1{ 5.6) 0 3(7.9) ¢ 0 0 470 [ 0 4( 6.5) 0
ik LT SRS 1(333) [ 1(333) | 9¢50.0) | 8(444) |27(71.1) [23(60.5) | 2(66.7) | 2(66.7) | 36(64.3) [31(55.4)[39 (62.9) |34 (54.8)
TR 0 0 .| 4¢222) [ 4(222) [20(526) [ 16(42.1) | 2(66.7) | 2(66.7) |24 (42.9) [20(35.7)[26 (41.9)[22(35.3)
R IE 0 0 5(27.8) | 3(16.7) [19(50.0) [14(36.8) | 1(33.3) [ 1(333) [24(42.9) [17 (304 [ 25 (40.3) [ 183 (29.0)
B 0 0 5¢27.8) [ 2(11.1) [18(474) [13(34.2) | 1(33.3) | 1(333) [23(4LD) [ 15(26.8)[24(38.7) | 16 (25.8)
B M g 1(333) [ 1(333) | 3(167) [ 3(16.7 |12(31.6) [10(263)] 1(33.3) | 1(33.3) [15(26.8) [13(23.2) [ 17(274) [ 15(24.0)
) R 0 0 2¢1LD) [ 2¢1LD [ 8c2nn [ 7¢18.4) 0 0 10017.9) | 9¢16.1) [10(16.1) | 9(14.5)
FEBHELT R AE 0 0 1(56 [ 1(56) [4(10.5 | 3(79 | 1{33.3) [ 1(333) ]| 5¢(89 [ 4(7) [ 6(97 | 5(8.D)
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Bil%k (%)

150X 105~

50 10548 150 10548 450 X 10548 800<10°08 - AR
450X 105 (A ‘
Sk 34 18481 387 3 56 17 K 13
s £ FL—-F| £ FL—K & Fl—F £ F— & Fl—Fl & SL—
{MecdDRA/J Ver. 22.0) FL—F¥| 38k [Fr—F| 38k |ZFVv—F| 3L |ZFL—F]| 3L |FL—F]| 38L | FL—TF| 38L
—i - 2EEEB LTS ) 0 7(389) | 1(3.6) [19(50.0)] 4¢105) [ 1(33.3) 0 26 (464) | 5( 89 [27(43.5)| S( 8.1
Lo \
W 0 0 | 4(222) [i] 15¢39.5) 1 3(79) | 1(33.3) 0 19(339) | 3¢ 54) [20(323) 3(48)
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N AE 120 ( 53.3) 95 ( 42.2)
E 1 BR g iE 65 (28.9) - 64 (28.9)
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FE BT BRI 16( 7.1} 16( 7.1)
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FA b A o HRBERE 197 ( §7.6) 11{ 4.9)
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MRS 104 (46.2) 13 5.8)
st 41 (18.2) 0
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y—FAFINETRT = F =R 20{ 8.9) 10 { 4.4)
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PRERKIE : * . iR (%)
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IE 1 Al R & ORREBRIEE S hiahol,
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hewruarad Y MffE, POEMSIEBRIILTY I nd N— AR S BEXRIRREE

. REBEMSMASEOEIIED b B RE,

s BREMEZ THOBMEESH L, foEEEENREIEMIZERAE L), 4
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BEIB U TR T~ & TR

B CESICIA, ﬁémﬁﬁrﬁ%#%ﬁﬁ‘%ﬁ*ff%iuﬁd%zinnw%&&t}ﬁﬁﬁiﬁﬁ@t
MERFRE+HICEB L THBENTS I,

TRIRBAR I B B %%‘Rﬂ%@%hﬁ CHBHERGERIE R SIBAL, REEHTHLE |
545z L, ' . ,

iﬁﬂ@ﬁ@??/ﬂ/%kowf

e infusion reaction. 3 v ¥, 7'1‘7473\‘*/“"75=3?)B3‘):}’L6 LBHEIDOT, BEDOWR
BE+oiBRTsE Lbic, REARD bRIEREIR, HEHALBEGTICE,
infusion reaction D Y R 7 # Mz A7, AEOBERH 0~60 DA, 7T ) 7=
VROV Tz e FIIURIZEOMOE A Z I Hl SHERPIEARET B L,
EMEEITREREPRE, BIBEERTaA FAMER LW &, 7740 7% Y

 —EHORBIE BEEOESPBELLESILMA, MAKECHEiE LTI L,

s CRS BHoLbhaIZiRHZDT, KAOBRETHI- T, MERESZEEL, #
#oORIE, Bk, B, CRGEE AR, EREE, BN, BENEOBREKERIZ
WT, BEE /TSI D&, . BESED LRSS, RIBEIR 3 E L
THREEO CRS BT NIV ZART CRS IR 2 BHOHRICHE . B LEE
179 Z & MM-001 SRER K P MM-003 SRR BEE A 7 CRSFHET AT Y A LR 5D L
BYTHD, 2B, MM-001 3B, CRB-401 RBEK TV MM-003 RBRIZE VT, RO
5. #Hikh b CRS YRR E COMMOPRIE HEH) 1. ThFfh10B8 (1~12A0) .
208 (1~198) BU'10R (1~148) Thot, i, CREEETAEEOETHR L
LT, LEME, SMnSRHEER, KiE, KEEEE, mRkEaHY o SEREERE
BEESHh TS, '

&

& @'@

F15: CRSEEFATY A

CRS Grade Y X=S mU‘H}}IERTDz{ K

Grade 1 A RIS 7 SRR ORS¢ WAL
IIEREOLE LB L | BEICE LT, P ) X7 Smyks @ﬁ%ﬂfﬁ?‘i%‘c‘ﬁ-’&
FHIER (385CL L4735 (M8 THRE, 800mg #BARNIE)
OFRBICME T, E Knn?ﬁ-@ﬁ 72 MM EEE LTV AEE
'D~ﬂ%-@ﬁ-ﬁﬁlﬁﬁﬁ%%ﬁia '

W, BEREEAEIE ’

ENHB5, ) ) ‘
Grade 2 . ko) X7 & malks a)ﬁ%mmﬂ’:}%ﬁﬁ (1EEMiANT | F A& 10mg @ 12~24]
ERDBFEFEON AL | THE, 300mg ZBXRNILE) , Bk OIRN S & B E T
HEE L. AR _ | %

T3, : ' . ' :

FiQ: 0.4 SR OB 5

PRELT S, BiEb
L RERRD | 20
RESIC BN T B &l
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CRS Grade Fry X=ed | BIBEEAT A K
JE. XX Grade2 OH33 | LR O T 24 BRILIFRIZ CRS DEGENTRD LR VRS, TEHIZELT RS ;
#Hik, MY AT EBERS L, TXEAY Y CORBRORSHELENTS (20mg % 6
\ ~12 IR 2 & e aplRIRE)

PAE@RIRT 24 IRLIAIZ CRS DBEMRD btV iid, TRAELELSHETS
Ba : :
AFATV K=Y Ry Qmekg B, 2mgkg % 1 H 4 EIZATHRE) P25,
A EEAT 01 FORE LG LRSI, m&<a$3@m&ﬂ%%ﬁt K78
M T#iET 3 L,

fs::ro l~ U v T oS lEIi%U:I!E;:t 24 Brfﬁﬂf 3E, A 4EECETS,

Grade 3 b ) A= 8 mgtkg OFRRANR S AT (1 R} | F¥H2 5/ 2515

SER DRI AZ S| L, 800mg #Bx AWV T k) . B 10mg & 2BM L 8
BEL. SAREET : . ARPREY |

B LRI T 24 BEFICUNIC CRS OEESE D S HAWIES. NAEIElLT 3458 .
Fi0104 LLEDEERE G | o ) R= TR FHEREL, FHH 25V ORBERCRESSELITTS Q0mg % 6
ERELTD, RAR ~12u#Fnﬁ:'aa:*%mErfﬂﬁfa‘-) .

b U REEORIEH
ELE LT SEME, uto%ﬁTM%%uWkd&@&ﬁﬁﬂb%hﬁwﬁA R adip B L stk B
Grade 3 O, X |35

X Graded @ b T U RT | AFAT VL F=Vny QmgkeBeb%, 2mgkg % 1 B 4EiZHFHRE) O x5,

I—ELF. (B RERT oS FOREERBLULEME, S h JERFESLEHL, Bk7A
B csiTaz &, .
BB, PUX~ToLEEE R, 4 TCIE, SF4EETETS,
Grade 4 bV X=7 8 mgkg OFRNIHRG %475 (1T | F YA 520 20 mg % 6 B0
Aoy b TR THE. 300mg BWA T &) . L icElRNEE S B,

| ATIER R R — 23| Lo iagie 24 IFRLLAIC CRS OHBENRRD bRAVES. NI BT 552 ;
HE, Rk Graded DR ~ o) Xv 72 BERSLST5, b Xe 7O 5EE LRIT. 240 (I 316, &EF4E
#HEE (P2 AT7 I kveta, . ‘
F—E LR EKRL)
‘ PLEOMEHETT 24 BERALAPNIZ CRS OWENESD B pES
AFALTLR=Y ey (I~2g, HERGELTHEM L CRERS . BREICSHERE
AR XUIH TS (2 eERAT77 2 FLSgmS) 28T 3,
¥ : Lee 5D CRS Grade H|EEHE (Lee &, 2014 4F)
* PN XeTOEGIEHIEoTHE, U X7 ORSORMAIE, BEERAH A FEFRETAIZ L,

o MBREZPHLDLIWLILPBHDHOT, REOWEIIH - T, SEELRE, BE.
FHE. WR. RRRREE L, M. RBIR, R R, BT, Bk
= OEEEE, REEESOERERISVT, BEEHNCFI DL, ARERAEDL
NiEail, NERBEITRRUT IRFGOMBRELERT LI X AR URE
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BEHEAT-HRERESEHETAIVALITER 160 LB ThD, 2B, MM-001 3Bk,
CRB-401 3B R U8 MM-003 BABRIZEB W T, ARDORSEHBEN SR AT R OO %I E
TOMMOTIAE (FEE) 13, %ﬂ%néoa(vwmﬁ) 60 A (1~451 B) RO
505(k4%ﬂ)?%otc ‘
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# 16: MERTLEHTATY Xh

Grade & | %t i

Grade |

F s ﬁ 72 B RG DRSS -
FHRYAFY 10 mg & 12~24 B T aLwﬂﬁH%%W&ET5 LEEES D,

AL 2 HEL LR LT BI5E
BiREWET S,

Grade 2

FEY AT 0mg® 12BFE Tk I22~3 B GERIMESET 2B THELL) kRS
5. BIERERT oA FBERMNREH 3 A LB IBCRINIBESET D, MEED Grade 2
DI IRITREAT 0 A F@{ﬁﬁﬁ RS e,

24 BFR LAPIZ B350 B WIRA ., RS ﬁ&ﬂ*ﬂﬁ{t L
FE A F Y O BRRUR SN E K 20 mg O 6 5[ & F THNT B,

Grade3 |

FRFRAZ Y 7 10~20 g % 8~12 BeH] Z & ICFHIRAI IR G35, TIRMED Grade 3 DIRFICIZR
EEERAT oA h@ﬁtﬁﬁlﬁﬁé&énm\

24 IERILIPIC B3R bW G A, M RERBEE LS
AFATV RV o roBirgEicn gz s 2 mgﬂcg?’;"c‘ﬁ?ﬁ 2mgkgE 1B 4 lﬁlkﬁ*uﬂ%ﬁ
B, 7 HUPIZETR) .

EIRA RN B EE, @mﬁﬁ&RUEFEEﬁE%%Eféuﬁﬁﬂ@i?»?vﬁ_
Yo (I~2g, BEIZRUT 24 Ml L i REERE, %W%LZ%&%AHMﬁ)&U/?
oFRA77 2 F LS gm & IREHES T3,

Grade 4

7%#}&//Mmgé5%ﬁ TEICHARAB ST D,

24 B BUPIC TRE AR B WiES, ISR R anElL LnIBs
BARDAFAT L RV a rORIRAREE VLS (I~2g, z¥kmbfz4ﬁﬁ e
RS, ERMICRERBAIIER) o Y2 kA 77 1 F LS g ORI S b X BT
60 ~ . '

BEIEA RN B HA N, BRIEELOHEEEREL 2R 2, BRROAFALS L k=
Smy (1~2g, SEUCE LT 24 BH = L GRS, BERAICHER BRI ROV 2
aRA77 I KL gm EHRAEST 5, :

. : NCI CTCAE % FAV 5,

BRERHHONSZ ERDHBOT, REOEEIHE> T, BHERSEHRL
BEAFHTIZ L, BP0 BRESRERRBSE B D ETIT. R OREIIT

bawnwz b, Ml BERGIANAG L3 REOREERHLPRDZ EBH Y,

L RTRESEANBREINTWS, Eir, REMLTRRBENS DR E RS

55%$®ﬁ%%+\ﬂﬁﬁb\ﬁﬁﬁ%b%ht%éﬂﬁ\ﬁé%ﬁ@ﬂﬁ%@ﬁﬂ'
RRMEBEITHT k.,
Bﬂﬁ&ﬂﬂC”ﬁﬁ?%»Z#?)7®$%11%&@%%kEWT 46w 4 LR
PREEE LSS TRERSH YD, HIV I BB Z B TS D A L ABHENT 2 et 5
Do Efo, FA P AFOTANARBREZE OIFRECETIZE -FAREINTND
ZEhb, A P AT A VNAOEFEEBIZOWTEHE L, ERNEEITI L,
FIERT 7 = b —3 R EEETRENC, 4 AT e yA LR, BEFE I AL LR, C
BUFR T A NARCGHIV BHROFEEHRTDZ & FRYA AR FE Y ) T OBEL

| ERAE AR R A, PRI YA VAT —H—DE=F U

I ERITHE Bﬂﬁﬁ¢4»zwﬁﬁﬁ&@Cmﬁﬁwﬂmwﬁﬁ$rk®%ﬁkﬁ
BiTsdz &,
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ARG EEOARML Bs b 0 SRS, MBS, Bl Y oSS Son
HRMOBHODONEZERHBOT, AROREFITHE-TE, EHMIZLERERT
V., BEORERHHICHET ST b, | o
By 7 e ) MERHBOND Z L RHHOT, BEOREELTHIBEL, BEN
ROONTBEIITHEGRAE GeEy n T ) MRS ERNRIT %) 2175 &
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ﬁ&@%%%&mﬁ%i - RAMEORERD I HITIL, T STEEI B SV B E 22 4
ﬁm*banéoéah\ﬂ$®ﬂ%&ﬁ®ﬁ$ I2 & D BRI T R R
EERSHESERBENDFT, Th b OFEERSIA ¥ BB ERBHITRET S
L ENREOREL o TRY , REMBIEY L WEOERFE 2016 (FRK 28 4F 6 A

2 B RIRIE) I BV T b EHMER A S O HOREHER N T L L EnT 3,

PRI 2 R T B ARRSRE L, EEEARE LT 1 7 7 A MPEFOEHK
GELALNCRRD I ERD D, TOD, APERURSMECET B RS +-5E
WA ETOM, YUHEAERSNACERESR S 5T LAMBSNDBEICRL
THATS & & bic, BN EE LB R ERRIGE & 5 2 L TR —EDEH
BT T BRI AT S D L AEETH B, -

LB T, KIA FT A THE, FREESCINE TILEONTWAESFIESHY -
Reay B it 5% uTwﬁiE%%ﬂmwﬁﬁtﬁﬁ%ﬁ@#éﬁﬁ#%h%t%
. %zﬁ&U%”%ﬁ%T#

I8, AHA BT 0, WSTATECIE A E S5 E S AR AR ﬁﬁﬁaﬁkﬁ
AMESEE, —IEEEA A ARG - MIERSES, —iEEEA BAED - fEm
b meﬁﬁ%ﬁrﬁ%%x\—k&@&kﬁxmm%WMFﬁ#%\ﬂ
ﬁﬁ@&kﬁﬁ%%@%#é@%ﬁ@%&ﬁmbto |

SR L 7R D EERGER .

A TRANG SEEE (—HRE - 7#/%7&#//mw1—fw)

XL IRDAE, BRI IMRE

LA T OB kbt X HiaE B MINa Y &

o UVEAARKHIARZE B fllTY > N0E, ﬁ%ﬁﬁ%kmmMBmm)/n@ TEE R

MHAPEY »SBH, EEME BMIRY »3hE o

o7 L. CDI9 SR 2 S & Ui 2 5 RS ARSI T MISMRE OV IEA 2,
BEIBRD, | :

AL LB RERCRAEUIERSE |

<EFRWHTOHMBKT 7 = LA~ m&«wm%>

1. Hﬂﬂ??mv—vz

RMERT 7= LR LD, #@E*ﬁmﬁﬁﬁ%ﬁmféo

2. Emw77IVm/zﬁ%®ﬁ%
 BEBRLEALRT T = L— L AR, r@C’&Eéhtﬁé@%ﬁTmﬁbf
jgnn@zlaﬁtnﬁ"ﬁﬁl%ﬁ'ée ' :
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3. ABOZFERTCERF ‘

AmEZHEL, EﬁﬁwifﬁﬁafﬁmT(lm%uT)TﬁFﬁﬁ?é
4. BGRIORIMLE

FAEM U B AR L BEIZE U CRIAESE LT, Kun?ﬁ—f@S AEi» 638
MEE T, LATFO U o SERERE IR EE1T 5.

SUBKRAT 73 b(ﬂmwaumSMmyﬂ%1alﬁsaﬁﬁﬁ%&&U7»

yyt/)/wzzerm@ﬁ%1H1@35%#%%&#5 B, BEORIE
LD EERET 5. {

5- ﬂgnn@& ’7 ‘

IR, BRAI CDBCMUMMﬂkbfzomeWQ(WE)%Eﬁh(%ﬁim
@ML@%%@%kE@%Mmqmﬁ%)sﬁutﬁﬂfwﬁ%ﬁxawio_ﬁ
EHARP S5, 2B, REOBHRSEILRNI L, ' '
R T % E: E-Cdtkkslatt
(RGO EIT X BRWEA DBV B ZERz D T)
%Vvaf(ﬁﬁ%ﬁmi)ﬁmﬂﬁxm%% RERVHE
BIEE SO BIR ¢ RESRE RAD T AAREEIRERIT A 5 ¥ b A VB BE B
AERCAE: B%. U X<7 (BEFMEEL) & LTHRE 0kg LAkiE 1 [E 8 mgrke,

R 30 ke ST | E 12 mgkg & ARRET 3,




2. RGO, EHBF - | : ]
A TAHNY SEEE (—RE  TEIVHITESY vata—kn, UT, RE] &
5) 1E, MEFRIMARD T M, SETEBX Y < L b e oA VRARS #—EHNT
CDI9 % RIICHEMT 5% 2 FHIFSAE (BT, TCAR] L)) BEFLZEAL, #
3RS T MR RSN U, EIRS & FRRICEENERIC L 2RI E L IR
LT, BRAICIE S Sh B BAERSRNE TH S, |
ARBIZBREBEFEA SIS CAR I3, CD19 2RI T 5~ 7 AHNR scFv, E F CD28
(GRRRSE KA A L D—4F, BEEE AL CRUHRAN FA A rOo—8), CICHilanN s 7
TMBRERAAL L ThHDE F CDI (HIIEHN Ft 4 »o—i) »hifREI. CD19 ZH#HR
L= & 58595 L. SA T MBS L Ol b, 1, MIREES =7 o 7 ¥ —HikE
OBEL B BT, TREDOERICE Y. CDIS Bk B {0 L, IEEMaE
RS EADEMBFEND,

A ORI ST h AMIRT 7 = L— A B, RRRED 5 AFMD 3 AREETARD
AR ORI R B L Lie U v SBRERSRAE SRR (LAF. TLD LSRR &1 5) 24T 5%
FERBY ., S LICAROEETE DA b b4 VIRHEERER (CUF, [CRSI &4 5) %0
BRI TICE A RN S AT ARD b TR DS, LiEdoT, 77 =
L—3 RADFEMF, LD LSREOERY, AR5 HROR 5%, BEOREL T
ATV, BERED bNEBAITE. BR LTSI U EFHA NS L BRI
il k0. MERSTT ICU SiRBVTESNA S TR S TEE R EEE1T ) LER

BB,



3. ERBREGE
BRIGIEBE ORI B Mg Y /B (O AMERHITRTY B ifa U > <08 (LT,
DLBCLI &Vv5), RIEHEREAHIRE B M) > <& (BT, [PMBCL] &v ), -
BERIIEAE U V3 E (LA, Ly & 2), RENEEE B MR D > <& (LAF, THGBCL]
EWV3)) OERBRHCFUE Z T o o ERBERBOREL T,

(& 2hiE]
iS5 1/THEREY (KTE-C19-101 ) (ZUMA-1 #%)

18 B LA YRR IE X3 %d DLBCL, PMBCL KR FL A&+ H&Ric. REOES
HEROREMEERFT 2T RIS RUESE T/IHRER (KTE-C19-101 BB (BLTF.
[ZUMA-1 BBR) L1 5) BEMES N, THRRRBAEREIR1OLBY Tholk,

_#1 iiﬁiﬁiﬂ - BRSFEHE

<IBIREHE>
e SR T WHO 4#8 (2008 £F) iz#-3% DLBCL'. ‘PMBCL XX tFL &3 SH S hic B
. quwfﬂbhﬁﬁféﬁﬁﬁ#&mm%
—HRILERIEIC S (BRESEAPD LHESHRE, XS4 4o 7L 0—RIbSEHES IR L
RICEBREEN SD T, D OHFESREREEZ e VARMTHD) . L. BRI
it o BFTERA Uiz,
P TEREAMOESERRIC IR (BREHES PD LHE SN, ILERTOENE 2 54 7 ALk
EffE L ic R R A SD G, SD OBIFISEKE % 6 ¥ BRI THB) .
> Bl (LLTF, Hmmu&mor”uﬁﬂuWnPDk%EéhtRuﬁ%L
i
_ > BE HSCT #iCBUFIRHE B LB &L, SRERSERED AW, XIBHEL
b . :
+«  HCD20E /7 B—FAFERT o b SHA 7 U LSRRGS - REREE ST RE,
o HURENRH (central nervous system: CNS) 2 U 2 SIBRZE AR Bi’bfncb\ﬁﬂi‘f
. mmGMWORM1@$%

<BpppEEHE>

+ CLL®U b & —BHEROBEESSHDAH,

«  [FfEHSCT BibhsHBE,

*  CD19iZRIRIRIC L S HBREN D 5 BE,

*  CAR T HliiRE B E TEN Shs TR RESH D 8E,

*: LT OFE#E O DLBCL A AR L Shi-, -
DLBCLNOS, T HI/ARMERE R AR B MY > S (AT, [THRLBCL] &\ 3) , BIEZE
B3 DLBCL, AN Epstein-Barr virus [ DLBCL : .

AREOHERCABUIMERSEIL, CAR THIME LTEEME 2.0x105 20%) ke
{(REH 100 kg 2 2 BHFEITIE 27108 fE/body PETEHE L L. FEE/NMIEIX 1.0x106
fElike) % 30 SLAPIC BEIFIRNEE T 5 2 & L &k, :
Fi, EERATORLOES R L RET 3 - b FHRIE LT, Knn&%‘-@ 5 ARGH
b3 HFERCHIAESE LTEATO LDLSEEEETH Z L L &z, 28, ARisiing
gt (BRER~DBGED G LD {LRRERTE T) OBEORREEEESR 3OOk (7
U o DU SRR 21T LA ShTWad o,

(1) APLEOLERE: LD (LR ‘



$mﬁ§m@ﬂ%E&LTJ/hﬁﬁ#m%muiﬁﬁé L 2R LT T LS
BRI BRI, Eio, U2 SEREOE 100/ RIEOE A, FBREARD A 5 4 AT =
5 — L ERAER RO L, LD (LBREL BT 52 & L Shk, 2%, LD LR
THOASREEE TOMBE 2 AL S, REOBEHSEN SN HERIEN 2 EH
HW‘E‘%MﬂIﬁ%ﬁ{ﬁ@ﬁimiT BlAINhi,
e YrUFRARTF IR (ExHELT) (500mgm?% 1B 1[E, %35&%#&)
U7W§§EV)V@IX?W(%myﬁ%lﬁlﬁ\ﬂ3ﬁﬂﬁ%&)
{(2) ZUMA-1 3RBR DB AR R w _ |
:T~b1Unmlﬁﬁ)&U:T~b2@Mm1&UmL$%)_bwr\Iﬁﬂﬁ
IH B & &7 International Working Group 2007 %t (F Clin Oncol 2007; 25: 579-86) Iz 32
BBRREEMEMIC L 28BHF (E2F% AT, TCRI &W)) XTEaED (BLT,
WRI&wo)m@ﬁé%tﬁ%w%A)@2@5@$H%ﬁﬁﬁ“@ﬁ%mﬁzma%
W THhal,

£2 BHEO 2 EHOFMTORE (ARIEERIE, 2016 558 8 U AT 4y b3)

#l¥ (%)
SF— b1 afk— k2
51 4 . 11
CR 24 (47.1) 8 (7.7
PR 15 (29.4) 2 (18.2) -
SD ' 8 (157 0
PD ' 3 (59> 0
FE &g .1 (2.0) 1 (9.1)
2 (CR-i—P]R) - : , 39 N 10
(FEBhR [95%CI] (%) ) 76.5 [62.5,87.2 ‘ : _
p il (Ffu) "2 <0.0001 (909 [58.7,99.81 )
*] : Clopper-Pearson &, *2: TIESHIC K-S ERbE, BIEZESIEE 20%, AEARE (AAD
0.017

it‘iﬁﬁm%ﬁﬂﬁsmaﬁbf%oto

D RS L LT, ak— k1 (DLBCL AE) 51 fiAARORE 3 7 AR OPDENEE S
RMRTIMT 52 & & &hik, LEL, 2h— b | RO 2 ~OBEOHMARBREEET LTV
k%%ﬁb %%mmﬁénto ‘



%3 ERROLMVORT (ARILEMHE. 2017415 27 BF—F b v [ A47)

FilEE (%)
Saf— |1 gk—hk2 - = b 1 B2 oS
72 20 47 ‘ 92
CR 34 (47.2) ' 14 (70.0) 48 (52.2)
PR 24 {33.3) 3 (15.0) 27 (29.3)
sD 9 {12.5) 2 (10.0) 11 (12,0
PD : 4 {5.6) _ 0 4 (4.3)
e &g 1 {1.4) 1 (5.0, 2 (2.2)
#4 (CR+PR) 58 17 75
(T [95%Cr'] (%) ). {80.6 '[69.5,88.9] ) (85.0 [62.1,96.8] ) {81.5 [72.1,889] )
pfE (@) 2 . <0.0001

~ *1 : Clopper-Pearson ¥, *2 : ZIRAATICE-I EFERE. MHEZSR 20%. FEALE (HE) 0.0075

ZUMA-1 FRERIZIS 1) AL (R Ul B1P OBPEOKRIL, F 4R
50EBYTHoT, '

4 HBE GREHE) ROBSBOME
(ZUMA-1 G, REBEELEMYE, 01858 5 11 5 —FH v 3 7)

_ Bl (%) -
DLBCL ] PMBCL - tFL
77 181 8 45 16 45
CR T4 (53.2) 6 (75.0) 12 (75.0)
PR 23 (29.9) 0 -2 (128
SD 8 (104) 1 {12.5) ’ 1 (6.3)
PD 4 (52) 1 {12.5) 0
R S h T 1 (1.3) 0 1 (6.3)
#% (CR+PR) &4 6 ' 14
(FTaha [95%CI'] %) (83.1 [72.9,90.7] } {75.0 [34.9,96.8] ) (87.5 [61.7,98.4]

* : Clopper-Pearson ¥

2 ZUMA-1 38 (101 #) DR (HEBCHE) OPIRIZ, DLBCL7? # (76.2%) . PMBCLS # (7.9%)

BUEFLI6 B (15.8%) Thodz, Fiz, HEMOBIMENTETH- -84 HD 3 5, DLBCL with

- small B-cell lymphoma &3 &h ZUMA-1 PRERDRSR & 2 5 BREILIA 0 U o8l L 3Bl S vk 2 4
k< 82 FloiAETI O MERIL, DLBCL6Y %4 (68.3%) ., PMBCL4 fi] (4.0%) . (FLS #] (8.9%) T
V., MEREHIE T PMBCL Thol 2 HIBTUNFL Thot- 4 (HlH5, PR¥FECH DLBCL L¥EXNE,
H7c, WHO S35 (2016 4F) T HGBCL &M T 5 BE L RHET 50, MKOHESAHETH o 42
FIOBETF R 2 FHE Lk E. FIME T DLRCL RUVFL L HE S FRER 4 FIET 2 fis
HGBCL & ¥FEE i, '



#5 FHMEE (EFJ@HIE-E) MOTFLHROBER (ZUMA-1 35k, 2085FE8 A W AF—FHh v }~j‘7)

i (%)
DLBCL PMBCL tFL HGBCL
" 65 4l 4 {7 74 ‘ 64
CR 38 (58.5) 3 {75.0) 3 (42.9) 4 (66.7)
PR 17 (26.2) 0 - 2 (28.6) 2 (33.3)
sSD 6 (9.2) 1 (25.0 1 (14.3) 0
PD 3 (4.6) 0 SR | B 0
L E T 1 (1.5) 0 1 (14.3) 0
F3) (CR+PR) 35 3 ‘ 5. 6
(FEHh= (84.6 [73.5, (75.0 [19.4, (71.4 [29.0, (100 [54.1,
[95%C1*] %) 9241 ) 99.4] ) 9631 ) . 100] )

* : Clopper-Pearson ¥

EFS MAERER (KTEC19-A-1201 3UB%) (7201 3AER)
20 #%LL OB R XIFEEA > DLBCL, PMBCL, tFL % U HGBCL M#& £ 38Uz, Ao
PR TR LN RN 2 S RIERENS TR (KTEC19-A-1201 BRER) (BLT,
(1201 381 L)) BERESNE, ZREREBAERIEIR6DLBY Thoiz,

F6 TN - BRAEEE

< TRIR AR > ]
o GEAMET T WHO 24F (2016'4) i235-3% DLBCL", PMBCL. FL X} HGBCL LBl S hiomE
EUF OV hRadic Y 3 2 IRt o i,
> —WibiaRikic des) (B RRIEM PD LHIES K, XiEd A FD— {k{l: k% Sl L
LBIZ RS SD T, SD crﬁy]f'%:ﬁ##d’iﬁﬁ% 6 HAKBTHB) . L, —KRIBEIC
D BE IR L,
¥ C¥RDIEOEEREDET (BEHRN PD EHE XN, NITHRIOWERE 294 740 10
S LI IR RS SD T, SD OMMR KGR 6 » ARBTH D) .
Ty HEHSCT# 12 PALWIEPD XEEFHELE,
- ¥ B HSCT H%hicH et s =il L= 581, ﬁ(?ﬁ?“*ﬁf&t:?ﬁb;’&ﬁﬁﬂw bl NISTHEL
f\..n ' '
e HCD20EJ 7 o—FMRERT v hFHAL 2V BH 4&+aﬁ¥£[ﬁ£0ﬁ;6 B
o {FL B TR FL I3 2L 5S5EER 5 ', DLBCL ICTEH iR L. {EEpEEICIERERRD Hh
BIBE,
«  HUREHEFR (CNS) 2V »oMERERRD B,
+ ECOGPS M0 XRIT 1 DHBRE, :

< Bdh HaiE > :

+  CLL®V b ¥ -BHIGEROMEERH D BE,

« [EFLHSCTEAHHEBHE. :

- CDI19 BRI L B IEIUER 5 B B,

o CAR THIHSEWRRE T B FEM S T Al i’*i}%ﬁﬁf HDERE,

* o CLF o#A#EE o DLBCL BfEANSHR E Shi, '

DLBCLNOS, M rkAuiaz! B #ila) > s<E, THRLBCL, ﬁﬁﬁéﬁﬂaﬁ DLBCL, Epstein-Barr virus |5
i3 DLBCL NOS

O REROREUIMAF L, CAR T AL LT B RFIE 2.0¢10°. (:20%) fAlkg
(EEM 100 kg BB HEEITIT 2x10° fA/body DEEME E L, FFEB/NARE 1.0x107
féifkg) % 30 SYLINICEEFIRPIERS 1D 2 & L ahi, '



Ei, EENTORROES R WM ERET 52 L 2B E LT, ARBESD 5 AATH
53 HEEECRTALE & LTITO LDALSREEIT 5 = b & &k, 28, ALSGEHm
fft (RER~DBED D LD (LEFENET) OBREOHRER TS dOLERE (7
Uy Dy SRR 2175 ZERBASR TV RNk (L, BIBEEAT 1A Fio
DWNWTH, L Ry v BT 5 mg/day LEDRERAROBRER 5 ARZRIHES
POy R

(1) BHLED LR (LD {L3HRE:)

L RERSHIORMAEBE LTY L SERER 100D BLETH S T & 2 RERE L CLLTF Ofkss
BRIBAWSREZ, F, U BREN 100/l R DFEIL. BERRBRORAF 4+ AT

5 — I EMTEEMROL, LD {L¥REa2 RT3 L L &Rk, 5. LD LREs
THLARRREEE TORBIE 2 AL Sh, REOREMNES S NI=3HEEN 2 R
LI THh RIS LEREOBERIIRE L Shi,

s VZuFRATFIN (EAHLLT) (500mgm?% 1 B 1[E, B3 HAEHRE (R
VINFFEL ) VBT AT 0mgm>% | A LA, 53 0k

(2) 1201 FABRDERFRAE
FEFGE R & &7 International Working Group 2007 Z¥E (J Clin Oncol 2007; 25: 579-
%)uEO<%ﬁHEEWJ%hi5£ﬂ$(GLRMPRﬁE&é%L%%@WA)@%

1 E&l"é‘ﬂﬂﬂfﬁﬁ” CkaﬁFc HRTDEBY Thote,

£7 EHEOH | BROMITOBE (BRIHEEMNE, 201967815 85— # b v h37)

g (%) :
10 {5
CR ' 3 (30.0)
PR ) © 6 (60.0)
SD 1 (10.0)
PD 0
=5 (CR+PR) 9
(FE= [95%CI"] (%) ) (90.0 [55.5,99:7] )

* . Clopper-Personi:

Ei, BIRETORBRITRIDLBY Thoi-,

Y AROBSHEICREO 10 FlE g LTEES K, 108136 WJMJ:'C%%‘JHDM«?BB BB S AR
%%‘%«‘_‘ HErahs b k&,



¢

%8 EHROBMFHOBE CRELEMNE, 2019FE 10 A B AF—F by b27)

Gl (%)
15 {5
CR 4 (26.7)
PR 9 (60.0)
sD 1 67
PD ' : 1 (6.7) .
#%) (CR+PR) . 13
(FEHhsR (05%CI'] (%) ) (86.7 [59.5,98.31 )

* ; Clopper-Pearson

1201 SREZ BT B AR DA MEORERIL. UTOLBY Tholk,

s DLBCLI4 i\ v Th, MEBHERCHREZOVTRY, 12114 I TEPHRD B

T, Eh [95%CT) (%) X857 [57.2,98.2] Thoi-,

«  PMBCL (HiHIE) 1 HIOZIRHEL PR Tholk,
«  HGBCL (F#¥|E) 1 HIOREHEIL CR Tholk,
» tFL (HERRHIE) 14 @E“d.l%iﬁm_?ht PD Th Tz,

MAME IR (KTE-C19-107 3ER) (ZUMA-7 38D

18 BE L)l DM FRIEH M XL TS D AHIRAT B HIA Y o A A BRI, AR LR

WOFAPMER UEEEE ST 2 Z &2 AL LI ERERER LIRS (KTE-C19-107
B (BT, TZUMA-7 B J:b\ 3) BEHSNE, FRERBRAEEIRIOLEBY T
Hol,

&9 BN - BrobIEnE

< ﬂf?ﬁ%ﬁg >

<ERShEEUE>

WHO 4348 (2016 45) (Blood 2016; 127:2375-90) IZ&E-3%, #ﬂ%a—v—ﬁﬁ*ﬁﬁr LU UTFOWThho
RO LBCL LR & hi-AH,
» DLECL'
¥ {FL
»  HGBCL (MYC TNz BCLZ X% BCLE O F —TF OMGEEER O EL M)
L CD20 &7 u—FAREROT Y YA 2 U CRERIE S 1 LU A OEREIEERS
h, #EratE (PD, SD. 35 L < ik PR EERRME, TR 12 0 ALIN® PD Xid4Riz & :mrrﬂr@
FES) REFFRLE (CREBERICLY CRERE 120 ABROER) BE,

 ECOGPS 230 Xit | D,

o /zxﬂﬁwthmtkﬁ-ﬁ&ﬂﬂwﬁmmuiﬂu\mm\fﬂ%o
PSRRI B LS. B3 HSCT SR KRS HE (BT, THDCT] &» 9) é’ﬁ&ﬁ‘é‘é
ElobhLBE, : ‘ )

" B HSCT B IR HSCT B2 b 2 B,
CD19 A%, CAR T MISiai T OB EFEM ST -EIHII@#%;SE@?“JE%#% HHEH,
CLL ® U v #—ElsH X id PMBCL OBEFEREMH B Eﬁ%‘a

* 1 LUF oA 0 DLBCL A AR & & Ehi,

- DLBCL NOS, 1@k 2¢fEME DLBCL. JRFBMEERE DLBCL « T, Epstem—Barr virus [ DLBCL

- THRLBCL

z:mcoﬁﬁ }%&Ufﬁ%mﬂﬁ)ﬂﬁ&' i3, CART gl LT E & 2.0x106 (i20%) fiikg
(REAS 100 kg 2 A HEAITIE 2x108 {[ﬂ/body DOEERRE L, —'F@%»J\Fﬁght 1.0x106 °

10 .



fB/kg) % 30 SPLAPNIC BEERFARPIBE 533 Z & & &hi,
Eio, EEATORLOEZERVIERFEIETHZ L 2B/E LT, AAEED 5 A ﬁu:bs
5 3 B REGE CALE L LCUT O LDALBHIEET D 2 & & &z, 238, ARSI
H GREA~DBEEHN S LD {LERERTE T I, BEORBICES LRIBEEAT s ML
BIESH, AREE 5 BEETIRETT B2 L L shis,
BERFEHOMABRRCHAREIERFEL, IBREBEEEMOAENIC & v B EgtE R-
ICE? . R-ESHAP? | R-GDP® |, R-DHAP” X3 R-DHAX® ) OWTFihg 2~3 1 7 L3
G (1A 20 2~3580) L, BB(bSik 2 XL 3 ¥ 2 VIR b -k
FI2HL HSCT ff HDCT 2 E? 557 & & X, BiBhiasemkic 219 Liads - - sk
Fix. RBREEHEESN TRLE SR CAR T HIMRESORBRESITAZ LN
L SR, : |

(1) ATLEDLFFRE (LD {L5H8eE)
AL SRIOFAE & LT U 2 /3BRES 100/uL BLETHh D Z & &R L T T O{b3gk
ERIBRAV b, Fio, U XS BREH 1000L RKOBHE. BRBRBROAT £ Irve=
5 EERIB RO L, LD L85k e BT 52 & L &hik, BB, LD {L#HEE
THeARRBEECORRE 2 B L &, RLOBENER SN BEi1mms 2
PR Th I LR OB E IR E & i,
o YIERATFIN #kHELT) (500mgm?%1 A 1E, 73 HARRT (R
BINFTZE Y BT AT A B0mgm? % 1 B 1@, 73 HAFEGEE

>
£

(2) ZUMA-7 BB OB PR ‘ _

- EEPIEA & Shiz Lugano 53 (I Clin Oncol 2014; 32: 3059-68) 1253 < sl Eie
K DMEA 2 M ETFHIR (RAERL H 2 BIREEDT, Hite2 U v YEHGIR OB X IT e &
Fﬁbf;u\%tmmﬁnﬁ%s%@]haﬁ ém‘_ B COMM. LT, TEFS) 21\ 5) OB

YD YReT 375 mgm? BALEHERTC, ARAT 7K (ARTHATF) 5,000 me/m? 24 R
a2 BB, IARTTF 2 AUCS (RAREL 800mg) 252 A FIZ, = F &Y ¥ 100 mg/m? 255
1~3 3 Et;%h%nﬁ%ﬂfﬁ#ﬂﬁfi

5 yvxresIsmgmt k1 HRAK, T M"/l~ Omgm? % 1~4 A, AFALTL K=Yy

' 500mg B 1~4 HANRF I~S BER, YRAZZ7F - 8mgm? 28 1~4 B A, %5 2,000

| mg/m? 25 5 B BIZERENSIRAERS.,

8 YU v ImgmEBEIHE (UEHESHE) K, FALFEY 1000 mgm?E%E 1 B EROE
AR FETAF S A0mg kB 1I~4 HERR . VRAFSF 75mg/m2(RFi7Uﬁ/‘1’7°73"./ AUCS)

CEH 1 B EHREhThEERNES,

DU YR 375 mgm? BLEFERANS, FE VAL L W0 mg B 1~4 B E L_ VAT ZF 100
mgm* &I BHIZ, ¥Y¥5E22,000mg/m? I H 2E%E 2 B HiIZEhEhiFPgs.,

8 UwE T 375 mpim? ELEERERNC, TR AF Y Omg 2B 1~4 AHIC, YRATSFFY (X
FiAFY Y T FF ) 100 mg/m? 24 BRI G2 1 AEI, ¥ FE 2 2,000 mgim? | A 2 [E% 5
2 A Bz ZhEhisiRmik s, : '

P iR O EHE R OB s TRET B2 & & Sk,

100 mEdesgR g 179 0> 5 %, 100 i (55.8%) ﬁfﬁﬁﬁf‘“ﬁﬁmﬁﬁft&}/z\}ﬁf“ﬁk L TR R 2 ST ER&
PO CAR T HlfmpéikdZ 1 iz,
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DRSBTS Kaplan- Meier i, % 10 BT 1 0L 51 Th Y | HHEATRICR T 545
HoESENHRIES N (AR pE<0.0001, &% log-rank #7E) . -

%10 EFS ORE (PR, GOMARITREEE, 2020453 518 BF— 5% » hA7)

| FEEE BRI
180 4 : 179 47
EFS A~V b (%) 108 (60.0) 144 (80.4)
BT (%) . - _ : 11 (6.1) : 6 (3.4)
PD (%) ' 82 (45.6) 75 (41.9)
AR 150 A UAINOR B ISTEDEN SD (%) 4 (22) 0
Bri=fe Y o EIER OB (%) _ 9 (5.0 63 (35.2)
FROFH#S (B . 2 (L1) 0
Hgfi [95%CI] (W A) ] 8.3 [4.5,158] 2,0 [1.6,2.8]
A= R [95%CI] . _ o 0.398 [0.308,0.514] -
A0l p A" _ <0.0001

1 — RIS DI R (—&Paﬁ;ﬁ#ﬁ (PD, SD Xid PR), —WIBHHIC L D CR ZERHE 6 4
AUMOESRE, 6 VAB 12 0 ALAOERE) KUsAAIPI (0 ik 1, 233 3) 2@IEFL
L7=f@5l Cox @l — FEF i LV HH |

%2 AFEAHEA N 2.5%, BB log-rank BRE (Cox FfNY— FEF N & FHEOBIEF)

© 100+

] Probabitity of Event-free Survival(%)

20+

Axi-Cel
SOCT

+ censored
Axi-Cel
SOCT
b,
R B e T T | R B Rt o +
Median [95% CI] Stratified HR [95% CI}
.Axl -Cel (N=180): 8.3{4.5,15.8)  0.398(0,308, 0514) !
11 SOCT(N=178) 2.0(1.6,2.8)
T ¥ L 3 T B T T T . 3 T T t ] T H T T T
Q 2 4 13 8- 10 12. - 14 1€ 1B 20 22 24 26 28 30, 32 34
Time Sihce Randomization (months) :
180 183 108 92 S| g7 85 62 ™ et 82 A0 .26 12 12 g i}
m. 8. W 48 3% ¥ = . 25 24 2 I 9 T 6 3 1 0

1 EFS® Kaplan-Meier i (EZhEMITRRER, 2021453 5 18 BY =53y bA7)

F7-, BRELEMEEIC LD PFS IZOWT, 2021 4E3 B 18 AF—& A v 1~71~7ﬁa‘=éw>

% 3 B OF Kaplan-Meier #IfR1E, 2R &z 11 RUE 2 GDc‘:i: N THoin.

12




Probability of Progression-free Survival (%)

Axi-Cel 8¢ 166  1i2 100 % o4 90 85 80 73 55. 43 bl 12 12 8 ‘0
S0CT 179 LN g1 47 4 5 33 3 28 o7 24 15 1" 9 7 4 1

L3

11 PFS OfiR (BERBMEERHE, HHMMETISER. 2021 FE3 A 1I8BT7—Fh v b4 7)

P et BRI

180 4 179 48
FEL RIS ER (%) 96 (53.3) 103 (57.5)
Hra il [95%CL) (HA) 14.7 [5.4,NE] 3.7 [2.9,5.3]
~PF— Kl [95%C1] 0.490 [0.368, 0.652]

C % —RIRE ORISR (—RIEEEER S (PD, 8D X PR). —REEIZLD
CR 23R 6  ALINOBERE, 6 7 FE 12 7 ALIAOER) EUsAAIPL (0
XL 1, 2 X3 2BAEF & Li=gR Cox el F— FEFMZ I b BH

80~

g

B
b

=3
a
|

+ cansored

T b e o T N e e Sl LT L e
i Median [95% CI] Stratified HR [95% CI]
| Axi-Cel (N=180): 14.7 (5.4, NE) 0.490 (0,368, 0,652)
11 s0CT(N=179): .37 (29,53} .
T T [ T T T ¥ T T 3 1 T F T T T 1
0 2 4 51 8 10 12 14 16 12 20 22 24 26 28 30 32 34

Time Since Randamization {months)
2 PFS O Kaplan-Meier thi# (FZMEARITHRER, 2021 F3 A BRF—#H v b4 7)

0S iZ2VC, 202143 1 18 BF—# % v b 7B RORFR U Kaplan-Meier #iiid.,
FREFhRLZRVH3IDOERY Thot, :




%12 OS oﬁ'ﬁi}% (FfpiT e S, 2021 5E3 0 18RATF—Fh v b 7)

AL TEHETRFREE
180 {5 C179
FETH (%) 72 (40.0) 81 (45.3)
Yl [95%CIE (B A) ~ NE [28.3,NE] 35.1 [18.5,NE]
- R [95%CT] * 0.730 [0.530, 1.007]

* o —WIRROTERIA (—RIBIIEGTHE (PD, SD Xid PR), —WRIBHRICZL Y
CR ###% 6  ALHROESR, 6 Z AB 12 # ALINOTEH) RU sAAIPL-(0
XX 1, 2XIE3) 2EHEFE LEEN Coxjtt{illz\-ﬁ— FEF AT LD B

100 ‘
+ censored
Axi-Cel
------- SOCT
80
g 80
z N
2.
o WH—H—H——%H%—+-&I——HH—!—-—I4—+-+,
o . :
= i
Z !
2 40+ ;
3 ! !
0 :
b e
20~
Median [95% CI} Stratified HR [95% CI]
Axi-Cel (N=180): NR (28.3, NE) 0.730 (0.530, 1.007})
04 . SOCT (N=179): _35.1(185 NE)
F T T T T T T 1 T T T T T T T F 1 T [3 T
0 2 4 3 8 10 12 14- 18 18 20 22 24 26 28 30 a2 34 36 38
. Time Since Randomization (months) .
Axi-Cel. 180 177 170 161 157 147 43 125t N ] k! 60 a4 @2 1 14 [ 2 0
SOCT w8 i 181 s 3 i -doe | W0F 100 o1 74 58 a7 E I 14 7 4 H 0

E3 OS ® Kaplan-Meier {3 (E A2 R4, 2021 F3A 18 AF—# 0 v bA7)

CRRHBOEHIEORIL R 13 0LBID Thot,

Pl

D EASREEIC 8V C, UK CITSEDRM CLL, ALK Bt LBCE % OF ALK RREAAIT B HIR0 Y

RIEL SR SNERIRE L P oflAAR BRI,
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T RI13 AR OESMEOER
(R, EPMAEITNEER. 221FE3A 8RF -2y bET)

DLBCLNOS - (FL HGBCL
A bbb /eg e RSB AT RS . ARGREE Bkt
110 & . 116 19 {8 274 43 27 4
EFS - 2 b (%) 63 (61.8) 97 (83.6) 10 (52.6) 24 (88.9) 23 (53.4) 18 (66.7)
il [95%CI] (#A) 5.4 [39,14.9] 1.8 [1.6,2.7] 28.6 [3.6, NE] 2.7 [1.6,7.3] 21.5 [3.7, NE] 2.1 [1.5,6.6]
SEAzZER) (CR) 70 Y 16 _ 10 30 9
Smodeida (04) 63.6 29.3 84.2 370 69.8 333
[95% CI'?] (%) [53.9,72.6] [21.2,38.5] [60.4, 96.6] [19.4, 57.6] [53.9, 82.8] [16.5, 54.0]
% (CR XL PR) 92 57 ' 17 15 36 12
LIHTE (%) 836 _ 49,1 89.5 55.6 83.7 44.4
[95% CI'2] (%) [75.4, 90.0] [39.7, 58.6] [66.9,98.7] [35.3,74.5] [69.3,93.2] {255,64.7]
THRLBCL : Epstein-Barr virus 5 DLBCL JRZEM: B DLBCL - Tl
HnE YRR AL © o EIEIARERE b ARSI
58 - 6 2 i 0 #l 1 4 0 {51
EFS A <> b (%) 4 (80.0) 2 (33.3) 2 (100) - 1 (100 -
e [95%CL (A 8) 3.7 [3.0, NE] NE (5.0, NE] 3.6 [2.3,NE] — 33 =
E£ZEH (CR) 1 5 0 R 0 T =
ELEDHE (%) 20.0 833 ' 0 - 0 —
[95% CI*2] (%) [0.5, 71.6] [35.9,99.6] [0.0, 84,2] — [0.0,97.5] —
=4 (CR XIZ PR) 3 5 : 1 — 1 -
EEDEE (%) 60.0 83.3 500 : — 100 —
[os% C1'?) (%) . [14.7,94.7] [35.9,99.6] [1.3,987] — [2.5,100] ) -

*] o SR OHEITRBRIEEER L B,
*2 : Clopper-Pearson i

[ 4tE]

WA [ /0 SR (KTE-C19-101 3B (ZUMA-1 RB) (F—#Ab v 478 : 20184 8
A1 B) CREBRSHLOBEMMOTE (] : 814378 [357~388] »A. &
I#8 27.1 [22.9~324] »A)

%ITH““K;}EUL%‘H*H‘*B%G):T MIRUATEBWNT, FEEFRIT108/108F (100%)
B b, BERIX107/108% (99.1%) wuabrahto %ﬁﬁimlo%uiwﬁmﬁmﬁ%u
DEBY Thot,

F 11 FEIFEN 10%L LoRIfER
(ZUMA-1 335 (G [ B35, EOMBOas— b1 R )

EBERIRSH ' A3 (%)
HAFE ‘ . 108 £
(MedDRA ver,21.0) 4 Grade Grade 3 BL -
2EI{EH ' ' 107 (99.1) 71 (65.7)
mﬁ&UJ/A%E$
g} ' ‘ 12 (11.1) 9 (8.3)
B P BRI A E - 16 (14.8) 13 (12.0)
FN 16 {148) 16 (14.8)
RIETREE i
By o7 Y IE 13 {12.0) . 0
R R USRS ' '
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B RIKAER

Bld (%)

CEARE 108 5
(MedDRA ver.21.0) 4= Grade Grade 3 LI E
AR 20 (18.5) T (09) .
] _
SEELIRIE 28 (259) 9 (8.3)
MEFEE
CER 24 (22.2) 1 (0.9)
HHE 39 (36.1) 25 (23.1)
RHE 30 (278) 0 2 (1.9)
JeREHIE 19 (17.6) 8 (7.4)
HHHR 17 15 8 (74)
SRR ' B
#Hk 34 (31.5) 1 (0.9)
TRESE R 16 (14.8) 0
if B
{EfE 54 (50.0) 12 (11.1)
FRIRER, HauD R CRERREE '
. {EEEEREE .30 (278) - 9 (8.3)
BigEE :
B 18 (16.7) 0
mERERB L U#Aﬁﬂmmi
o A 11 (10.2) 0
—h . ﬁ%lﬂﬁ*&u&ﬁ*ﬂ{imﬁﬁ&
R 90 (83.3) 13 (12.0) °
| EF 34 (31.5) 1 (0.9)
| OEEEE 36 (33.3) 0

* CTCAE ver. 4.03

% AR B TS0 aR— b 1 R0 2 KBV, ARORFHMT RS
B2 524 B ALAOETL, 54108 FHITFED Hivl, REHETIZ L DHETH (46 #l) R
TREHEAT ASTRRR S IR OL ISR MEAT L e RO B (441) 2BR< BHFDEEIT. Sl
{5, FEAHID, SAMBERSEEROIMERS 1HITHY, 5 b, BRERUERMIG
MARSERES | BT, Adh & ORRBEERTES R 5T,

ERNSIHARE (KTECI0-A-J201 3B (201 388 (F—&H v hA7 B : 2019 48 10 A
23 B) GRS 5 OEEHMORRIE [H] ;62 [3.0~11.0] #8)
AEHETI6N66 (100%) KRB LR, BIfERIX16/1641 (100% Rb b, REE
mm%uwaﬁﬁmﬁuoaﬁDf&oto

12 REEN 10%5 - ORIER (1201 1R

BERIASE - (%)
FARE 16 4
{MedDRA ver.21.0) 4 Grade Grade3 BA 1
2EHER . . 16 (100) . 16 (100)

BRIES L O A RE _
LmEES% ' 2 {12.5) 0

L MERUNY N RREE ' :
i1} ' 6 (37.5) 4 (25.0)

16



WEIRSE ‘ C % (%)

BT : - 164
(MedDRA ver.21.0) 4 Grade Grade3 LI L

HHPIREAE 6 (37.5) 6 (37.5)

EN 4 (25.0) 4 (25.0)

H i BRI E 4 (25.0) 3 (18.8)

/g RE 4 (25.0) 2 (12.5)

U 2 Bk 2 (12.5) 2 (12.5)
I RREE _

Ky 707 Y windE . 3(188) 2 (129
R RO SHES '

FefkiiE 2 (12.5) 0
FHRERMEE
- HEE 2 (12.5) 0
Filikigi=n: 4 ‘ ‘

{81 = 2(12.5) 1 (6.3
VERER, ER R UWIRESE ‘

EEARE 2 (12.5) 1 {6.3)
BIRkEE _

TH# ' 5 (31.3) 2 (12.5)
— i - S SR O SMA O R .

Fedh, 14 (87.5) 2 (12.5)

{RER : 4 (25.0) 0

HE 2 {12.5) "D
BB

AP BREE 7 (43.8) 7 (43.8)

WY T2 e s 2 7 (43.8) 7 (43.8)

Y SER S 5 {(31.3) 5 (31.3)

B ER SRR A 5 {(31.3) 5 (31.3)

ALT 190 2 {12.5) 1 {6.3)

AST 89 2 {12.5) 1 (6.3)

GGT 2 (12.5) 2 (12.5)

"CTCAE ver. 4,03

B LM LB (F—Fy FA TR ET) OETIEYISH (12.5%) I28RH
Sh, ZRIZWTh b ERABETCho T,

HESMEAERAER (KTE-C19-107 B (ZUMA-7 B (F—# by rA7H : 2021 3 A
18 B} (FMiReb OB OFRIE (HEHE] ;24,9 [17.5~37.8] L A)

A EFRILA R R CEERIREE O 26125850 b, BWERTIT RSB T163/17081 (95.9%) |
IRYETAFRRET160/16861 (95.2%) KB b, WINh OB CRIEN 0% EORIER
IERIBOEBY Thol,

#13 WPRAMNOHETREEN 10%L EORIER (ZUMA-7 3t5k)

% (%)
WEMNRSHE PER I g A T
EAGE 168 41 170 % _
(MedDRA ver.23.1) £ Grade Grade3 SA_E 4 Grade ° Grade3 Bl E

SRIVER 160 (95.2) 131 (78.0) 163 (95.9) 112 (65.9)

17



_ | - Wig o)
BEMAHE | TRAETATENE g

AT : 168 1 - : 170 41
(MedDRA ver.23.1) 4 Grade Grade3 L b 4 Grade = Grade3 2L E
FEEL ' 33(19.6) 0 (0.0) 157 (92.4) 15 (8.8)
{5 f 1= 18 (10.7) 424 70 (41.2) 18 (10.6)
#EH 80 (47.6) 4 (2.4) 50 (29.4) 9(5.3)
T - $ (4.8) 0(0.0) 45 (26.5) 1(0.6)
FEE) C2736D) 0(0.0) 51 (30.0) - 4 (2.4)
THE . _1(0.6) 0 (0.0) 29(17.1) . 20(11.8)
AR R 9(5.4) T 1(0.6) 51 (30.0) 3(1.8)
bridd ' 1 (0.6) C000) 37 (21.8) 2(1.2)
BRI A 28 (16.7) - 27(16.1)  48(28.2) 43 (25.3)
SEELIRAE 1 (0.6) 0 (0.0) 35(206) 8 (4.7)
(SR E ' ACY)) 3(1.8) 33(194) . 14 (8.2)
JFE ' 0 (0.0) 0 (0.0) 35 (20.6) 12 (7.1)
FRRER T 40(23.8) 6(3.6) 24 (14.1) 6(3.5)
F A T 108 (64.3) 9(5.4) 30 (17.6) 2(1.2)
i . . 83 (49.4) 62(369) - . 25(14.7) 16 (9.4)
R 0(0.0) 0 (0.0) 18 (10.6) 4(2.4)
T ‘ 52(31.0) 6 (3.6) 24 (14.1) 2(1.2) |
By Zu7 U iE 1(0.6) 0 (0.0) 17 (10.0) 0(0.0)
TR " 45(26.8) 45 (26.8) 22 (12.9) 21 (12.4)
M- 49 (29.2) 1(0.6) 17(10.0) 0¢0.0) -
/N ‘ © 39'{23.2) 35 (20.8) 16 (5.4) 12 (7.1
BE BT ERIAME 43 (25.6) o 43(25.6) 1(0.6) . 1 {0.6)

B i ER AR C 37220)  31(185) 13(7.6) 12011

CTCAE ver. 4.03

AMBETR, RAORGHMPRCEEEPOLT —F Ay PAT BETOETIHE, 64170

FliciBb bni, ATRE-EGEFHRST 4 {ﬂi&‘éfﬁb ZOMERIZ, BRI Y o80E (7
#) . COVID-19 2 4l) . B RUFLETEMSEA., M, DIHREZE, TSR0 EIME.
&U&mf“ (& 15l) THoT, 915 B & H?ﬁﬁ{érék{tlﬂ‘ﬂ:t\ AL & OFE BRI
EEnihol,
RN T, BRI ;5¥ﬁ%ﬁ&§¢ﬁoﬁﬁﬁmgv &ﬁ/%f7ﬁ
FCOREIE, 78/168 HlicRD BTz, ﬁﬁm_iotéiﬂs‘%aﬁ 7 PIZREL, TOAR
i3, BHIELY v 5HE (541 | Ju{?m&r}éﬂimﬁf%ﬁ_ﬁ%ﬂi (% 1 41) T o, DEL
RU&%W%EE%@J" BEEIL, HDCT &@lﬁ%ﬂﬂﬁ%%‘ménfm:ota

4, FERRIZ-DOWT _‘ ‘ : o
 AROMEIREAROT 7w LV RBBERT L LD (L3RR RO S EL
CEAES A S IR b D TR am AR OR IS 2 BH U -
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T L AROERE L ERARWEMN AR LIRS T 5 2 & SUBETH B, Li#-o

"“C'\

@

LT OO~@DF T s BV TS 5 %EB2H 5,

TRz 2T

O1 FEO () ~ @) 0oF<TEHEt3HRThs L,

(1)

@

()

4)

RN - SRR RN E D BB RBEEEDOS T DEE 2T R
RBEh7 Y1) REREHT S) —UZET DR BERED S &, Bho—
5 4 R F -~ OREAR S BN 2R TR 2ETB L,
HEERICRNT LS BENTERICUSEH LTWAZ L (A30] BrEskiibmss
Wt (1RICo%) T BERTRRSEIRE 1005 16) HERTBRETEL 6 0
WO E R TV B ERME) .

77 x L= AREROERICEES L2 ERA Z v 7 (BRI, B IR T2 1)
BEHREENTREY, P7x b=y A3 EHILOERRY v 7 (EA, Bl
(SRR T ) I & 2 R ISB AR CER~ O RS- T B 2 L,
AEOEPER Ot T 3R IET 220, BEPS L OME0 T oEy
ENBEHD TREBGE AT L (LPRAN)) | ICAZEBERTI & &bl AR

LR TN S MR A L RS 5 - L ST THE T 8,

O-2 W, B, RUORES - BEMBREORGIC ok RREA U, fERE

(M

@

@

@

SENERT S, RRORHIZ D12 TOMEZET LREMR, BROREE 22D
THBARB SN TWA S &, BEMNICHE, BUTO (1) ~ (3) OF_TICHYT3E
FAIERORMEE L LTIARBSh TWA L2 L i, (1) KENTIEMSI4HME
BESNTVBZ L,

EMiGHRE%. 6EU LOBKEREA L, 5 BIEL L, MEEEEEOTHELF
S2TWBZE, ' _ o
EMARIBAEIZ BT 2 NATHEIC L 2BREFESERIEL L5V, LERE L 25
Efii#E8FLTWwWaZ L,

FIAGE M A ORREENSHI LD &,

B OB A E RS MR BT B R EE AR ST
 HABERSINACET A FHE T SN SEE S, SEEREEEN D O

ERE D, B« BEMS T T 3 GO TERCEMSIC o 3 SRR, RAL -
BWERBRAE L REORE LRI EBENESLHLITITORIGHAE-THD Z &,

®

TAEA « BUEH A~ oW

@-1 RS BT BB
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O ERATRAS - BHEMNSE LI, IR0 T, SRR LR+
VT, B LI BHER IS UC AR OB BRI DR RS A 1@ b, b1
FETHE R AR AN 5 TV B 2 &, BRI, A b S HHE(REE (CRS) DERART 2T,
R ) RvT RRTRMEL) EHERNCEATE D &) IHHL TR L,

@2 ERUEFHIC LD TEE « BIFA~ORISICHET 2k |
BRI DS EMNRAMR KL T A ERUESENTRS - BEROT=5 ) v
7% EH THIE L R E L T 57— L EREHAEI Sh 052 &, 2B, Z OS]
IZoWNWT, BE L ZOKRIZHFCAMENTHDZ &, '

@-3 REA - BHEAOBIFCHRICE LT | .

L RAEA - BHERICH LT, MRS MR O b B AT L s (BRI O
BRI L OIS R UKEE I bR AR H B T L) L, HbIEDRLERT
X DA STVB T L, - : -
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5. BLMGLRDBE
[&ahic B+ 5 50E]
QO TROBZFZBWTAROHIMERHE SN TS, 28, BRI T WHO 4 |
FUETENR (R 14) &<,
AT OB XITHEe o IR B HIjg U > &
» DLBCL, PMBCL, tFL, HGBCL
tjj,cm9#ﬁ%ﬁmtbt%f7 R f@%ﬁTW@ﬁ&ﬁ&@%&Em&w%
FIZRD,

@ TFRIEHUTHBHRE, FEORENRLARLAV,

—REFICE Y CREER LA, BRERTE 2 VAZBEXATHLERL, 2K
ARt L LT AE HSCT O3l)E & 72 5 A

H 2 HSCT @SB RVWERORE T, (LEFREREN 154 »ORADES
Jy#/vfhﬁ?ﬁ%&d&07/b7#4ﬁ)/+#ﬁ&@%ﬁ%dhm%
FRIERED I WBRE

FHERER (CNS) 12V S IERE AR &JE)%LZ)%%

[FIFEE MBI AR E DR O b B E

B L AMERMFEO Y b 7 —THEEROBEREOLH 5B .

@ 3 FLUPICMOTEER S (BEREAELS O BEMEE, LRNRA (5 :
FEIHE. B, L) IRtV o E R RL) DR OH 5 BE

[Z2ic M3 3 51R])
O TRIEHEYTIRERFROREIRE - FIEL SHTVR T Ehb, BEEThin
D '

— AR U IR R TR LIRS
AERDRS TR BIRBAE OPEEBER H B84
R LAV EEBRRIE MR A, MERADA Db OTHBEE

@ TRICEYTHIHRECNTIR[OBELEIZONTI, meﬁﬁﬁﬁﬁiéﬂTkB
T, AREOT|ERNB LR,

»

*

ECOG Performance Status 33 2-412 ¢ @&
fﬁﬂ{ﬁ]T B TR £5 PR 575 S i R YL E ’i’ﬁ LT3 ﬁt%

12 ECOG Performance Status

Score

Ef

0

£ FfREHTE S, BWATE R LA SEENNRE T2 5,

[

PRI LU sFRE IR &2 08, STATEEC, BIERE» TOERIITI Z N TE 5,
M, TR

2

PITRECH A DI DBV O Z BT ACHESBERIITE RV, B0 0% By RR T,

3

Ron-BHOEOERD O L LNTERY, BHO 50%U LE<y FABTFTRST,

4

28T, BROHFOEYOI LR TER, BRirSy FOBFCIREST,
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14 AMBLEI B AR Y o YEOEMSE (WHO SEEHET SR

Diffuse large B-cell lymphpma,- NQS (DLBCL - FE45])

Other lymphomas of large B cells (D1l @ XHIRE B #ifn U 2 <EH)

«  T-cell/histiocyte-rich large B-cell lymphoma (T AIFEARREERE BRCARBTY B ffa U o/ 4E)

«  Primary diffuse large B-cell lymphoma of the CNS  (JRE £ PHI#HER DLBCL)

«  Primary cutaneous diffuse large B-cell lymphoma, leg type (JRFE1EZ S DLBCL « Ti&ZY)

«  EBV-positive diffuse Jarge B-cell lymphoma, NOS (Epstein-Barr virus [ DLBCL « JE4¢RTY)

+  Diffuse large B-cell lymphoma associated with chronic inflammation ‘(1228 5E 121 5 DLBCL)

*  Lymphomatoid granulomatosis (Y 2B 3 AEE)

+ Laige B-cell lymphoma with IRF4 rearrangement (IRF4 BfE& {5 AMISEY B Mifg V) v SHE).

+  Primary mediastinal (thymic) large B-cell lymphoma (RSBt fGERR MR M B Al ) N Y,
«  Intravascular large B-cell lymphoma (fLEFFIRAMAGT! B #i Y > v <fif) ) :
+  ALK-positive large B-cell lymphoma (ALK BEAcHIEL B AT Y o /<)

+  Plasmablastic lymphoma (JBEZFEERIEY 3@

«  HHV8-positive diffuse large B-cell lymphoma, NOS (HHV8 [t DLBCL - F##R%)

= Primary effusion lymphoma (BlFpE{EE Y o/ UE) .

High-grade B-cell lymphoma (F5EH4:EE B #IA U > /&)

+  High-grade B-cell lymiphoma with M¥C and BCL2 and/or BCL6 rearrangements (MYC 3 JZU BCL2 & BCL6
DFEH H— I OB 5 BB B R U > @)

s High-grade B-cell lymphoma, NOS (EIEM:FE B #HIE U > 300 - JE45AI)

B-cell lymphoma, unclassifiable (B #ia U > 308 - S338-FHE)

+  B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (UVE AAME KRS B #la Y o 3pE & E’J}ﬂﬂﬁ'ﬁ‘:‘/"#/ PRSI Ll it 22 SR E )
B #if Y o /3FE - SETRERD

Provisional entities are listed in italics.
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6. 1&“@&:
FATCBITM A, BUEIRE L E SR 3 M RO ORI ESIT ESE AR

BELTHET~EHE

ORHER LA Ok DI BE RS HTERLTH AT = &,

@ WEBIAIC RS, MEXIITOEEICAPEREREE B L, AELE
THLEETB L,

@ EREWEROTRTAL MzoNT

vav s, TF747%v—%% i?lnﬁlsmnreacuon#a‘b LS Z EBHDHDT,
%\%O)'ﬂiﬁg%—l‘ﬁ WHEL, REFRD bhHaicik, MERNE84175 2 &,
F 7=, infusion reactionZ {7~ 5 7= ¥, A5 OFTISRAETIZ, Fie-2 & 2 A,

fREEEMAIORREEITH Z L, Eﬁﬁ%’%iﬁﬁ“?é\ﬁﬁ%ﬁ%% BIBEHAT Rs

R LAV &, *ie, 774 5% L BOBEI S BEDOTRRE
ALEHBEITHEE BAREDOHRES LT T L,

CRSA & BB = ERBHBOT, RROEEIHI> T, AR % AT ﬂ,c
L. MESUIER GEE, ERME, IR, SRR, B, KRR, ﬁﬂ%& xR
R, DR, WAL, FRREEE, S RHIERE, MIRARMEY e i

HRES) OBAEHHICTD 2L, RESTEDL bIIBAR. WAREE 2R
T DRI OCRSEET VT Y X AR TCRSICHT DR OFRMICHE, B2

W () Xv7 @ETREZ) RERBREAT 01 FORSH) £11)
T L. BB, ZUMA-IRB, N01RRER, RUZUMA-TREIZEB VT, RFOREHE

Han> LCRSOYERHER E TOMMOTRAE (FEHD) 1. ZhTh20R (1~128)

2.0 (I~118) RU3.08 (1~108) THY, GEABREMI 2 -EHE7TLITY R
ARRISOLEBY THB, )

#15 CRSOEBF LY XA

EEE ST St 4LvE e FISEEAF oA K

*HRORIRIC LM || 0k remi s LU S [o 3 BRICHE LRV e

Grade 1 . ﬁgi%{;j&%}%< = &, Grade2 EFH#EEE | FEFAFYY L 10mg %
PR yey T3, 1 EIRAEES T B,
o PENCIE UTHEMMIZL o 8 mgkg (B K800
ERECERRMELE | mghody) 2 1 BN T |« FHHAFS 10mg %
=F Y rT5, HIRAEET 5. 1 B 1 R RAIRET 5,
- o RIMES L, R (R |« BIRAHITCEERMTED |« 338 L72B4A, Gradel 8
Grade 2 K 0.5~1.0L) %47\, i | WERIZKIS L2WgEE, Tl 3% CRIRKE A
BREEELZVWESIE | SESUTSHEIE T FihEfEEL .,
i BERORSETS, IR ST 5, £ O ERPRENZ I G 3E
¢ BEREUTERESE |« REEHIT, 4 RHTH | LrizHiRt 5.

T3 . KIEETLTD,
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HEESE

P Xed™

ABEEAT AL F .

L. CRS DR UHER
RS ERED bR
RVIESIR, &R 4 EE
THRET 3,

e BELEBES, RO

Grade 1 ¢ RIERIZEHES
B

Grade 3

B L2V EA . Grade3 X RHICEHT S,

AR X I ICU TO
EHEITI.,

+ Grade 2 & RERIZEFERT
B -
» WELEES, Lo

M D Grade & [FIZEH |

EED

FEFAZS 10 mg &
1 H 3 EHRRAER ST 2,
M Licka, EROM

. YD Grade & RIHEICEE

L. Gradel LTI/ 5 ¥
TRIEEE AT v A F#
Hafke L. £ O%REBRK
B I TE B0 1 S A I W
3%,

Grade 4

gt LG, Grade 4 L RERIZEEIT 3,

Grade 3 » E#EICEE+
6“
N TERIR B O T AR
kRT3 B4R E
Do

-Grade 2 & [FFRICEET

B _
ME Liigd, Lo
M Grade ~ FERIZEE
T %,

AFALTL = v
W00 mg %21 A 1E3A
flaRPIHR 545,

WELEE. LRoMA |

M Grade » RIERICE R
L. Grade ] LTz 3%
TRIBREAT A FE
HSEike L, FOBEE
BT T 5 e h i i
15,

KELDWED, AFALT L F=Y B2 1000mgl H 2~3

7S BB B

EHIRAIER . B0

*] : Lee DW, et al.: Blood. 124 (2) , 188-195, 2014
¥ FN AT OREILH ST, P X T ORME

 BEMRY A k. MERTEEE SR

863 B RAFO CRS BHT AT Y R AR RS ORHEREHRES £ MET 5 = &
3RV UT Y UKL, e MBI S FREZ DT Y B (CRBRIBEET) DM
B EET 5 &,

. BREEAHLLNSGT LREH BT, REIER (M. . SILKE,
RIEE, IR, Wk, TROLE, RS, MBS, NN, RATRIELEES)
DRBETMNATS 2 b, REFRD LUEEAE, BsIEE SReT 55
HOMERIGEHT VT Y X BHRE, WORLERTS 2 &, WRRERE
=3 ;?:‘7‘:%?@7»‘:5‘ Y RAERIED LR, THB,
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16 #%%$§®%@7wﬁDXA

HERESE stk ki) =72 BEEEATaA K
CRS i L o FEYAF S 10 mg ¥
B OFRAERFIC L B3 |« &5 L, 1 Ef#IRNERS T3,
FEFRIEEAT 50 CRS &fitd b ¢ 2 ARICEELRVEA,
Grade 1 MRRESREE< T2 |+ MdEHASREE LRV | BE, Fx4A25/010
S TT5H, 4. Grade2 L FRIEICEH mg & 1 BfHRATET
EN ‘ B
SIHER QL WIIERBIE (Bl L_FFEF L) ORESLER
CRS 82 L
PES CCHgi b | R LR
E’E[E&QEE%&@?HJE%:% CRS &Y ‘
=5V 755, « 8 mghkeg (B X 800
RERERTS TR B
. =~ | mghbody) % 1 BRI T _
AT AT EE | RN S
LEORESEIREE || T [ FRASY S 10 mg %
T, RRIEEEER L o e ]y AEL 1 B 4 BEf#lRAIERET B,
M HBEERIELAVEE, | _
SE=FVTT D0 W | BT 8 BTk ‘
Bz kagsegEy | DX o0 T e HELIEA, Gradel B
EREHS5T 3, - i
Grade 2 Gl | mymEEer, wmmeg | LR ETRIRAER
| kokEc RS2 \ | TR RBERHEEL,
et KIBZETLETSD, FF v DY o
S5, g s F DR I D b
N L. CRS &R OER |. e
i A A= w7 (] e e ren Rt Wi 5,
-y o R ESED R
MRI) | FER R U IEHER RN ’
\ RVEEH, Bk 4 BE
B (HIE bR bl
M RIENBOENDE °
ey — p SHT =
ORARBRERET | wwLrme. Lteo
° Grade 1 & Rl#RICHEHA
‘66
FIRER O VTIRBIE ] . LRF TS L) OERESPER
B LAV A, Grade3 LRI EET 5., :
' C AFATLR=Y e
1000 mg % 1 B 1 [E#k
CRS &4 L Mgt 5,
o FTHLARL, s ELEEA, LEolE
WEBRENTICU To M Grade & RIEFIZHE
Grade 3 HHEITS, .CRS &fikHh b L. Gradel BLFIZ/2 5%
rade * Grade 2 & RHEIZWHY | TABREAT A K
B, SEHEIL. FOBREE
R T D E e N
T Ba :
HHEHORVEREE (1 L_FFEF L) OREILRER
B LR VERITIT, Grade 4 & FiEIC SBT3,
. ' s AFLFL =S ay
1000 mg % 1 H 2 FEHHIR
. P53 5,
A,
Grade 3 & Rigic gmy | RSGHEL . BELIEs. LROME
Be  BELE, YD Grade &R
Gredet v azmmemyspan | SOEHRL | L Gmaerimmiznsz
b3, == TRIBREAT v A K

%,

B2k L, *O%EK
BB A T W R
3B
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sEEEsE | zHLiE | Fi) ReT [ FRAEAToA KR

© GEHEROLRVIERE il LFIEF L) OREVEER
o WELRWES, AFALSL =T 1000mg]l B 3ERIRAES.. UTBIOE
L N T ,

3

*3

v

*1 : FESRLMAFERRE (Common Terminology Criteria for Adverse Events : CTCAE) iZ-3<,
*2:

M) ReTOREICHIEo T, Y AT ORMIE, WEERT A, BUERIERE 1
#t3- B CRS WHT AT U X ARUTR#ORIEANRREFERRT S L.

1 ZUMA-1 BB R U ZUMA-7 R CIUEE TR L LTI VAT I 5 HAREMA S i,
CRES 0T Y iERE, e PHIRIIE U YR RE S T E (ThBICIRERT) OWRO.

BhEEETHIE, -

RIS 5 BN D T BB DOT, RROREIHE>TIE, BRERIBERD
BESHHITITS 2 k. Fh, ~RINE HHV-GRAET) ROHETHES R
HEEBIRIE (PML) 2SHE STV D Edh, WEERSSH bbiHAIE
BIDT=D DM RRE (WEMIEHRESMRIC & 5 ERBES) 27528, 2
B, A& OB ERNCTHENEORYENRTED bhicHa1E, BIEORREELL.
BEORESRTELLE, ARERETHI L.
EH v/ RT Y VIERD bR B T ENHE, BEOREEAIHEL,
HE AR DIIBAE, MORAE GRS BT Y VRIS R ERAICT )
%) BTO L LI, BRMEORBSICHT SREL AT T,
ARG Eichk Y AIERED . HPRED ., f/MRED, Bl
DIBBOPBES LTS DT, RBOBER B>, EHOICIRRE
BTV, BEOREETHIBET BT L, | | ,
BEUFFJe RITCEUFZE 7 A VA% v ) 7 DBE IBIEBSE I BT IFR Y A
C VANEEMEE SR B MEEER D S, HIVRREEIZBO TR YA LRSI 5
WM BB, FMIKT 7 = L— AR THT DRNCIFR Y A LA RYE, HIVE: -
ROFMEMRT B2 Lo FAEYA VAT Y Y T ORERSIEBAE AR E
BETHEONE. FHEREESA YA VAV I —DE=F ) T RITI R
LB A AR OBTRHERRNG £ B IEOBIRSERICERT 52 &,
| EBMEEERN S SR T LA B 0T, KROREITHE ST, M
BRI OWER R R 5 2 Y, BEETAEI T L, |
EWEA, BWIET. BREUEESNS DD LRBEOT, KARSE
DBREFEEHEOEESARE S BROBECREFSERVE S ERT S
ZE, - '
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1. LB :
BAERSHROHHN - BLMEOHROEZHITIL, FACESICE SO EERM
HBRD BN D, &bir, MEORSHIFOREIC L 0 EHORERIERRAE 2R THE
EERGSMENKBINSHT, Th b OBAERRSIE & BN ER BEITRET S
TEPBRBORE Lo TRY ., BREMECEE L WEOEASTE 2016 (PR 2846 A
2 AR E) KEW T LD EFWERSEOEHOERHELZRLIZ L ER TS,
FHERBE 2T T BEERSIN L. KBERRR SN 1 7 7 4 L REHEOER
RELPALNCRERB I ERD D, 0D, AR ESEICET B BRI +HE
BT B3 ECOM., YSFLEHRSURORELERS ST A2 LSRR EIRAMEIRIL
THETS & & bic, BWERANRE LBICLERRIEE & 5 - L N TR —E OB
R T ERSE CEET AN L REETHD, o

LMo T, AHA RS54 Tk, BIRBBESIETRBLA TV A ESIESEN -
FHER AT S & | DT OBAERSEA OB EH S T 3850 b LERE
#, ZXHFROEEEEL T, o

BB, AHA BT 4 43, WAITHIEAERS ERERRASEN, —IdMEBAEA
Migss, —HAERTEA BANR MR - BMA%S, —REEEEA A ARG - MBS
& —HREEERA B A - SERRES S, BAMRERBRERESS . —IvEH
A B ARG THREYS, AMEEA B ARBRIERSS, —EEEA B AR
ARES, —EAEA B AREHEZEOEHHOb L ER LIz,

FELRDBAERGMG - % A U T AEEEE (R TS v ra—kL)
HELRDE, AR < 1. B UIMEATE D CD19 FRHED B ANMIEANE U 2/ SSEERIE 10 555,
L, UTOWTFhh0BaThoT, CDIOHREENE Link
A THURRRRFER T AR ORISRV BF TR D,
o (IROBRECIHEENR(LEREY 2 B ERT U SEANRSE

LIRWEE : _

o BREROBE TIHMLEEHEEE | HELEHET L2 NEMERE LR
e .

o TR MBS OWS & 72 & A2V RILEEE M i %
TEE LSS

2. FREIEEAEOUE AMERHINE B MY S8, 2720, U
DNTRHDPEETH-T, CDI9 HEEZEN L Ltk A SHEZA
RZE T MR IR OTREIEN 220, 20, B EE MEIABA D

R ER LRV E RS MBI I L REI R B,

e HIROBETIMLSEREL 2 B L, EROAECIIEREZICL

2.



2Pk E | B EEITL. (bFEREI L Dméﬁx)m{%f‘ohfm:
ST XIEEEPPEONT-BER LGS

o JRREMEY oYESEEERE L AE TIER 2 B EO/BERE
1T L. FEBREZICILEREE 1 B2 LEfT Lo, TBE
SR O LRRIBEIC L Y mé%’iﬂ]ﬁl{%gﬂiﬁﬂho T\_Kﬂiméﬁ)ﬂﬂ
PELNTEBEELEES

3. BE TR OTERM: Y VS, R L, RTFOEEThoT,

cm9mﬁ%ﬁ%aLt#i7hﬁ%§@%ﬁTﬂﬂ%&ﬁ&@%ﬁ

FEM AR VEBEICIR S,

.« MEOBETRESHREY 2 ML, ﬁ%@%ﬁfﬁﬁ%&ké
BEEE 1 B LHATL, SRk L ) BRRE bR
RIZIEDHEONERER LGS

ORI . < EREETOBMLKRT 71— R ~E4uﬁfﬁ&f\0)fﬁ$1%>

L BT 7 = b— VA
+H5EDT Vg n#@léﬂitﬁﬁub}i&ﬁ%ﬁéﬂw‘éo

2. FLERT 7 = L3 R B OO B R
FREECHTAMIRT 7 = v—vzﬁ%%uﬁﬂ&éb WEERR

T XIE— 120CELF CHARET 3,

3. AMEKT 7 = v— 3 AFES OIS

BRRE L AMERT 7 = L=V RAEY R 6 LUK RIGE R

~HET 5,
< BRI TOZAR~BE >

4. B OZER R
i LR TR R R ﬁblﬁﬁﬁwifﬁﬁﬁi SAET X —

1m@quﬁ#ﬁT¢é

5. F 5Bl OATLE '

KiL#gED 2 A ﬁuiﬂ_UCFGD ) //\ﬁk%zit%ﬁﬁi%au&&iﬁ &
LTHT 3o ATAE DL ERRIE DR B OREZ L RO 1| fiE
NHAMBEE TCITBRELRBBERTET S, EEL RaOFRETFE

CBAETD 1 BEELL ORI B MEREA 1,000/0L K%, BEORE

& D UL SRR RIS BT 5 Z LR TE B,

(1) BIHITEEMED CD19 Bt B AR D L3RRk A f.

FRICHWBIHE D U IR
Dy 7rkA7 72 K (@KIpE LT) 500mgm? % 1 A 1[E2 B

MAESRERCINLE T ) VBT AT A 30 mgm? % 1 B 1
B 4 B RLSH#ET 3, 2B, AFOREC LV EETRET 5.
2) 7 uRAT 7 I FIZL B Grade 4 % o H i eI DBEE A




HD, iFv7mnkA7y 3 FIiEFR#EERLUEEBEIZE, V4
Y 500mgm? % 1 B 1IE 2 ABLREEERDT AT R 150
mg/m?% 1 A 1E3 ARLARSET S, 21, BEOREBICLY
M B, | |
(2) BREIEREOUE AERMINE BAIAY /Y8, B
XIZEERE ORI ) L AEIZ AN BEE 0 Y R R FRE
DYZ7apRAT77I R (EKHELT) 250mgm>% 1 A 1[E3H
| EAEEERCTASTEL Y VBT AT L 25 mgim? k1 A L
[ 3 BREEEHFET D, 2B, REORE LV EEHET S,
VI RERAT 7 I FIZED Grade 4 % o [l MRl ge DELAE A
b, 7 eFA7y I FiTEREETR LB, ~v
CHLAT MBS 00 mg/m? A 1 B 1@ 2 BEATIEET S, &
B, BEFORBICLVEERET S,
)  Grade I3 CTCAE v4.03 kfﬁ L5,
6. KROS5
BREEFNCARE R L, BREICE CTFREO & 36 0 BRIk
B543, 2B, KROBHREIZFLRANT L,
(D) BREUIHEEEDO CD19 B0 B #BladEadE Y o 3kt Rl
AW BEE ,
BWH, 25 BT (REH) OBRFIE, KEIUSCTUToRSR
% HEIFIRAE 51 5,
{RE 50 kg LITOBAITIE, CAR BIHEA THIRLE LT 0.2X
105~5.0 X 10° fl/kg ‘
{KE 50 kg BOBFEITIE, CAREBHATHRE LTO0.1X108
~25X 1088 (FERDT)

(2) 5T HATE O TE AL B 4RI Y LI, FS8 T

et DRI ) L oSEI W B R
WE, FRAICEL, CAR BHAE TMILE LT 0.6 103~6.0 X 108 M@ ({£
FRDT) ZHERERNRES T3,
RYE R 5 %% P RNT 4 AT 7 RS

(B% : REOHREFIT X D AEROBIRICAV D EANZ>WT)
P RS (RETERZ) EOMEXESE, HERUBR
- NEEUINE ¢ MG R T MIRRRERR A 5 Y b o R R
R CAER: B U A~ 7 (BETFHEEL).E UCHE 0k B2 1 H 8 me/ke.
FREE 30 kg SR 1 E] 12 me/kg & AL 5.



2. ﬂinn@ﬁ‘fﬁ VERIHEFF

F N Y T AT (—RA -‘;’-45*/7/1/&21/:1-—-1211/ JJ\'F (ARl & 3) B,
BE AR RO THIIAI  ETHME L F 74 VARY F— & AN TCDIE R
ANZERT 5% A THURZAEME (CAR) AL, #3% - M X E 7o THIR 2 4% s
L. EIRAE ARCEBNERIC L 2RRMRE LT, AR THIRMICRE S
PEAERSHRETHD, : .

FEICEETEA S BCARIE, CDI9% & RINIZHMT 5~ U A H¥scFv, £ FCDS
o b Y YUROMERE N A A ¥, WONTHIIRN S 7 T ARE KA A v THBCD3-L R

© 4-1BBM LA &, CDI9R R L/ Mia4 584 5 & HATHRIZ L -CHEsE, §F -

Al . HERYHINR LT R D O R UMIRR DI - BRI BT 3 S B R RET B, RGO
B ORI & D . CDI9BHE BRI DIEBH A L, MBI % TEM S ¥ D HENE
BT 5 L s,

AGOREI D AMIRT 7 = L— R EAT 5 BERD Y | RabBEGNCITBAN
MDA SRS R B L Uis U 3Tk RbERE T, [LDIE3E:] L nwi) %
115 (REBOBETE AT RSN OFRKS ML E MERES1,000/uLKHE, BE ORIE
X D LD EAEIET B2 LN TE D), EbRAGORFIZL DI A M IA
HEERE (DL, TCRSJ &%) SO EE: T I % 5 WastE 5 2 BIVEA 238
BN BEEMERD B, LERST, 77 = b— s AOTHF, LDILEREDER T, A&

SOHBERR R E%ICIE, BEOHEEL ATV, EENRDLNIHEITIL, &
B USRI U BRI S BB AR OBEMIC LV, BEIE L TICUSIZBL
THENR YT ST RIEE LT O LERD B, |



‘3f%$&ﬁ

e
31 mﬁ&W%ﬁﬁA(mm)@ﬁ%xmﬁﬁﬁmemﬁéﬁ)/n%&ﬁemr‘
/MR AYA OBEFEITETAMED B MIatEa ) 2 SFEkiE R ME (LT, [B-ALLY
LV D) OFKERHZHE 1T - 7 2R BRRBR ORM £77 T,

EIRRFLRISS THEAE (CTL019B2202 k) ' ‘

3 (RZ7 UV —=78) ~21 Bk (B-ALL O#FERZ M) ©0 @ﬁ%’%miﬁwrﬁ@ B-
ALL BF %51, zi:nn@ﬁﬁjﬁ&tﬁf@é%ﬁnﬂ'%’)JF“—‘@}I:S:THEIEI?# LSS 11 #8
RERSENE S &2,

R SUIEEAMED B-ALL %%a LT, ATFOO~BD N Fhhiciiy+ 3 EP«%‘ME
AANGNTE, 28, BEEE (B OO iR #$&+P{%‘3@ébé BE RO
HEIFEDBRED i % BE LRI S i,

@2 EILA LD EREBFEIBD bk, ®H$§ﬁm¢fmﬂaﬁﬁé (ELF, THSCT. &\ 5)
BIEHER U A RIESMR TR HSCT 75 6 7 B L BRI LT3 @FFE HSCT
DFIED TV, DIEBEDLRRIEL DA V& 29 A 7 VBT B CHEMREER LW
L ES SN BWREELE. IIES L AMFE I U CEEOER RS 1 1 2 L%
WHEBETHREBEER LWV EERINDHLEREERE. ©7 4 FF N7 4 THefalk
BtEDBE DRFAITIL, Fui o —FHEHR (TKD RAMXEEE, 2 EEl o
TKI %% THEPNRE SR, '

AEORERCHBXIIMERGFEL, B 50kg M TORSIZIIBERRE (Kol
BIZBWTEIELIR2HE) 20X100~50X10¢ fll/kg GFAFAE RROTSBHE

Sh2ZHE) : 02X106~50X10¢ {f/kg) . AE 50 kg BOBSITIIEEHAE 1.0X108~ -

C25X10ME GFARHE : 0.1X108~25X104@) ZHERIRAKRS T3 L & Shis,
BRI, EENTORBOER LB RET B L2 EHE LT, AROESTEH
O 1 BRIATA ORI B IR 1,000/uL 8% 358, A&BEE50 2 AFE TR
UTOLDLEREERLEE LTITH> Z & L &hi,
(1) FTEDLFEE (LD {LERE)
REAORLE & L TUT OIEEREREZ AV (o2, 7|:nn®&"5rﬁu® 1 @ERLL
PO fLEREAS 1,000/ul LT OJEITHAEE L), LFEREOTT 2 oAMREE
T 2~14 B ORRERIT 72, 7235, BE ORI X BERE Lz,
e TAFSEUY VBT AT (30 mg/m?% 1 B 1E, 54083, ROV 72
RATZ7 IR [@EAHELT) 500mg/m?% 1 B 1\, 52 AE, 7ok
77 I FOREGERJHOTAT ) VBT AT RS L RS T 5, ]

D 303 B TOEEMEBLAN DR, 28, B-ALL BES RS, KAOHIMRUELME SR
+ B ERIABIIE LRI (82205 308 THL, 3~25 &% COREIEAN bhe,
2 BB bARB S FCOMMOTRM FEH) 45 A B0H~105 H) Thot,



Ly RERT 7 L RICE B Grade 4 DHTAERISE OBEN HBJE, Ty 7k
RA77 I REELLIR VAR Lﬂl:%a%?ﬁiﬁﬁ*ri*@&ot%é&i; UTFoueAy
ZFER Ui,
’ /575/(mM@W%IHIE\Hzﬁﬁ&)&UIbf/FUmm@ﬁ%
C1R UL B3 R#HE, = MR RORSEENOV S T v RS L RRIC B
T %.) ' |
(2) ERRSEFLS I RO BHRRIK
- EERHEEE & ENICNCCNA A F T A /2013$E1ﬁ%£%L%:ﬁﬁﬁ»%%‘m{fgﬁ;

U7 S B i T S < B In L AR (ELEM AT, ICRJ &1 ))

XIS MBS EE AT LR TRRAE AT, TCRI &1 )) 2EKLELBEOHSE) O
PRIAEITR A ORERIL, R1DEBY ThHoTz,

#1 é%ﬁfézqufaﬁﬂ@m*%
(i) 7, ElﬂFﬁﬁiﬁﬁﬂ#ﬁ@ﬁ;ﬁJri@ﬂ%ﬁﬂ 201658 H17THT —F by hA7)

W (%)
2RIER

50 45

" CR - 34 (68.0)

. CRi . ' 7 (14.0)

pUS B EER A2 4 (8.0)

RE] - 5 {10.0)

Efif (CR XU CRi) 41
(£EHE [98.9%CT] (%)) (82.0 [64.5,93. 3])

* 1 Clopper-Pearson . !
| éBK\*%%Emiééﬁﬂﬁwﬁﬁﬁﬁ%ﬁwﬁﬁﬂ\%mbbﬁbﬁ&oto

. 2 é%ﬁmoﬁﬁf&ﬁiﬁftﬁé
(qﬂﬂ%irlﬁé ﬁfﬁﬁwﬁw? {BER, 2007E4 A 25 BF—F v b4 7)

Bl (%)
\ _ 2iFEH B A& ASEH

‘ 75 £l ‘ 2 %1
. CR .45 (60.0) I

CRi : 16 (21.3) 1 (50.0)

B IIER 6 (8.0) 1 (50.0)
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o T HI/AEEREE AL B MR Y > 8 (BUF, TTHRLBCL: &\3) | JREEM:RERHEE B Hila
) o806, PMBCL, ANE1E EBV BiE DLBCL B U S—% o b U w\"ﬂmﬁﬂ‘é B,
*1 : de move UTTHEIEHIEHE Y 308 (BITF, TaFL) &4 5)
*) : BRI R 2 ROWE T, ECOG PS A 74 2 OBFIL, Fif. éwﬁ@mﬂ%ﬁ«ﬁﬁar ToEARE
{5 E R T A 3 HSCT W8S T, ﬂﬂ@éf@:g%fﬁ%gm_iﬁA L,-cmzai,%Am:: F—r2RV3ID
I BERIRRICER Shi,

xaumm&&t}ﬁlﬁmiﬁmﬁmi ¥ c019‘ CAR T #iE & LT CDS B T fliR K U CD4 [5iE
T HIBAOE: 5HIE OGS 100X105 8 & 72 5% 5, CD8 Btk T Hifa (50><10‘{[r§l) RS L
CTetkiz CD4 IBME T HDIR (50X 1068) MFERNIRETAZ L Eanik,
AN TORROERS L RS {EETHZ L2 HME LT, MAEL L’ClATfD LD {b3RE%
ﬁu\' LD (BB EORKTMNE 2~7 BRIEELEZRET I L Lk, iz, RLoRER D
WRB T Y b r— A Db OB AR (7Y v VU S eEEER) BPHEERE. 7Y v //ﬁﬂ:._“
FEL, BRAROTAALE (LEHIZD 300 mgm: U FOL 7 BRRT7 7 I FE) 2EHTAIL
LER, LD{LFRECHBA LY TERTETCIRETTAZ &R,
(1) FISLE O LD {k32REs
LI TRAT 72 K300 mgm KT AF T P 30 mgm? 2V b 1B 16, 3 8RRk
WS, $7-, BEORE (BHEEEES) WELTZAFFEVRWREBY 7 rEAT77I R
BEROBRSTONE, 28, 3 BfO LD {LRREERP G2 T 2HEFEMNETR LS
GUEINIFTEVRWEZY 7 v RAT 7 2 FORGEEZRBEGIRSAPESRE,



(2) BCM-001 RBRDEEFR ARG
2UPA VL DWRBEROSH AER MO T Sy LT B HIMEHE NHL B &g L Liz=
R FIRGER R 3OFEPMER L TICRT, T bOaR— NOFMEDET BT (2019
F9RAWBET—FHy bATHD BT 5 EEFHHEE & Shiz Lugano £# (J Clin Oncol 2014;
- 32: 3059-68) WE SN FEEERAOHUEIC LA LENEAOREBIEIR 6 DB Thotz, &
. PG [95%CI) 1Z 58.8% [40.7, 75.4] TH Y., BE 40%IZxt L THREHGIZEE Th- 7‘_0 i,
Ak b3 (BAAN104) OLTHEE [95%CI] 11 70.0% [34.8,93.3] Thol,

#6 Th— MEUIOEETMEE ORE GUIEEERSNE, 2019498 131 —~f~— Fhy kA7)

B

ak— 1 EF N I =

2445 104 - 347

CR 7 (29.2) 5 (50.0) 12 (353)

PR 6 (25.0) _ 2 (20.0) 8 (23.5)

SD 6 (25.0) 0 _ 6 (17.6)

Non-PD* 1 (4.2) 0 L (29
PD : 4 (16.7) 3 (30.0) 7 {20.6)

£%E% (CR+PR) 13 (54.2) _ 7 {70.0) 20 (58.8)
(&ZhllE [95% Cr] ) [32.8, 74.4] [34.8,93.3] [40.7, 75.4]

HillpE® . - - 0.020

a : Clopper-Pearson 5 ‘

T AEAKBEA A 0025, ERECIARTE :

¥ AR T A EOETOFRERE T PET ARMEREXIEREE T, CT 27~ U0 -3 < B AEEN CR, .
PR, SD D&, MSFRERSOWEI L SRATAFRIMA L LT non-PD 2 HE LI, £EHEA ORI T non-
PD ZIBEH L LI,

=

2020468 19 AF— &5y b THARBH A ENEEDBRTRTO LB TH Y | £IELH
& [95%CI] X 63.0% [47.5,768] CTh-ot, £, 2dm—1 3 (AEA 10 f) OL\HELS
[95%CI] i3 70.0% [34.8,93.3] Th-7z,

#7 Td— MEUBOTEIIAE QR QIETEERSUE, 20208565 190 F— ¥ h v A7)

. Fidk
oFR— kL 24— 13 oS
3615 10451 4677
CR 12 {33.3) 5 (50.0) . 17 (37.0)
PR .10 (27.8) ) 2 (20.0) 12 (26.1)
SD . 7 {19.4) - 0 .7 (52)
Non-PD* 1 {28 0 1 (22)
PD - 6 (16.7) ) 3 (30.0) ' 9 (19.6)
. &% (CR+PR) 22 (61.1) 7 {70.0) _ T 29 (63.0)
(&FEPHE [95% CP] ) [43.5,76.9] " [34.8,93.3] [475 76. 8]

a ;' Clopper-Pearson
* 1 N R T RO T OFHEE T PET SFHEREIRER T, CT 27— SOFMIZE-S < &RIIEN CR.

PR, SD OifE, MUIFEEEBLOWER L BHRRBFHREL LT non-PD L HE L, £FHE4 0BT non-
PD ®3EFTEh L Uiz,

S— b 1RO =E— b 3ICB1 SREETI0EHEA ORERRS DL B Y Thot,

#3 HERROFEOMEORE
{BCM-001 Bk —F 1 RF3, WMumEEERESNE, 2020426 8 19 H Fg D v hF7)
DLBCL HGBCL tNHL FL3B £k
. (tFL M%)




304 44 ) 10 44 2% 46 1

2737 CR+PR 17 (56.7) 2 (50.0) 8§ (80.0) 2 (100) 29 (63.0)
A n (%) . . ' .
[95% [374,745] [6.8,93.2] [44.4,97.5] [158,100] [47.5,76.8)
CI] ' :
CR CR 9 (30.0) '2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
El n (%) ‘ . '
[95% [14.7, 49.4] [6.8,93.2] (12.2,73.8] [15.8, 100.0] [23.2,52.5]
el ’ %

a: C]opper-Pearson 73

EI5 HSCT FE@GED 1 1 /% /oiféﬁﬁm&éﬁ%ﬁmﬁfﬁ DT 7’1/ w7 B ﬁ«tﬂﬂﬂ}é NHL
FaBL Licads—F 2 BT 3FELUTIORT, AaF— OFUMOEEFMER & S
#L7- Lugano ¥ (J Clin Oncol 2014; 32: 3059-68) 12353 < MrFEZ RS DHIEIC & 525835

ADOFERIIRIDLERBY Thol. REYHIE [95%CI] 1T 63.0% [42.4, 80.6] THY ., FFATICR
AN BE 50.2% 2% L THEHS I SR EITERD anmsoto Fie, mA—b2 (AARN2
fﬂ) DEZYEE [95%CI] 11 50.0% [1.3,98.7] Th-olz,

#9 =ok— MROTEFHEE OFR RLFRFASWE, FHEMITTRER, 2026038287 -5 v

A
FlEE (%)
. 27 H
CR ‘ s 13 (48.1)
PR , 4 (14.8)
SD 3 (1.1
PD ' ‘ 6 (22.2)
sy - 1 (3.7
s=adEgh (CR) , ) 13
LTS [95% €11 (%) _ 48.1 [28.7,68.1]
#%) (CRXIZPR) ' , ‘ 17
SEHES [95% CI] (%) 63.0 [42.4, 80.6]
A p fiE™ 0.128 -

*J : Clopper-Pearson #=
*2 : HEALER A 0.025, Eﬁfﬁ%@]#% 50.2%ic *H‘éﬂr’ﬁ_lﬁiﬁif

SEhal v Jia 15} Z)ﬁ‘ﬂfﬁaﬁ_%@%;ﬁ]*ﬂ’&@fﬁ%ﬁiﬁ 100 EB D Thoi,

#10 *ﬂ%ﬁzﬁi&‘u@ﬁyﬁim‘fﬁ
(BCM-001 3B =7k — | 2, ST Bl g, ﬁ?ﬂ]&ﬁ@ﬁﬁ@ﬁéﬁm 20224E3 A 2 H F—EHy A7)

'



DLBCL NOS : o

HGBCL FL3B
de novo tFL B
- 18 45l 0 431 8 ] 145 27
EEFEYH (CR) 9 = 3 - L1 13
SEELEHHE (%) 50.0 - 375 ' 100 48.1
[95% CI'] (%) [26.0. 74.0] [8.5,75.5] [2.5,100] [28.7, 68.1]
% (CR XIZPR) 11 — 5 1 . 17
LIRS (%) . 6Ld - 62.3 100 63.0
[95% CI'l (%) [35.7,82.7] o [24.5, 91.5] (2.5, 1001 [42.4, 80.6]

_*: Clopper-Pearson &

3.3. M E I HERER (017006 %t!ﬁ)
Ty %A 2 U REEHIE T CD20 EREE S oWl ENERR 0L SRR} uﬁﬁf-’*lﬁémiﬁ% LiH
F HSCT JEHEIGDT 7 Ly o7 B fllgt NHL BE /&L, RROFDERCREEEZRITS
DI ERIERFE (LUF, 1017006 3Bk 2\ 5) MREM &N, TRBIREHE - Rl
HERILODLEBY Thod, :

= 11 ERER - ls%%ﬁffﬁ

<IBPHEHE >

«  WHO 2¥3H (2016 E) {Blood 2016; 127: 2375-90) (=H#-3%, #ﬁﬁz%é@mﬁk R/ B OIS o (FRTAE i
@ B ANHYE NHL & 82l S h. /- 8,
» . DLBCLNOS (denove X! tFL)
>  DLBCL OE#E% R MYCIETNT BCL2 & BCLG@ﬁﬁﬁ:—ﬁmﬁﬁimzﬁﬁ 3 HGBCL
» FL3B

e TrrI3yasY /a%iﬂzw,l V¥ (LD CD20 BHE) 2T 1 LU R L OLSRRRES S
A,

= ECOGPSM01bh2DRE,

+ BAZEHSCTEELOHE,

< [igAh BT > :

= R CDIYAZERIE R BT RE,

ABDAERCHEXIIERFER. HLCD19 CAR THllE L LT CDS B T #118 % U CD4 [BM:
T MR OFRSHIEHO ST 100X 105@ L7225 K5, CD8 G T #lE (50X108f8) Z#HIRES L
721 CD4 [BHE T HERE (S0X1064H). 2FFIRNBET B Z & L anT,

HEEATORBOEF LWL EETAIZLZEME LT, BILEL LTUUTO LD {bitEs
1TV, LD {EEREOBRT D 2~7 ARICESEFRETH L L &N, Fh, RGEOEEBR

RS o b r— VO OFRPABR (T v P JEERE) BFEsShz, 7Y v PPk
%JJ‘E&‘:F‘.I EAEOH A A (1 B0 300 mg/m? LT YIORAT IS RERTHIL
LEn., LD{ERkoMER L0 TARTECINET T L &N, :

(1) BIALED LD (L3

VIEFBRATTIR 300-mgfm2&zﬁ_7/v5f3 EY 30 mgm? 2V ihb 1R 1E, 3 HELARHIR
HiEE, £/, BEORE (BHMERES) R LTIAFSEYRWIREY 7 aRAT7 73 RO
RERORERTOhE, &8, 3 HFﬁfD LD{I:%JE&%JJUPM&%&M5ﬁ$$§z7ba§§ﬁw_fﬁ»
BRIV I ECRWIIY I vk AT7 7 3 RS _aa,é'?ﬁﬁ'd‘é ERTERE,

(2) 017006 TR D FEEERERT

10



FRBROF D EEFME R & iz Lugano £ (J Clin Oncol 2014; 32: 3059-68) 12 #-3<
MTEHEREOUEIC L Z2LTPEEOHRIZNROLBY Thot, 2FPEE [95%c1] I
80.3% [68.2,89.4] 'C% D Eﬁﬂa 50.2% i3 L THEEF EI‘J ?ﬁ BThott,

512 LTOHIPRE DR (ATEEERSUE, AIARITHQER, 02EOR 240 F— sy W)

3 (%)
: 61 471
CR ’ 33 (54.1) 7
PR : 16 (26.2) ‘
sD . 3 (49)
PD - S 8 (13.0)
FEMENT . i - .1 (16)
sy (CR) 33 .
SERENEE [95% C1r'] (%) 54.1 [40.8, 66.9]
%% (CRXIXPR) _ 49
LS [95% 1] (%) 80.3 [68.2,89.4]
H Al p 5" <0,0001

*1 : Clopper-Pearson
RHE EOACHEF 0025, BHETESIEIA S0.2% 2 B ER TR

017006 %ﬁ:ﬁﬁt:a‘d I 2GRN OFYESORBEIIR 130 LBV Thol,

, F13 AR oF oK R
(017006 A5k, MM FHERSWE, AOMATIEER, 2021E98 485 —F v b A7)

DLBCL NOS .
e novo L HGBCL FL3B &xfk
334 9 B ©184 14 . 61 ~
TEEY (CR) 20 5 7 1 33
szd-gmhble (1) ~ 606 55,6 389 100 . 54.1
[95% CI'] (%) [42.1,77.1] [21.2, 86.3] [17.3,64.3] (2.5, 100] [40.8, 66.9]
£ (CRXIPR) . 28 7 , 13 I 49
£FEHHE (%) - 848 718 722 100 . 803
[95% CI'] (%) [68.1,94.9]  [40.0,97.2] [46.5, 90.3] (2.5, 100] [68.2, 89.4]
* : Clopper-Pearson & : ‘
34,  EIpRdLE S MAERE (JCARO17-BCM-003 3858)  (BCM-003 %)

T T 7 U o RIBRIR U CD20 EAE & ST MEIIAFR O/L SRR I B SUE 1270 A B
WERELCEE BSCT BIS DT 7 vy 7 B #ifalk NHL 8820 5ic, Ak & HHEGROGIME
ROREEREETE 2L 2 AL LIcHERRERALHERE (T, TBCM-003 REY L1 5)

DM ST, TANRRELE - RAEERR MOLRBY THoTs,

T 14 EREP - R

11



< RIUELHE > . .
*  WHO 74 (2016 ££) (Blood 2016; 127: 2375-90) IZH-3%, BHAMFAIREIC L 9 DU F O3 o
" B MME NHL & 3B S aE,
¥ DLBCLNOS {denovo X | tiNHL) .
>  DLBCL OfERRT MYCHE NS BCL2 R I BCL60)T3:T?J>—2'F®@F T-EBE4 75 HGBCL
> PMBCL s
> THRLBCL
» FL3B . _
e CD20 BERIEERUT 7~b‘/r 7 ) UrREAEED 1 VYA OESEEENH Y. MR (PD, SD. PR
X3 CRERGE 3 A HEORACES) TR LE (—WKREFIC LY CR#ME 3 7 AU EREE, > 120
ALMNOESR) BHF,
« ECOGPSH0OXt1 @Fﬁ%‘a
<Bh s>
«  BEF HSCTHFHEEORE,
o BEICRET RS XL CDI19EREE ST I B,
o JHEMERY DLRCL, Epstein-Barr virus [t DLBCL, /S—% » | DS, X CLLAF LS /Y o83k
MY P AEN S OEHERE T BB,

AEL D BER CHRLHEAF L. 5 CD19 CAR T HIlE L LT CD8 IBi%: T 41l U CD4 &
T ARRORSHIBDEFHA 100X 106{1@ LB X5, COSIGME T il (50X 108 () Z#fIRES L
2RI CDA IR T AR (SOXI0SE) ZFRNIRET 5 L L Ehi,

EENTORMOEF L2 EET I L H#HNE LT, AMLE L LTLUTO LD {L35ES
1TV, LD {EEEEDRT IS 2~7 BRICKREZERETAZ L L AN, 7. ARSI E
IR 2 b e DD OTH AR (7Y v P FERERE) BERENE, 7Y v PPk
2RET, EAROTMBAK (R-DHAPY | R-ICE? X/iR-GDPY ) 2#f4 32 L &h, LD{L
EREORBAE LY 7TARMETIIET TR & L &aNniz, _

- REERTOEOMBERCREIIMERAEEIL, EEALE 1 PEL Y., BBRREEMOHEIZL Y,
HBLSEFE (R-DHAP, R-ICE XiZ R-GDP) DWW gk 3 44 2 445 (141 74 3 'E)
ai. TOMITHZK HSCT AORMIEMBFHRER Shiz, SUBLRHRE 3 ¥4 7 V%I
PIERW B HEERF 1213 % HSCT SRR BLSERE) 2EHT 3 L &hi,

(1) FHLED LD (L35

. YZRERAT 73 F 300 mgm? RUTAS T EY 30 mg/m? EVWIThb 1B 1E, 3 A BLASEER

PR E, E7-, BEOWRE (BRIEBESS) KELTIAFIELVRWIEYZ7uRRA 773 Ko
REROBEMTONE, 28, 3 AMO LD LEFREIE PG L2 T 2 G EESRNRE LS
BTN FFTECRIREY 7 aRRA 77 3 FOREELZHE IR ENTIEShi,

(2) BCM-003 BB OB AR

AT O R, FEMEHE T%H5 Lugano KX (J Clin Oncol 2014; 32: 3059-68) (=5 < ¥
VHEEERRHEI L DA~ MEFENH (BEAEE»LERZMbRVIET., PD. EESHL

% 93 ¥ TIZ CR/PR ZRIER T HPIEORSIC K B H RAEBEORBIZ ST, wPFnhs
BONCHERR S - B ECoOHIE., IR, [EFSI &W)) OfERKET Kaplan-Meier th#tiz, R15Kk
CH1DERY) THY , HHIGHIEHIT AT DARMEOEBMESIRIE S (50 p 1E<0.0001, BHI
Cox LBl — REFA) , £l ARAN (FEBE S f, SRR 4 ) O < MR

D yvse73mgmEH I BRI, FEVASY L 0mg 25 1~4 BEIT, ¥¥ T €Y 2,000mgm?1 A 2 [H
FHEIAHID, YRTIF 0 mgm? 2 1 8 FIC TR ERERNE S '

D YU 3B mgmt 2B 1 RAIS, ARRATy I F5000 mgmi a2 AHIK, = FEY K 100 meim? 455 1
~3 BHIC, HARTTF L RERR TR S (RAFAEOmg %52 A B ENEHBIRARS.,

P Yy o7 IBmgm? EHELHEIC, FEIRASS L 40mg RS I~4 ABIC, FALF EL 1,000 mg/m? 2 1
BRUSS ARIC, YAYFF 75 mgm? 255 1 B B ZhERgiRmgs,

12



(spofefl [95% CI] ) i3, ﬁ:unﬁ%"c 4.2 [14 NE] :’JH

ERERFNT 8.6 [27, NE]l DA Tho

7‘:—«:
i% 15 iﬁ.ﬂiﬁﬁlﬁﬁ DifE R (muiﬁéﬁ*‘*wﬁ BT R, 22143 AT —FH v bA7)

Afn i AR

02 5] 92 4

EFS A~ k(%) 35 (38.0) 63 (68.5)

T (%) 2 (2.2) 2 (2.2)
D (%) 26 (28.3) 39 (424)

EVEA L 918 S CIC CR/PR k1R (%) 4 (4.3) 17 (18.5)

HEHEORREIC & AE R ERIEORE (%) 3 (3.3) 5 (5.4)
» sadefii [95%CI] (W A) ~10.1 (6.1, NE] 2.3 [2.2,43]

=K [95%CT]
Frffl piEti?

0.349 [0.229, 0.530]
<{.0001

1 FIEIEROERDRE (PD,

SD. PR XiE CR MH& 30 ARERTICER, CREME 3V RAEE

o B AU sAAIPl (0 i 1, 2 Xt 3) ZRERIATF L L7=fa3 Cox [l ~P— REF A

[ R N

*2 1 ATROKHER ] 0.012, '*Ffﬁiﬂfl’sﬂﬂn_;"ab‘éfﬁﬁi&ﬁ'(f)%ﬁ&@%ﬁ%ﬁ&t 1. "C O'Brien-Fleming H! D

i

o ML MED AV B, AEAEOTH T 1 B A OFTMEC RN TO e OMAPFZE S

10~
09 -
08-
07
06+
© 05
0.4-
03

0.2

Proportion of Subjects Without an Event

01

0.0
' 6 7

T, i ¥ i 1 T T I T R H I

8 9 10 1 1213141516171819

. Time (months) from Randomization .

EIELHSEE 92z 83 S6 35 32 23 7 1B :
8 85 66 52 4 3/ F B/ M W 1V 8 ¥ 7 & 6 a4 0

*nnﬁ ‘92

% 12 11 W 6 4 4 4 4 2 2 0

E1 BCM-003RLAIC 551 A EFSOKaplan-Meier i (EMEMHTR AT, 20214F3A8AF—F By b4T)

£, PFS ORREU Kaplan-Meier Bifi%, £HENK 16 KUE 20 LB Tholk,

13



K16 PFS ORI (BCMAO03 R, MUBEFREWE, AHLITHLUD, 202143 7 SHF—F Ny ko

)
by bk
‘ 92 {1 92 {5l
M TINES (%) 28 (304) 43 (46.7)
il [95%CI] (1 8) 14.8 (6.6, NE] 5.7 [3.9,9.4]
~H— K [95%CI] * " 0.406 [0.250,0.659]

* ;. PIEEHOEREE (PD, SD, PR XX CRIERE 3 7 AFKBIN-BHR, CRERE
37 ARBLMHCER) RUSsAATPT (0 Xit1, 2RiZ3) EAEF L LR Cox
AP — REF LT E D%Zﬁ:i ‘

g .\
£
5
§ . .
i e i s
§ RoLEE
5
g " | R
0.1 -
00 - : -

T 7 ¥ T 1 | T T y ¥ i i

[} ) 3 13
012'-3-455?8910111213141516171319
Time (months) frorm Randomization’

ﬂ%;%ﬁims*e&wnﬁﬂ 16 12 1N % 6 4 4 & 4 T 2z 0
BE w2 B¢ W 88 &8 W I B ¥ m o® oW 4 ¢ 7T & & 4 0

X2 BCM-003 B2 I51T B PFS O Kaplan-Meier tif (4 MARN X246, 202183 A SEF—# h v bt
7)

OSIZoWT, 20213 B 8 AF— 44 v b A 7R EDORELERU Kaplan-Meier %X, #H2h
z’&n&miﬂw)kion“mmm '

14



#17 0S @ftﬂ'i (BCM-003 35, %%’ﬂﬁ!ﬁﬁﬁ&%ﬁi 2EIAEATFT—FHy bAT)

A TR
‘ 92 47 ) 92 {71
T (%) : 13 (14.1) 24 (26.1)
tharfli [95%Cr] (hA) NE [15.8, NE] . 164 [11.0,NE]
- R [95%CI] * 0.509 [0.258, 1.004)

+ . FEHEFROBIEIE (PD. SD. PR Xl CR R 35 ARBANCEER, CRIERE
3% FEMIC ) RUOSsAAIPT (0X1X1, 21 3) %Jﬁﬁu% & LF=fgal Cox
el e REF AT & B

1.0
0.9 -
o8-
0.7
06

0.5

0.4

Proportion Surviving

Y

03 -

02

0.1+

0.0

t 1 I f i T T i I 3 { H T i 1

¥ [ 1 [ I 13 ¥
P 1 2 3 4 S 6 7 8.9 1011 12 13 14 1516 17 18 19 20 2
Time (months) from Randomization

A 92 o1 B 8 72 59 48 40 37 33 2B 24 W 1976 16 12 -5 4 1.1 0
REEE OS2 91 %1 &7 5 6 5042 M 3 B 3 2 W 7B R T 2 10
"E 3 BCM-003 RERICHS 1T 5 OS @ Kaplan-Meier th# (HEMEARITXISEE. 202143 R 8 HF —F Ay bA7)

BCM-003 BRI 3547 BIAMEBI OB MMEORRIER BOLBY Thok,

15




# 18 AR OFBEDER.

(BCM-003 75k, ZLEE&-E%E%%E AZHEART &%Eﬂ W EIABET—F By bFT)

DPLBCL NOS
, de novo tiNHL - HGBCL
L 2 ER AR N EBEFAIREE AR FEVRTRERRE
53 47 49 # 74 8 #il 22 21 4
EFS 22 b (%) 19 {35.8) 30 (61.2) 2 (28.6) 6 (75.0) 14 (63.6) 19 (90.5)
TR .[;f;%a] 95 taL,NE] a1 [22,81]  NE [L9,NE] 21 [12,NE] 44 [41,117] 2.2 (0,3.9]
2T (CR) 37 4 5 3 12 © 5
SRS (04) 69.8 49.0 71.4 37.5 54.5 238
[95% CI"] (%) [55.7, 81.7] [34.4,63.7] -[29.0,96.3] (8.5, 75.5] (32.2, 75.6] [8.2,47.2]
#% (CRXIZPR) 45 27 6 3 18 8
LIHIE (%) 84.9 . 55.1 85.7 37.5 31.8 38.1
[95% CI'] (%) [72.4,93.3] [40.2, 69.3] [42.1,99.6] [8.5,75.5] - [59.7, 94.8] [18.1, 61.6]
' . PMBCL THRLBCL " FL3B
AR PEnETEREE b LS EHEHR R ARG PRHETR AR
‘ 84 10 451 1 45 ! 44 14 - . 0 1]
EFS 22 (%) | 0 7- (70.0) 0 1 (25.0) 0 -
FRRAL [?;A'Cﬂ (% NE [NE, NE] 2.2 [1.0,NE] NE [NE, NE] NE [2.3,NE] NE [NE, NE] -
2R (CR) 6 ' 1 0 . 3 1 o
SERRYEE (%) 75.0 10.0 0 o, 750 100 -
[95% CI'] (%) [34.9,96.8] [0.3,44.5] (0.0, 97.51 [19.4,99.4] (2.5, 100]
&3 (CRXIZPR) 8 3 1 3 1 -
£IEHUE (%) 100 .30.0 100 75.0 100 -
[95% CI'] (%) [63.1, 100] [6.7,65.2] . (2.5, 100] [19.4,99.4] [2.5, 100]

* : Clopper-Pearson {5
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Tf@%l
3.5, SN TAREER (017001 BRER)

DLBCL =3F— M ZRBWTHARBEE IR 209 £ i2BN T, ﬁﬁﬁﬁmzmﬁ @n%):%w.
L., AMERIE 2014 (74.7%) @D bhi F—FHy 478 mwﬁmﬂ1za) &1
— FORBEES) 5% LORERIIR 19D L EBY ’C'Eiboﬁ.o

£19 25 L— FOREBEGH 5% EOBIER (017001 RE, F—F 4 v bF7 A : 2019428 A.12 )
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.+ ECOG Performance Status'is 3~4 Df# (ECOG Performance Status 73 2 DAHIZDU

Tit, ZOMOBKRRESEZZE L, KEOTUEEHETTDHI &)

(3% 25) KHIBAE B4R U < EOMMSE (WHO SHESITEN

Diffuse large B-cell lymphoma, NO§ (DLBCL - #4574

Other lymphomas of large B cells (ORI B #la U o/ 3[E)

+ " Tcell/histiocyte-rich large B-cell lymphoma (T #RE/AR4EERE 2 M CASARM B #IRG U o /<pE)

+ ' Primary diffuse large B-cell lymphoma of the CNS (R ¥ E#HEF: DLBCL)

s Primary cutaneous diffuse large B-cell lymphoma, leg type (¥ DLBCL - TR

+ EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus 5% DLBCL - 3545 55)
I " Diffuse large B-cell lymphoma associated with chronic inflammation (1% Z54E|Z{# 5 DLBCL)
«  Lymphomatoid granulomatosis { U >/ JERPISEIEEE)

e Large B-cell lymphoma with JRF4 rearrangement {IRF4HEFEZ {4 5 KHMIRRT B ffa Y o /<)

«  Primary mediastinal (thymic) large B-cell lymphoma (FEEM:SHRMRAHIIAT B #lfa U > 2<0E)
*  Intravascular large B-cell lymphoma (M8 PIRHNIREL B ARIZ Y > /<fE)

¢ ALK-positive large B-cell lymphoma (ALK Bi5 AR B Mila U o)

*  Plasmablastic lymphoma (ZEIZFEERHE Y 22 ¥E)

»  HHAVE-positive diffuse large B-cell lymphoma {HHVS W+ DLBCL - Q‘Fﬁ:ﬁ’;ﬂ)

«  Primary eﬂ'usmn lymphema (g5 flieig U v 4EB) _ !

High-grade B-cell lymphoma (EEfEALEE B ARFA Y > 3[E) -

< High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYCE LT BCL2
& BCL6 DfiJ5r—5 DR 5 FMELE B MR Y >/ @)y

+  High-grade B-cell lymphoma, NOS (FBEAEAE B #I U L ¥ - Jege AN

B-cell lymphoma, unclassifiable (B HIH2 Y > /308 « S35ETHE)
. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and

classic Hodgkin lymphoma (CVE AAkXHIAE! B Y 2SI & i lpR 225 0 U LS JBO 1 AT

BEPED BHIEY Y/ 3E - SHERAHER)
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