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1. 1L C®IZ

FAEERSER OAME - ZEMEOHEOT-OITIE, RN SCEZICE SO IZEIEARFHAARD 5
N5, X5, IEORZEIT ORI L0 HFHH 72 Bl /e RS 2 R 9 14 RS 5L 03 KGR
NAHPFT, 2o OBFAERRENLZ EICVNER B ICRIET A2 Z ENEBEORE L 2> TEY
FRAMEGEE & O FA ST #2016 (AL 28 45 6 H 2 HBFEIE) (SR TH BEHIE 3G i
Ao HEELZX S Z L L ShTna,

BHERM R 2 R T AERSRLT, REEASL ST e 7 7 A VBRBEGFEOERLE LWL
MZERDZERDH D, 20D, HMEROZE2EICET 2 EmN+oEET 52 ToM. %
HARBREMLOREZMZIT D ENPFI N BEICK L THERT S & & bic, BERNE
BUTZBIC BB IGE & D 2 ENATRER — T ED B 25T EREE AT 2 Z LN EETH
Do

LERST, KA RTA 0 TiE, BB ZNE TICE LN TV D ESREZH « By R
[CES &, DT OFAERSROKME A2 HEET 2880 b LR, E2 RO ES
H % RT,

B AITA KT A 3, WNATBHE N ER BRSO, — AN A AR MR 7=,
—RFEFE A AARHEI « AERATERR . —AREEEITE AN ARSI - SRR, BRI R
RIEFRIE TR, —AEHEN A ARB S FHIRIER TR AAEEN AARRRERG =, — ki
ENBARFHEFSOWM IO b AR LT,

KI5 L7 B A RS,
TRy plbHE (L AT TR B ra—t))

KPR & 72 DINRE. BhFLUTMERE

BRI EEO LB ERE, 72770, U TFToWnWdhbimzdTHaIciR 5,

e BCMAHURZEEN & Uiz A 7 HURZ AR T MRS R L O TR A 220

o GUEIRENEE, T uT T Y — AMEAILOPL CD38 £/ 7 un—F bR ST 2
VL EORHEEEZA L, o, ELORHAERICK U CORBEITARED &7 UTTRE
HBIZHERE L

*f G & 70 B R OV B ST 5
<EF#BETOHEMERT 7z L— X ~8ERBE~DHE>
1. AmMk7 7 L—oR

FIMERT 7 = L— A2 k0 FEBYE R M EEZER 2 50T 5,
2. 0MR7 7z L— I XEYMDELE

R LZAMEKRTY 7= L—3 REM A, 2~8CITRE SN IRA TSI L TAM
RLE R~ T D,

<EEMETOZANh~EE>
. RAMDZERVREF

B LR CARM A Z M L, BT E CIRIEEHESMAT (—130°CLLT) THFEIRAT
T 5,




4. B ERIORINE

MEIRAZEIC L BEOREZ#ERE L, KLEED 5 HEINDLLTF OV VU RERERE LS
e

YR AT 7 IR (BkPHE) L LT 300mg/m?%& 1 H 1A 3 HELSHEEER 7L
A7) R AT E LT 30mgm2 & 1 A 18l 3 ARLEHESET S, ks, BEO
IRAE (BHEREREES) [k vl ERET D,

5. KmDRE

WEERNCAN Z M5, BH. AT, CARFBEHE THE LT, AEZDTH
FERE 54 450X 100l %, 10mL/5y % 8 2 72O CHARIFRIRNI 595, 7238, CAR 3§
BT A e LT 280X 10°~540 X 10° fH O PH CTHETE 5, RLOFRGII LN

&o

(RELDOET X 2 REH OIRRIZHW 5 FEANZSU0)

Fo ) X~7 (B z) EORBEIZE, HIELOHE

PHEES TSN « BEVERE BRI IZLE S A N A v IE Rt

FELROHE @%, U X~7 (B Ff#fiz) & U CRE30kg L EIE 1R 8mg/kg, A 30kg
AiiiiE 18] 12mg/kg % SfEERHET 5,



2. AREL DR, 1F KR

TRy T (WL AT H TR e ra—k . LIF TR o) 1d, BER
RIMEsED TRz, SBETHBEL L F A VAR Z—%FNTE N B ARG (BCMA)
ZEiT D CAR A A LEEE - B S & TR, EIEN & [RERICIRBIIERNC X D 16W a0 R % HIFE
L, FIRNICER G SN D BARFERECTH D,

AT FEASNT CAR IZ, it F BCMA ~ 7 AHUAH RO FIE 7 Z 7 A, B b
CD8o b > VK OVEEE I K A A AP ONT 4-1BB KUY CD3¢ DFMAEN > 7 MRz R A A > TR S h
%, AEhA BCMA & 384 DI 278592 & A T M U CiRtib, 895, MiaEE
BOTT 7 X —REREOES A L5, ZAODOEMIZE Y., BCMA B D REE 26 USRS A
ZHIR S DR WIRF S D,

R OBREEIZ S, AMERT 7 = L—3 A RN CAR T HifnnA % %A X 25 HAT 3 HfEE
e TU U RERBR L FIRE (LLF, TLD ABRE & )) 275 MERSH S, LD ALFPRIEKT
3HBICARAERE TS, S6I12, KEOFEGIZE VYA M A UHERRE (LLF, TCRS) W
7)) HEORERERECICELAREENSS 2EIEANRO LNLAREERH D, LizRh->T, 77= b
— Y ADOE[EF, LD ALFEIEOERT, RhO&FKHH R OE 5%, BEOBEZ H3I21T0,
FENRD SN HEAICIE, BELEZERIOS U-EMAR 8 S RRAFOEMIC LY, KB
I U CICU FHICB W TERN R 2 E M2 G e UE 217 5 WERH D,



3. PN R
FESE SUTHETAPED S R BEIE (MM) /& ZRIFC 3T L 7= 5 A B PRk 0 i % 73,

[ 2h]
3.1. [E BRI [E 55 T AAEER  (BB2121-MM-001 #45%)

FFEATEE D MM BB &2 5P, RMOFIER L2 okst a2 B L Li-IEEmIExf
[EIRS I [R5 I ARRRBR (LLF, FManﬁﬁJ)#%MéﬂtoiﬁEﬁ BRAMEEIIER 1D ERBY
T%Of\—o

F 1 ErR - RO

< FRPRJLYE >
o UUTORNEHEELEAHT 5 HEREITHABED MM B3,
> MMICHTBHEITAEREZ 3 LY AU EZT T D GEAR TS MR K ORI E O A 1% 2 [
bPF1LLIoAET35)
> HBHLTAVOIEEYA 7L, EBIBEDEN PD Tl iuX, i 2 4 7Ll EZ T iR
TRBIRN,
> SEFREISE., a7 T Y — AMEAL O CD38 HURIC L 2 RAEEA G T D,
> EILORHREICK U CHEEAME (R SUIIE#R 60 B LINIZ PD #ERR
. IFOREED LI &Y 1 DICAEHT HHERERELE AT 5 HEE,
> IMiEM &7 1.0 g/dL LA
>  JREMZ 7 200mg24h Ll E
> I FLC 7 v &AW T, FLC L8 10 mg/dL (100 mg/L) LA ETH V| IfiE FLC HhsRAS R
ECOG PS 78 0 Xi% 1 o,
<%%%E>
WEMBAIMG, VLT AR —A <z a7 v ifE,. POEMS EGER T RBICEKRET I 0
A4 R= R &H/T 2 UIEEROH 5 B3,
o [RIFEE MENHIIERAE . 23 AR T DI IR, DAICKTT DMIAMEE (H BB K OV E ZE AR fEhH
JaBMEiXbR<, ) XiX BCMA Z1ZH & L7={RROERRED H 5 BE,
o HURARRER (CNS) ([EHNERE AT 25 B,
o FEIEAQICE R TR R (CNS) EROBERE SUIBUR 289 5 i,

A D FVE K O B SO A 51, AMEL N =24 — b CTliddt BCMA CAR T i LC 150X 10°
. 300X 106 {H X% 450X 106 fHY Z HiEHE L L CHBEIFIRN& G T2 &7, BARAaR
— FCIXAHIT 450X 1058 %2 BAE & & L CHEFFIRNESGT5 2 & & &anl-,

F72. RN TORSEOAE R OBEE AT 25 2 &2 BRIC, BiLE L LTELFO LD L5
EEITV, LDALSIREDOK TS 3 HRICRM 2R 5T 2L L&z, £, RiLoRGE /™ b
IR ha— L DO OFEBIIEGERE (7 v P TRE) DRI, TV v TEE
1T LDALSRIEOBGE L Y 14 HRITE CIZR T2 & & aniz,

(1) BTLE D LD bFs

D gm0 FIRE LT, 450X 105H0 +20%DEFN TH 5 540 X 106 £ THZAHIE & -,

5



I BARAT 7 I R300mgm KRNI AL T EL30mgm A WVTG 1 1AL 3 HRE AR
b, F7-. BEORE (BHEEES) USU T AL T ErORGEORENMTDNT,

(2) MM-001 7Bk D & PR &

AFER O FFEEAMIE B 1L IMWG E: % (Lancet Oncol 2016; 17: €328-46) (Z3:-5< IRCHIZEIZ L 5D PR
PLEoZEhElE (LT, TaEhEe) ) &S, AMoFMmIAEA = R— FofERE T L L
TEHMET 23 & Sz, FEFHMEEB ICOWTOAEA R — FOFEE (2019 4£ 10 H 16 HF—
ATy hAT) IFERK2DEEY THY, 2E9EFIG [95%CH (%) 1X73.4 [65.8,81.1] ThHV ., #
il 50%2 (2%t L CRGHICE B CTh - 7=,

# 2 IMWG BEYEIZIE S IR BIRERNE (IRCHIE, ARMEMATRER, 20194E10 H 16 AT —X 1 v N4 7)
B% (%)
SAEAN =R — B

150X 106 300X 10508 450 10°{ izgillgf;@
4451 70 {5 54 15 128 f
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 (25.7) 10 (18.5) 28 (21.9)
MR 0 2 (2.9) 0 2 (1.6)
SD 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2)
PD 1 (25.0) 6 (8.6) 1 (1.9) 8 (6.3)
NE 0 0 2 (3.7) 2 (1.6)
Z%h (sCR. CR. VGPR XI% PR) 2 48 44 94
N 50.0 68.6 81.5 73.4
ég’f’ﬁﬁ?\ ) [6.8,93.2] [56.4, [68.6, [65.8, 81.1]
[95% CI"'] (%) 79.17 90.7]
pfiE (i) 2 <0.0001

*1: FMELAN (150X 100~450 X 10°f&) 1% Wald i%, # DOfilE Clopper-Pearson
*2 L A EKHIESTA 2.5%, B 50%2% U CIERLE LA F e — 1R ZIERE

F7-. BARANaR— FOFEREEZETLARRBRD 20204 12 A 21 BF—Z H v s A 7E S OHFL D
MRIZIEIDEBYTHY, HARAIR— MIBITDE2FIEE [95%CL (%) 1% 88.9 [51.8,99.7]
ThoT,

# 3 IMWG BEHEIC LS g BIAESE (IRCHIE, AZMEMATHRER, 202012 H 21 7 —% 1 v b4 7)

B (%)
HARAN PANEEDN
e e R
150 X 106~
450 X 10° {& 150 X 108 & 300 X 108 & 450 X 10° {&
450 X 105 137 4l
9 fi] 4 431 70 {5 54 {3 128 {61
sCR 5 (55.6) 1 (25.0) 19 (27.1) 21 (38.9) 41 (32.0) 46 (33.6)
CR 0 0 1 (1.4) 0 1 (0.8) 1 (0.7)

D REH (REDEISD 50%AT) X, RERE, T uT T Y —AHERE ST 3 S LORTEEEEY T S
AFHEME L O T 07 7 Y — LR FEA O WANIRGUE O B TERME D MM BFIZBIT 54 7Y AT D
LINENEG N 29~36% TH >7- (Haematologica 2015; 100: 1327-33, Blood 2014; 123: 1826-32, Lancet Oncol 2013;
14:1055-66) = LN HEREINT,



B (%)

AAN FANESPN
e I S h AL
450X 10ME 15010508 300X 10648 450 106{# 150>10°~
450X 10 {& 137 31
9 {5 4 431 70 15l 54 15 128 {61
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 (2.9) 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 0 1 (25.0) 6 (8.6) 2 (3.7) 9 (7.0) 9 (6.6)
NE 0 0 0 1 (1.9) 1 (0.8) 1 (0.7)
Z2%h (sCR, CR, VGPR X|Z PR) 8 2 48 44 94 102
N . 88.9 50.0 68.6 81.5 734 74.5
ﬁiif;?ffﬂfﬁ &;ﬁ% [51.8, [6.8,93.2] [56.4, [68.6, [65.8, 81.1] [67.1,
’ 0 99.7] 79.1] 90.7] 81.8]

* o AMEAN (150X 109~450 X 10%f[) K V&AL Wald ik, & OfthiE Clopper-Pearson %

3.2. WA T FHRER (CRB-401 7U5%)

R ATEHEYED MM B 2 XIRIC, REOFINER L 2MEORG A2 B & LI FEEMIEIR
@%%Iﬁﬁﬁ(uT\fammn%ﬁj))ﬂ%ﬁéﬂtoammnﬁﬁiﬂ~hA(%iﬁ%
%)&Uﬂbi(%%%k%)@20@kafﬁﬁén\NﬂbAfummm%ﬁ@%%ﬁT
% MM BF TORGOKIME (MTD) KO DAERBROHESEHE (RP2D) Z#RET HZ &,

— R B TliI/S— K A TIRE LT RP2D TOLEMEHERT LI L2 FEHANE Lz, E/RER - ﬁ
SIERETR 4D LB THhoTo,

K4 ElER - BROMLYE

< FRPRJLYE>
o UTFOWTNOORHEREZ AT 5 B3 UTHHAMED MM B3,
> S— b A REREHEEOT T T Y —AHEAE G 3 LU A LU LORNRREE AT S, TAE
HEFE L O T v T 7 Y — AEER OW I LA (25 O3RFNC L I8 XIXis#E#% 60 H
LINIZ PD)
> N*ﬁB:%E%%% TFuF TV —AAERIRONT T AT ARISEEESE L, BT ORTEE
2% L C R
. ungﬁmm&<&% DIZEET S, WEFRRREEZHET 2B,
>  IMiEMZ 327 05g/dL L L
> REMHF 7 200mg/24h Ll E
> i FLC 7 v A28V T, FLC LU 10 mg/dL (100 mg/L) BLETH V| i FLC EhsRAs B
. ﬂ%iﬁx&”“m@@i#mwﬁﬂ#@fwv)/IEA774/@@mm ZEIT % BCMA SHEIS 3L

BET 5 BE,
> A~hA:MMA%ﬁ%éw%uL
> /X—FB

v adR— k1 : BCMA EHEIE 50%ATH
v adR— 2 : BCMA EHEIE 50%0L
v ak— 1k 3:BCMA BBEEITRDIHERL
e ECOGPS 2770 Xit1DHEE,
<BRAMFEHE>
o EEMIA MK UIBEANCERR T I 0 R—=V 2265 IEREO & 5 B,
o [AIREE M AR SUE DS AN B s IR D FEHEREO & 5 B,




o ERRMICERZ DR (ONS) FEHROBEFEIBUR AT 5 BE2 |
*1 o JRBREMFEELETE SOV T, SS—=hFrB®adk—h 1 X2 O BCMA BHREISITROIBAENEFE X
U, BCMA OFRTHEZ AR E LT 25 arm— F 3EME N7z, 2B, LEIOR TIEas— 1 X212 BCMA
FBLEIS 50%LL LK N 50% A O BE K 10 flaflirAns Z L& InTuni,
*2  IRBRSEHEF I ELGETH 4.1 U BV T, MM-001 BRERIZ & ot CRRAMEEN LT I iz, LAl Crk s
BRDFEROMEREZAT 2 HE IR ST R o T2,

A O FER OB I A J7EX. 28— A TP BCMA CAR T fifa & LT 50X 10f&, 150
X 100 1E ., 450X 105 E 3 1% 800 X 1061 2 HAZ & & L CHMIFFIRNEET 22 L &hi-, /S— B
Tl 3— h A THIRIES7- RP2D THh 55T BCMA CAR THEME LT 150X 106 {# 1% 450 X 106 %
BAEHEE L CHEIFFIRNE ST 5 2 & L&, EEORGEIIHESNTZBEHED £20%F
THEINT,

T2, RN TOREDAZE R OB ARtEd 5 2 &2 BRIC, BiLEE LTLLFO LD {5
EEITO, LDALFRIEOK THD 3 BZLICARMZ®R 5T 2 & L &niz, £, RLoRGEHRF
WIRB oy ha— DO OHUEBEIERE (7 v VU TRE) BNERINTE, TV v U TiRE
1T LDALSARIEORE L Y 14 BRITECIZRE TTHZ & & aniz,

(1) RALE D LD {b2FEs

IR ATZ 7 2 R300mgm2 L ON7 AT E L 30mgm? 2 Wb 1 H 1EL, 3 H B SRR
Beh Uiz, F7=. BEORRE (BHEERELS) UM TI7AX T e roR5EBEOEMTbT-,
(2) CRB-401 35k O R plfs

BHRMEIZOWT, 2020E4 H 7T AT —4 v M4 T7EEICEBIT S IMWG A% (Lancet Oncol 2016;
17: €328-46) (23S IRCHIEBIZE D 2R ENEOM-EITIXSODLEBY THo T,

#*5 IMWG IS R BIRER IRCHE, AR GHEM, 20204F4 HTBT— %y "4 7)

B (%)

150 X106~

50X 100 150X 105{# 450X 105{& 800X 105{H . RN
3 18 ol 38 4 3 450 X109 62 1
56 151
sCR 0 6 (33.3) 15 (39.5) 2 (66.7) 21 (37.5) 23 (37.1)
CR 0 0 0 0 0
VGPR 0 1 (5.6) 11 (28.9) 1 (33.3) 12 (21.4) 13 (21
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 (7.9 0 7 (12.5) 9 (14.5)
PD 0 3 (16.7) 2 (5.3) 0 5 (8.9) 5 (8.1)
NE 0 0 0 0 0 0
#%h (sCR, CR. VGPR X /% PR) 1 10 32 3 42 46
N 333 55.6 84.2 100 75.0 74.2
/ijf;ﬁﬁf ((3’)) [0.8,90.6] [30.8, [68.7, [29.2,100] [61.6, 85.6] [61.5
° ° 78.5] 94.0] 84.5]

* . Clopper-Pearson £



3.3.

[EIFR A [R5 MARFABR  (BB2121-MM-003 745%)

EEPEER,. TSa T TV — ALER R OL T AT G 2~4 LU A L OFNEEEAH T 5
FEUTHIRTED MM B %2 XFRICA S & FEAETRIR O A M M V22 4 % beie 3 2 [ B L [R) 55 AR
By (LLF. TMM-003 3k ) 2% Sz, E®IR - BV EEIIR 6D B ThoTz,

£ 6 TR - ALY

<B®

< FERPRLYE >

AR FLHE>

LR OFT X TORHNEGEEZH T 5 FRXITEEMEO MM B3,

> 2~4 LU RALO MM IZHT AENEENH D CEARE, SMEmaBm L OMERRET 1 Lo Ak
3 5) .

> REREE, YaT 7 Y —AHERIKD DARA S DRTEREEZE TS, KL UALDIREY A L
X, FREERE 2 A 7 AL BT T RIT IR B 7w,

> ELEORMREICK U CEHAM: GREEHF SUTTRER 60 H LLNIZ PD #ER)

> i LY 1 OORHERIAT L 2 OE#FZE (MR LLE) ZRH LTV 5D,

IFOREED VIR &Y 1 DICAET HHERERELE AT 5 HEE,

> IMEMEZ 87 0.5gdL Lk

> JREMFZ 7 200mg24 h L E

> I FLC 7 v A 128\ T, FLC L-UL28 10 mg/dL (100 mg/L) LI ETH Y | fiiE FLC MRS B4

ECOGPS 78 0 X% 1 DAFE,

[FIfE I MR, N ANTKHT DB IR, DK D MIEIER X BCMA Z1E/) & LB O £l
RO & 5,

AR (CNS) I E RS A 2 H 3 5 85,

BEPRAZ B 7o e R (CNS) SR OBEERE X IIBUR 2 A7 5 BH,

A D FVE K OV B X3 A 7151, 5T BCMA CAR TR & LT 150 X 105~450 X 108 &> & &
FPH CHLRERIRNEE G35 Z & & Sz,

Fio, AENTORBDOAER M OHIEZRET S Z &2 BIZ, ATLE L L TUU RO LD b5
EaATO, LDAESERIEDORK T 6 3 HRICAMEZ®R G5 2 Lk, 7o, AdoRGEHIRHEH
(ZIREa F e — L DD OHUEBIEIRR (7)) v VU IR BNHFRINT, TV v P IRk
T, BEOELOHNTEHR L YA NS E | IBBREEEMO RN LV | RERFEEEO(LFERIEL

Y EmEEoEHREO EIRE LT, 450X 10580 +20% 0PN T % 540 X 1098 £ AT & Sni-,
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A (DPdY . DVAY . IRd® . Kd” X EPd® ) 9 bWk | 4 7 LLLIF CTHEMET 5 2
Ll ENY | LDALFEEOB LY 4 HRTETICETTA 2L & &N,

PEAETEIREED FVE K O & U Hikix, BIEAEE 1 AEXD, BEOELOFHAEL U A
ANHEESE | BRREEEMOAEWIZ LY, DPd, DVA, IRd. Kd XIXEPd® 9 H T D b ik
LURAEFEBINT, B, EERFEIEOBE X, IRCHTEIZLY PD BHER S, DORLEE
DEAEPENFEZR SN BT, BREEE S OBEFEICHESE RO 7 1 24— R—F 510 j30]
HE& &N,

(1) RALE D LD (b FEs

AR AT 7 2 R300mgm2 K ONT AT EY30mgm? 2V Fih 1 H 1EL, 3 HBSEIRA
B Lz, o, BEORE (BHEREREES) IS U T7 ALY 7B ORGEOBENTHhI,

(2) MM-003 7R85Bk O i oA plfk

MM [ EREF OIRFE CIIIRE S N /e FR R 2 4 0 KT A OB TH v | MEEA IR (U

. [PFSJ ) DIERIZEY | EROUGE, WEETORIE, RIFEE COMBOIEREENHFFS
noZEnn, ARBROEEIEEE (X PFS & i1, PFS (XIEAEA(LD> b R OFFR T UL
ROV OWNT DRV S E COMM & EFR SN, AOMED EEMATIZIZ, IMWG FE
(Lancet Oncol 2016; 17: €328-46) (9t~ 72 IRC HIEIZES TRFEIRT — 2 BHW b, FERE
fliTEE CT& % PFS OfER (20224 H 1I8HT—4 v b4 7)) BRILOVOK1IOLEEY THY | 2
HETR L IR D ARMBEOBRE S R S 7 (Al pE<0.001, A EAKENH0.014, ERIR 7
JRRIE) o

V1Y A 7% 28 HREE LT, DARA 16 mgkg &, 55 1~2 %A Z/WE5E 1, 8, 15 K022 H BICHIRNIES, %3
~6 A 7 IVXE 1 KROS5 HBICHIRNEE, F 794 7 VPRI 1 B BICEIRNEYS, POM4mg %, %591
7 NVDHE1~21 HBIZROES., DEX40mg (75l EOBFETIL20mg) &, £ A7 ADH 1, 8, 15 L 22
HHICHS,

D194 27 0%21 HREIE LT, DARA16mgkg &, 55 1~3 %A 7 LT 1. 8 XN 15 H BICHIRNIRS-. & 4~8 9
A7 MIE 1 B BICEIRNES., BoV A 7 VBT 1 9427 A& 28 B E LT, % 1 B BICHIRNE S, BTZ
1.3 mgm?*%, FHI~8Y A 7 /MFFE 1, 4, S KO 11 BEIZKTHEE, FIVA 7 VUBRETEE 2T 1325, DEX
20mg &, HI~8F A7 NLDE 1, 2, 4, 5, 8, 9, 11 K12 HEBIZHEE (75 mLL B, BMI 18.5 kg/m? #ii, b
RIFEOE XTI AT v A RIBRFRICH T 2 ARSI B 5 B3 Tl 20 mg) . & 9 %A 7 VLKL DEX D5
ikt 5,

O 1Y A4 7% 28 E LT, IXAdmg %55 1, 8 N 15 B BICRA&E, LEN25mg %4 1~21 H BIcR &5,
DEX 40 mg %5 1, 8, 15 K822 H BIZR 05,

DY A N%E28BMELT, HB1HA 27/ TIECFZ20mg/m2 %25 1 K2 HA. CFZ56 mg/m?> %458, 9, 15 K
16 H BICHARNZE S, 5291 7 LVLIRIZ CFZ 56 mg/m2 % &5 A 7LD 1, 2. 8. 9. 15 K16 H BIZHIRAN
Beh5, DEX20mg 2% A 7LD 1, 2. 8, 9. 15, 16, 22 K123 H BT DS,

19427 10%28BBE LT, H1KRP2Y A Z/LTIZELO 10 mgkg #5451, 8, 15 K22 HH, 53 %A 7 LU
% TiT ELO 20 mg/kg %5 1 H HICEIRNF S, POM 4 mg % 1~21 H B O#%E., 75 MU T OBREITIE.
DEX 40 mg (75 &Ll EOBE TITME 20 mg) %41, 8, 15 XV 22 H HIZRE NS, ELO #45 H D% DEX 28 mg
& O 5} O 8 mg #HRAI %5,

D NTTHEHDOARLEE 254 G1D 5 B 213 BN TV v Vo FWRIEE% T2, 7V vV ZRETERE SN -T2 e HiE
3 (25%LL EDBFEITHES) X, POM 48.4% (123 ) . DARA 31.9% (81 i) J% " ELO 26.4% (67 ) T~
775

10 JWAETRRED TOPUIASL D 7 1 A F— —FENEY LS, 16 GEL) 2%< 69 FliCHIMERT 7 = L —
VANFER S, 9B GEL 2 Fl, {EEEMEICAREA 2 6, RIEME 2 F, RER LB, T—F b v b A TS
TASEHTO 24)) ZFR< 60 llcAR ARG SN Q02244 A 18SAT—¥ v v47)
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# 7  PFS O RS 5
(IRCHIE, ITTHM., 202244 A 18 HF—Z v +F7)

PNTied PR
254 4 132 {3
PFS A X b (%) 149 (58.7) 93 (70.5)
PD (%) 129 (50.8) 89 (67.4)
PD FEFRRI DL (%) 20 (7.9) 4 (3.0)
RO [95%CI] (B A) 13.3 [11.8,16.1] 4.4 [3.4,59]

NP— Kb [97.2%CI] ™
Jr AR p i "3

0.493 [0.365, 0.666]
<0.0001

*1AERS (65 AR U 65 LA E) | MMICXIT BRITAE L ¥ A U8 (2, 3 X3 4) ROVE Y A7 OHifak
R (1 (4514) | t (14;16) XiT del 17p) DA EZEERIK T & L72J&@RI Cox el — RET L

*2 AEHG (65 AT U 65 LA E) | MMIZXTT BRITAE L ¥ A U8 (2, 3 X3 4) ROVE Y A7 OHiflak
RS (¢ (414) |t (14;16) X del 17p) OFEZERIN L Lz@ile 7 Z > 7 RE

*3 A EKEERM 0.014, REREROGEALEL LTHM 0.025 & L, TN & SRR OB OGRRE D%
BEMEOFEE FE L LT, O’Brien-Fleming %D o {i4% B85 % FH\ 7=,

100 o ¢
90 -+ Ly
80 4

70 1 » ey A\I'I_IIIHE{:
-1.4,”

60 -

i
50 - et
a‘.‘

k
|

40 -

EREEFHE (%)

30 4 } L Ty, _—
BTN ‘
20 A

10 A

0

T T T T T T T

0 3 6 9 12 15 18 21 24 27 30 33
T MM OHE (B A)
YRy BEK
AdhlE 254 206 178 149 110 62 40 22 14 4 2 0
PEAEIRRERE 132 75 42 32 25 13 10 7 6 2 1 0
1 MM-003 RERIZI1T 5 PFS O Kaplan-Meier #hi#7¢ (ITT 4., 202244 A 187 —4 B v M4 7)

OS (ZOW T, 20234E 4 H 28 HF — & 1 v b A 7 WS O#E B} O Kaplan-Meier FifRIZ, ThZh
FERURKH2DEEBY THotz, 728, OSIE 222 A X b X 72 W 55 CHROEIRNT N £l S 5 &
HTHY . KEHTILIED 74.0% (164/222 A X b)) DNEIE ST CHEM S iz,
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#£8 OSOfERE (MM-003 ik, ITT4M, 20234 H28 T —% 1> b4 7)

PNt FEVETEIERE
254 45 132 {31
FEE (%) 106 (41.7) 58 (43.9)
Pl [95%CH (W A) 41.4 [30.9, NE] 37.9 [23.4,NE]
NP — K [95%CT] * 1.012 [0.731, 1.400]

* o AREER (65 MR UL 65 L E) | MMISKHT ARTARL U A V8 (2, 3 X3 4) &
WE Y A7 OHIRGEEE R (¢ (4;14) | t (14;16) XL del 17p) OF % Jg Ik -+
L L7zJ@sl Cox b Y — RET L

100 -
90 1 N
80 1 / FRHEBHERT

70 1

60 - AL EE - /

T

40 A
PR ERE

AT

2AFHE (%)

30 A
20 A
10 A

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
T HEMMebORE (BA)
U R BEK
AGEE 254 240 223 208 190 175 169 161 143 103 75 48 44 30 13 4 0
EEMETRMERE 132 128 120 114 103 91 81 75 59 45 32 24 18 11 4 3 0

2 MM-003 3BRICH 1T 5 OS @ Kaplan-Meier i (ITT 4, 202344 A28 H7 —% v b4 7)

BV L A VRO MEDRERIZ, oD LB TH-oTz,

#9 FHEEL DA HRIOARME
(IRC H]7E, MM-003 ikB&, ITT4M, 202244 A 18 AT —4 B~ b4 7)
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2LVR 3LVAY 41LIRA Y AR
ARGnEE  AEYEIREERE O RMEE EYMERERE ORMEE  EYMERERE O RGEE AEYERERE
78 1 39 4 95 i 49 B3] 81 13l 44 151 254 45 132 f31)
PFS A Xk (%) 41 (52.6) 26 (66.7) 57 (60.0) 37 (75.5) 51 (63.0) 30 (68.2) 149 (58.7) 93 (70.5)
PO [95%CI] (151 [12.7, 4.8 [32, 125 [108. 32 [23, 112 [74, 49 [32, 133 [11.8, 4.4 [34,
A) 19.7] 13.3] 17.7] 5.7] 14.1] 6.9] 16.1] 5.9]
AP — R [95% CI] 0.511 [0.311,0.839] 0.445 [0.292, 0.678] 0.580 [0.364, 0.923] 0.493 [0.377, 0.645]
B RIRE I
Bl (%) )
sCR 29 (37.2) 5 (12.8) 30 (31.6) 0 31 (38.3) 1 (2.3) 90 (35.4) 6 (4.5)
CR 4 (5.1) 0 3 (3.2) 1 (2.0) 1 (1.2) 0 8 (3.1) 1 (0.8)
VGPR 18 (23.1) 6 (154) 23 (24.2) 3 (6.1) 14 (17.3) 4 (9.1) 55 (21.7) 13 (9.8)
PR 7 (900 9 (23.1) 10 (10.5) 13 (26.5) 11 (13.6) 13 (29.5) 28 (11.0) 35 (26.5)
MR 2 (2.6) 0 1 (1.1) 6 (12.2) 1 (1.2) 3 (6.8) 4 (1.6) 9 (6.8)
SD 10 (12.8) 16 (41.0) 13 (13.7) 19 (38.8) 8 (9.9) 13 (29.5) 31 (12.2) 48 (36.4)
PD 3 (3.8) 2 (5.1) 11 (11.6) 3 (6.1) 10 (123) 5 (11.4) 24 (9.4) 10 (7.6)
NE 5 (6.4) 1 (2.6) 4 (4.2) 4 (8.2) 5 (6.2) 5 (11.4) 14 (5.5) 10 (7.6)
F=5h 58 20 66 17 57 18 181 55
(sCR, CR. VGPR
IX PR)
RIENEE [95% CL] 744 [64.7, 513 [35.6, 69.5 [60.2, 347 [21.4, 704 [60.4, 40.9 [26.4, 713 [65.7, 41.7 [33.3,
(%) 84.0] 67.0] 78.7] 48.0] 80.3] 55.4] 76.8] 50.1]

AARNEMHOAIMEDORE R, R10DLEEBY ThHot-, 202344 H 28 A5 —XF v A T7HE
2B 0S DFIE [95%CI] (B H) IEARMEY TNE [3.1, NE] | fEUERERE12) T NE [NE,
NE] ThHo7-,

1 Kaplan-Meier 112 & 2 HEE 12 H5 < BAE A% 6. 12, 18,
FI 75.0%. 50.0%. 50.0%. 50%. NE K XNE Th o7,

12 Kaplan-Meier #:12 & 2 #E2 (125 < HEAEALTE 6, 12, 18,
b 100% T - 7=,

2471 H, 30 A KON36 4 HEEE CORAEFRITZEN

24 A, 308 A KRO36 4 A KR TORAEFERITINT
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# 10 HANEM & LERERDFEMED Lk
(MM-003 7B, IRCHE, ITTHEM, 202244 18AT— ¥ v hA47)

H A ANZEH] R
N iEd PR PNTied TR IERE
4 i 5 2 254 {3 132 43
PFS 1A Xk (%) 2 (50.0) 1 (20.0) 149 (58.7) 93 (70.5)
g [95%CT] (b ) NE [2.0, NE] 20.7 [NE, NE] 13.136 El.& 4.4 [3.4,509]
N — Rk [95% CI] 5.21 X107 [0.000, NE] 0.493 [0.377,0.645]
I BIREE (% (%) )
sCR 1 (25.0) 0 90 (35.4) 6 (4.5)
CR 0 0 8 (3.1) 1 (0.8)
VGPR 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)
%% (sCR, CR., VGPR X% 2% 2% 181 55
PR)
STES [95%Cl (%) 50.0 [1.0,99.0] 40.0 [0.0, 82.9] 71.73655.7, 41.57053.3,

*1

*2
. LDAbEF LB AaRT (R BEE-RT) IZPD & HE S iz,

*3

*4 .
*5

D3V VA DRHRRIED & 5261 e M4 L2 A » ORTAIRIED & % 241,

2LV A ORNRIREO & 2161, 31T A ORHEFRIED & 2261 VD41 T A » ORNEFREED & 2241,

3LV AVORNREEDO® 515l (VGPR) KUY VX U ORilREED & 5141 (sCR) .
QLA VORNREREDH 5161 (PR) RUBL YA ORHAEFEDH 514 (PR) ,
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[Zz4pE]

34.

EIRRA:E 25 I AERER  (BB2121-MM-001 #X5R)

FEFLITHEMAE 150X 100 {#, 300X 10 &, 450X 10° {E#TFNE 4/4 5] (100%) . 67/70
(95.7%) . 63/63 % (100%) (232D L. BHWEAIXBEIEERH & 150X 1091E, 300X 100, 450X 106 #
TENZER 4/4 1] (100%) . 67/70 51 (95.7%) . 63/63 il (100%) [Z@EDH LN (FT—F v b4

Z7H 2020412 421 °) .

HIEHE2A TR L— FORBBEED 5%, EORIERIZE 11 0 &

B Thot,
F 1l HEAERRE (150X10~450 X 10f#) T2/ L — RORBEIA M 5%L EORIEH (MM-001 35, 7—
2y hATH 2020412 A 21 H)
B (%)
150 106 300 < 106 450 < 106 AN

FERIR 7 4 451 70 4 63 # 137 51

FEARGE o JL—1F3 o JL—1F3 o JL—1FK3 o JL—1F3

(MedDRA/J Ver. 22.0) %l Lk JL—R Lk %N Lk %l oLk

2FEIEA 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63 (100.0) | 50 (79.4) | 134(97.8) | 95 (69.3)
o s AP 2 (50.0) 0 57(81.4) | 6(86) | 61(96.8) | 5(79) |120(87.6)| 11( 8.0)

YA NI A R R R 2(50.0) 0 53(75.7) | 4(5.7) | 61(96.8) | 3(48) |116(84.7)| 7(5.1)

Ky 707U e 1(25.0) 0 7 (10.0) 0 8(12.7) 2(32) | 16(11.7) | 2( 1.5
MikEs LY v REE 4(100.0) | 4(100.0) | 39(55.7) | 37(52.9) | 50(79.4) | 47(74.6) | 93(67.9) | 88 (64.2)

I BRI E 3(75.0) | 3(75.0) | 34(48.6) | 32(45.7) | 45(71.4) | 45(71.4) | 82(59.9) | 80(58.4)

I/ MERIBAE 3(75.0) | 3(75.0) | 26(37.1) | 22(31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54(39.4)

#rifn. 4(100.0) | 4(100.0) | 26(37.1) | 22(31.4) | 22(34.9) | 20(31.7) | 52(38.0) | 46(33.6)

i i BRIk i 2(50.0) | 2(50.0) | 19(27.1) | 17(24.3) | 17(27.0) | 17(27.0) | 38(27.7) | 36(26.3)

U BRI E 0 0 8(11.4) 6(86) | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)

FEEE LT o BRI 1(25.0) | 1(25.0) 3( 43) 3( 43) 4(63) 4(63) 8( 5.8) 8( 5.8)
—fi% - RHEES L OGO 0 0 28 (40.0) 0 15(23.8) | 1(1.6) | 43(31.4) | 1(0.7)
KHg

9 5 0 0 14 (20.0) 0 8(12.7) 0 22 (16.1) 0

BN 0 0 10 ( 14.3) 0 4(63) 0 14 (10.2) 0

M) GE 0 0 4(5.7) 0 4(6.3) 1( 1.6) 8( 5.8) 1(0.7)
RVE 1(25.0) | 1(25.0) | 24(34.3) | 7(10.0) | 17(27.0) | 2(3.2) | 42(30.7) | 10( 7.3)

C— SUSPERE A HIN 0 0 8(11.4) 3( 4.3) 4(63) 0 12(88) | 3(22)

TANRTGXUET I ) R TV A 0 0 6( 8.6) 2(29) 5(7.9) 0 11(80) | 2( 1.5

7 = 7 —EHn

TI=VT )N T AT T 0 0 6 ( 8.6) 2(29) 3( 4.8) 0 9 ( 6.6) 2( 1.5)

—-EHAN
Rt L Ok E 2 (50.0) 0 12(17.1) | 2(29) | 18(28.6) | 11(17.5) | 32(23.4) | 13( 9.5)

FARBOE 0 0 7(10.0) 0 4(63) 1(16) | 11(80) | 1(0.7)

& U 7 N ffE 0 0 2(29) 0 7(11.1) 0 9( 6.6) 0

&Y FRIfE 0 0 1(1.4) 0 8(127) | 8(127) 9 ( 6.6) 8( 5.8)

T R U ¥ AMfSE 1(25.0) 0 2(29) 1( 1.4) 4(63) 2(32) 7(5.1) 3(22)
IR RS E 0 0 17(243) | 1(14) | 10(159) | 3(4.8) | 27(19.7) | 4(29)

FENE 0 0 4(5.7) 0 3( 4.8) 1( 1.6) 7(5.1) 1(0.7)

e 0 0 2(29) 1( 1.4) 5(7.9) 2(32) 7(5.1) 3(22)
R 0 0 14(20.0) | 1( 14) 5(79) 2(32) | 19(13.9) | 3(22)

T 0 0 7 (10.0) 1( 14) 2(32) 1( 1.6) 9 ( 6.6) 2( 1.5)
Kb R 0 0 10(14.3) | 1( 1.4) 8(12.7) 1(1.6) | 18(13.1) | 2( 1.5

PEELIREE 0 0 6 ( 8.6) 1(1.4) 7(11.1) 0 13(95) | 1(0.7)
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B (%)
150 X 106 & 300X 106 {& 450 106 {# BN
B BRI HE 4 151 70 1] 63 137 4
FEARGE 2 J1—FK3 4 71 —FK3 4 JL—FR3 4 J1—FK3
(MedDRA/J Ver. 22.0) 7 L— R Pk VA Pl E 71— K Ll k 71— K PL b
I A8 s 0 0 5(7.1) 0 3( 4.8) 1( 1.6) 8( 5.8) 1(0.7)
B afiLJE 0 0 4(5.7) 0 3( 4.8) 0 7(5.1) 0

ASHOWEE G5 8 T LINOFE T IEL, B E 300X 109 & TF 450 X 100 T2 4 2 6l M
O3 NSRS b=, FERIL, Hﬁ%iﬁﬂﬂ“@fr@@

il
Db,

@.%%Mﬂ

ﬁ%g%mqmﬁff@@ﬁ\

TROYA U A JRHIERRE D4 1

BT AL ZHE R OV B IS 1 B TH - 7=,

BINET AL AGE, YA N A VHEGERE R OYE B oA 1 B, K E

YEINR o T, REOYERENS 8 WA THRI LICAFFRIZL LT

(X, FAEJIE 300X 108 K T 450 X 106 flH] TZ 4L 4 B KO 5 BIZEED biviz, JERIT, AR E
300X 106 ETHA b AT 1T AV APEMZE, RUAE, A H % O BeE 2345 1 il

106 CARIERYL, BuidEMES a2 v 7 R T il &S
DHH. A A H a7 A R ITIA G & oK GRS
W2k BAERE 150 X 10{H, 300X 106 f#, 450X 106 TFiL 24 2 i,
RNZ X0 BAZH & 300 X 105ff T 4 (BELC, Z2H5E,
fE#C 6l (FELC R OARE 4 2 i,

3.5.

HEFLITE A 50X 1001#.,
13/18 %1 (72.2%) . 37/38%51 (97.4%) . 3/3%1 (100%) |

AN T AHRER

(CRB-401 #57)

B e K O

7 =5
— pic»

N oY)

27 4.,

AN

12 373
CME IR O & 161
EAMBRYE B MRS 1) AT Lz,

HIEH & 450X
e O IMEN S 1 il TH 72, =
BEINRINo T2, E DM, JREBET

T DD

H I H & 450 < 106

150X 1064@ . 450 X 106{&. 800X 108{E TEIN-EI 2/3 61 (66.7%) .
FIVER 13 B A% A & 50X 10047

150X 10° f, 450 < 10° f&, 800X 10 f#l TZi 2L 2/3 B (66.7%) . 13/18 %] (72.2%) . 37/38 #i

(97.4%) . 3/3 %1 (100%)

B BT (F—%Kh v A T7H 202084 H 7H) .
TET L — RORBEIEN 5%LL EORIERIZE 208V THo7-,

EREVER etz

F12: BHEMBESE (50X10~800X106{H) TR L — ROKHEEMN 5%LL FOFRIER (CRB-40135, & —
Hy hAT7H 2020048 7H)
Bl (%)
p p p . 150 X 10°~ P
B RIRIE 56 15
HAGH & | Zv—F| & |Zv—F| & |[Zi—F| & |7i1—F| 2 |Zi—F| & |Zir—F
(MedDRA/J Ver. 22.0) JL—NR| 3L [ ZL—F| 3L |[ZLr—F| 38E | ZL—F]| 3L | ZL—F]| 3Lk [ ZL—F| 30E
ARIEA 2(66.7) | 1(33.3) [13(722)| 9(50.0) |37 (97.4) |26 (68.4) | 3(100.0) | 3 (100.0) | 50 (89.3) | 35 (62.5) | 55 (88.7) | 39 ( 62.9)
oy R 2 (66.7) 0 7(38.9) 0 35(92.1) | 3(7.9) |3(100.0) | 1(33.3) |42(75.0)| 3( 5.4) [47(758)| 4( 6.5)
P A ML U BEERE | 2 (66.7) 0 7(38.9) 0 35(92.1) | 3(7.9) |3(100.0) | 1(33.3) |42(75.0)| 3( 5.4) [47(75.8)| 4( 6.5)
Ky 7 a7 ) UifE 0 0 1( 5.6) 0 3(79) 0 0 0 4(17.1) 0 4(6.5) 0
e ds LY /R 1(33.3) | 1(33.3) | 9(50.0) | 8(44.4) |27(71.1)|23(60.5)| 2(66.7) | 2(66.7) |36(64.3) |31(55.4)|39(62.9)|34(54.8)
I PRI 0 0 4(22.2) | 4(22.2) [20(52.6) | 16(42.1)| 2(66.7) | 2(66.7) |24 (42.9) | 20 (35.7) | 26 (41.9) | 22 (35.5)
ifi/ SR iE 0 0 5(27.8) | 3(16.7) | 19(50.0) | 14 (36.8) | 1(33.3) | 1(33.3) |24(42.9)|17(30.4) | 25(40.3) | 18 (29.0)
2 i 0 0 5(27.8) | 2(11.1) | 18(47.4) [ 13(34.2) | 1(33.3) | 1(33.3) |23(41.1)|15(26.8) |24 (38.7) | 16 (25.8)
F if BRI i 1(33.3) | 1(333) | 3(16.7) | 3(16.7) |12(31.6) | 10(26.3) | 1(33.3) | 1(33.3) | 15(26.8) | 13(23.2) | 17(27.4) | 15(24.2)
U L SERIAE 0 0 2(111) [ 2(11.1) | 8(21.1) | 7(18.4) 0 0 10(17.9) | 9(16.1) [ 10(16.1)| 9(14.5)
&I A R BRI 0 0 1(56) | 1(56) | 4(105) | 3(7.9) | 1(333) | 1(333)| 5(89) | 4(7.1) | 6(9.7) | 5(8.1)
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B (%)
50 10° 8 150 X 10° {8 450 X 10516 800 10° {E] ::3?:3: 2fk
s B 341 18 14 38 131 341 56 1 62 {51l
HAE & | Zv—F| & |Zir—F| & |Zi—F| & |Zi—F| & |Zir—F| & |ZL—F
(MedDRA/J Ver. 22.0) ZLr—F| 38k | ZLv—F| 38k | ZL—F] 38UE [Zr—F| 3L |ZL—F| 3L | ZFL—F]| 3Lk
—fE - RHREER IO E 0 0 7(389) | 1(5.6) [19(50.0)| 4(10.5) | 1(33.3) 0 26 (464)| 5(89) [27(435) ] 5(8.1)
IVARNINS
957 0 0 4(222) 0 15(39.5)| 3(7.9) | 1(33.3) 0 19(33.9)| 3(54) [20(323)] 3( 4.8)
HHLFE 0 0 1(5.6) 0 4(10.5) 0 0 0 5(8.9) 0 5(8.1) 0
HEN 0 0 2(11.1) 0 3(17.9) 0 0 0 5(8.9) 0 5(8.1) 0
AR MR 0 0 0 0 4(10.5) | 1(2.6) 0 0 4(71) | 1(1.8) | 4(65) | 1(1.6)
IR R E 0 0 6(333) | 1(5.6) [18(474)| 1(26) | 2(66.7) 0 24 (429)| 2(3.6) [26(419) ] 2(3.2)
GE 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9 (14.5) 0
MR 0 0 1( 5.6) 0 5(132) | 1(26) 0 0 6(107) | 1(1.8) | 6(97) | 1( 1.6)
BEPED E 0 0 2(11.1) 0 2(53) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
RS L Ok E 0 0 2(111) | 1(5.6) [14(36.8) | 4(10.5) | 2(66.7) | 1(333) [16(28.6)] 5( 8.9) [18(29.0)| 6( 9.7)
KU R 0 0 1(56) | 1(56) | 7(184) [ 3( 7.9 0 0 8(143) | 4(7.1) | 8(129) | 4( 65)
K7 V7 3 M 0 0 0 0 5(13.2) 0 0 0 5(8.9) 0 5(8.1) 0
&F R U ¥ A ME 0 0 0 0 4(105) | 1(26) | 1(333) [ 1(333) [ 4(7.) | 1(18) | 5(81) | 2(32)
FRRIEGE 0 0 1( 5.6) 0 2(53) 0 1(33.3) 0 3(54) 0 4(6.5) 0
R R 0 0 2(11.1) | 1(5.6) [12(31.6)| 1(26) | 1(33.3) 0 14(25.0)| 2(3.6) |15(242)| 2(3.2)
FF AT IF—P ER 0 0 1( 5.6) 0 3(17.9) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
El 0 0 6(333) | 1(5.6) | 6(15.8) 0 1(33.3) 0 12(214) 1(1.8) [13(21.0)] 1( 1.6)
FR 0 0 5(27.8) 0 4(10.5) 0 0 0 9(16.1) 0 9 (14.5) 0
ol 0 0 1(56) | 1(56) | 3(7.9) 0 1(33.3) 0 4(70) | 118 [ 5(81) | 1(1.6)
JYIE R & O A U 0 0 4(222) | 2(11.1) | 4(105) | 1(2.6) | 2(66.7) | 1(33.3) | 8(143) | 3(54) |10(16.1)| 4( 65)
R Y 0 0 3(16.7) 0 3(79) | 1(26) | 1(333) 0 6(107) | 1(1.8) | 7(113) | 1( 1.6)
BRI KO ALk 0 0 2(11.1) 0 7(18.4) 0 1(33.3) | 1(33.3) | 9(16.1) 0 10(16.1) | 1( 1.6)
RA i 0 0 1(5.6) 0 5(13.2) 0 0 0 6 (10.7) 0 6(9.7) 0
DR = 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9 (14.5) 0
TR 0 0 0 0 4(10.5) 0 0 0 4(7.1) 0 4(6.5) 0

AR DONEE 5225 8 FHILLNOIET X HIZEH & 150x100E T 1 flZER D Hiv-, JERITIEL T,

Kb & OREBRITEES LR o T, RLOFIEIEG»6 8 HHA B TRE LIEAFEFLICL
HAFTIX. HAERAE 150<106 5, 450x10°{#, 800x106{E T ZH 1 #il, 241, 1 HlIZED BT,
FERIE, EEEA & 150 100 fH CEEEEGEDS 1], BHEEH & 450100 @ T O MiifsE (I O st iE AR 2
FEMEREN A 16, AAZEH & 800x 106 T Lo — /WEN 1Bl TH o7, WAL & OREERITA
EENTz, FOM, JHBMEITIC I Y B 50%<10° #, 150x106 {H, 450x10° f#, 800x10° il T#H
Zi3pl, 561 8B, 1HINT L,

3.6. [EIFR e [F) 25 MARFABR  (BB2121-MM-003 745%)

AGRER CARSEEZEI D A1 DAAM Z G S ERE 225 BlicksnwT, &E5EHZOFEEEFLED
BIVERIZ2R (100%) (RO b (T—% >y bAT7H 202410 A 3 H) , &7 L —FD3¥
BEEN 5%, EORWERIZER 30 LB THho712,
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#13: 27 L — RORBEEEN 5%LL EORWEH (MM-003 35k, S—4 v hA7H 2022410 H 3 A)

B BIR M B (%)
FARGE N=225
(MedDRA/J Ver. 25.1) &7 L—FK 71 —FK3LE
RIEH 225 (100.0) 211 (93.8)
MIRE LY v GREEE 203 (90.2) 197 ( 87.6)
SRR 182 (80.9) 177 (78.7)
gyl 131 (58.2) 101 (44.9)
i/ MR S 120 (53.3) 95 (42.2)
F i BRI i 65 (28.9) 64 (28.4)
Y 2BV SE 66 (29.3) 64 (28.4)
FEENE LT BRI E 16 ( 7.1) 16 ( 7.1)
SoyE bR 201 (89.3) 15( 6.7)
FA NI A R 197 ( 87.6) 11( 4.9)
Ky 7 a7 ) IfE 19( 8.4) 2(0.9)
H 143 (63.6) 9 ( 4.0)
D 55(24.4) 2(0.9)
3l 67 (29.8) 4(18)
5 39 (17.3) 0
[HIE 29 (12.9) 0
—i% - REREER X OGN ORRE 131(58.2) 21( 9.3)
%] 49 (21.8) 2(0.9)
FEEA 49 (21.8) 2(0.9)
RV IE 28 (12.4) 0
e 17( 7.6) 1(04)
TS 15( 6.7) 0
Rt LOseHmEE 141 (62.7) 79 (35.1)
KAV 7 SIfE 67 (29.8) 11( 4.9)
KD e 75(33.3) 49 (21.8)
K~ 7 %0 AffiE 46 (20.4) 2( 0.9)
AARROE 37 (16.4) 4( 1.8)
1A LS 7 I E 41(18.2) 10 ( 4.4)
IKF RV 7 A fE 23 (10.2) 10 ( 4.4)
w Y 7Y RifE 22( 9.8) 5(22)
B RS K O A kBB 111 (49.3) 14( 6.2)
RA A 39(17.3) 1(04)
R 30 (13.3) 0
DU 21(9.3) 1(04)
PR 13( 5.8) 0
MR 13( 5.8) 2(0.9)
YIS & OV e 123 (54.7) 48 (21.3)
ERGE R 22( 9.8) 1(04)
LIS 21( 9.3) 14 ( 6.2)
COVID—19 12( 5.3) 3(13)
DR R 12( 5.3) 2(0.9)
PR b 104 (46.2) 13 ( 5.8)
TR 41 (18.2) 0
FEMED FE 23 (10.2) 1(04)
Mg, FERs K Otk RS 93 (41.3) 13( 5.8)
e R B 27 (12.0) 3( 13)
WK 27 (12.0) 0
RN SRR 14( 6.2) 0
BRI R 81 (36.0) 26 (11.6)
TI=T ) RTUAT 2T — BRI 21( 9.3) 6(27)
TARGXVEET ) N U AT =T —EHM 20 ( 8.9) 6( 2.7)
Yy=INEINET VAT 2T =B 20 ( 8.9) 10 ( 4.4)
R 14( 6.2) 0
M7V ) RAT 7 2 —EHN 14( 6.2) 2(0.9)
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TREBIRH Bk (%)
BN N=225
(MedDRA/J Ver. 25.1) EVA ZL—FR3E
C — SUGTER A 13( 5.8) 0
1 b 71 (31.6) 19 ( 8.4)
& L 32(14.2) 16 ( 7.1)
(B I £ 32(14.2) 3(13)
FErhpEE 57(25.3) 7(3.1)
RHRAE 24 (10.7) 0
BHELIRRE 21( 9.3) 3( 1.3)
FEIg $ KOV TRk 57 (25.3) 1(04)
B EE 13( 5.8) 0
Dol 51(22.7) 9( 4.0)
SR 20( 8.9) 0

AAFESEN D AT DA Z &G SNTHERE T, 5% 8 WRLINOETIT 5 61 (22%) (1238
D HNT, FERIE, HEEIT R OSER A2 1 FRENCAEFFRA 3 6] (BUiE, B> 2Pk
MAE, A b IA RHEEGRE 4 1 F) T, WTFNOAEFFRS A & ORRERITGE S LRh
olc, RGN D 8 M ZBA T 6 4 HLIPICHEH LIZELTIE 1561 (6.8%) 12780 b, otk
1125 10 B, SERIRBADS 3 61, AFEFGD 241 (il E 1L OMRBULLE 4 1 61) Th -7, Ml
JiE 1 HNIA S & ORRBERPGE Sh -7,

19



4. i 4 (el ANE

AFMOBEEIITAMEKT 7 = L— 2 ADULESR 2 L, LD AL A OB I L C B e
HHENROOND NG E NS, RELOBENE R BEZ2W - BT L, R0 512
FOEEREWEAPBE LRSS T2 ZLBPBETHD, LEER>T, KBIFLLTFOO~@D
FARCET T MRS O CHET 5 LR D B,

ORY i {aelike
D -1 FROM~HDTRTICHEA T HMHTH L L,
() BLFOWFRNCEE T 52 &,
o HAE - S MBI A D3 D 2 BRI A B B S D 2T OIH H & i 7o R R
REAT TV —1) 2HT Dl

o HANEML - SESHIIOEIESENE D DB REIELED 5 b FHiEin (G 331 &
W332) | BHREERE (EHE321) OB a—T ¢ x—4%— (H#E343) Listose
TOHEHZW-T2EA GRENT IV —2) 2HT DR

o HANEM ¢ SESHIIOBRIESENE D DB RE LMD 5 b, FHiEin (R 331 &
W332) . BHEREE (EHE321) | Biia—T ¢+ x—%— (FEHE343) RUOBHEE
iE O(EUE 41 KON 42) DANOETOIEE &= dT2%E GRELVT IV —3) 2HT 5D
i %

o RIITHR D IRER D T it ek

Q) AEFRICKTHEHGEBNAIRESR ICU HA2A L TWVDH 2 L (A301 RrE sk = siet
(1 Blco&) 1) KEEPREEEEE 1 206 16 FREETIBRREEHE 6 OWL-Fh)
ZEITH TV S ERER)

(B) 77 = L= AEROMERNIIN LI ER A X v 7 (B, BHERT, B AR A Al ST IR

T 1) REEBINTEBY., 77— A0 3b7el by 1 ZLOEERLZ v 7 (ER.,

Flhili . BRI A AN SRR Tt ) 12 K 2 8 R BE LRI B OVEE A~ 00 A& (AT 733
TWnbZ &,

4 AdmOANER LMY DERZIET D720, BEYR L OEEO T TEE SND
KD THREREK AT L (LR LY) | ICEEREZIT) & & bIC, ARICRELNT
WD BGEIRER A 2 WIS FEM T D Z LN AEETH D Z L,

O -2 ZRMUEHEOZW, 1HBRELEORES - BWERRBBREOR IS0 7emik & kha A L, i
EPGEEE NI T D, KEOMERICHT- > COHEZE T LIEMN, IGROEEE 25D T
BARE SN TS Z L, BARMIZIE, 2 14 O)~B)DTRTITE YT 5 EMPMIEROE(LE &
LTIABRBESNTEY., ZOMICHE 14 D)ICEELTHEMMN 14U ERBESNA TS Z L,

#14: R OTEEFICHT 5 EMH

| () [ERRFFEIGHE, 6 FUL EOBERBREZ AL, 55 3FU T, MEKEHEEOTHELZTT>TVH 2 L,
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(2) EMMRBEICEE T 2UHEIC X 2R EHEP A | EU LD Y | LERRER L P2 B/ LTV D D
&,
(3)  [AfEsE mAIRa AL DR ERIA SHIAEDH D Z &,

@  BENOFEAERSEREICE T B WA FLOEHIZ oW T

FAERSER IR T 2 EWE RIS T 2L E N E S, JEREEEDLOBEHRAD., A
INE - BAPEEIZEIT A IE RO BT ONEBZIC kT A SR, RES - BWEANRE LI5S
DHAENAR D EBENHENATON D IEHINE->TNDH Z L,

® REA -« BWEA ~DO% Iz oW T

@-1 A B9 5 2

HERRNES - BWERDFAE LIZERIC, 24 RIS O T, Yekhisk )UREEMR IV T, %6
BLL72RIERIZIE U CARBEE B ML B2 R A OFE RN Y H IS DA, B HIZXIS FTRE 22 (4] 23
BoTWDHI &, KT, CRS OBARFIIHA T, U X=7 (B Z) DIEENPARLES
ANCHEPR STV D Z b,

@2 ERUEFHICLDARES - BHWER~OXIRICRE 4 2 2

LR B RIE ORI D 2 M 72 i L O RE 2 AT D EIENEFEEN AR RS - BWEROE =4
Vo7 %EabTRELIEREZILATE2F —LEBRKANEFHINLTWDEZ &, 2B, FOEHIC
ONWT, BELZOFBEHDIEmMENTND I L,

@-3  AEA - BHEHORBK-ORISIZBE LT

AEA - BIERNTR LT, Makiiak IRs s s o FME 2 A3 2 A & s (RIVEH 02 Er=oxt
JSICE L THRER O EZ2ZITONLIR/MFICH D 2 L) L, EHITEYRAEN TE S0 738 -
TnoZ &,

21



5. Bt Ll HERE
[ 20 B % ]
D FROBE CRLOAIENHER SN TS,
PP U BEATE O SR BEIE, 7-7° L. LF OV bl AR S,
©  BCMA HUBAHER & L= A T HUBRSACRFEL T MIIRTERE O TR R A 221

o GUEHEER., Y uT T Y — AMERI KL OPL CD38 £/ 7 u—F LRI A ETe 2 DL ED
BGEEZA L. 7o, EIEOBNERICK L TRBEIT AR Sz ITTERZICHERE L
7o (7B, IRBRIFIZELL ORHAEICST L CIRE T SULIEHE % 60 HLINIC PD DR S iz
Ba, HatrEsE L, )

@ TRICHKHT D BEITARMOLGHG LT B,
o HXAEER (CNS) IZHBEREZHT5Z ENROLIL TV D EE,

o UUTICEUYTIHRELZAHT D IR 2 88 - BEMRAE, LT A FL—
L~ uarsua7 Y U MiE, POEMSIEFEREXITIT I 04 R— A2fE ) BER 2R EE

o [FFEE M BB OIBRE D H 5 B,

o CEBEREICIN Z OISR 2 A L, o BEMIERE N EE 3 EMICIRREE L, BAI
B L TR WERE, 72720, IR R LR, g R EROE, 1S
R NHE SUEFLE RPN 5218 L7 B AR OB IRLAR FA0FT . (TNM FE R 5
VAT Tla XU TIb) &7 L2 RiC R MBI LT BB 2 %<,

[zt B+ %]

O TRICEETL2HEIIRMOKG PR - HILE SN TNDLZ &b, BEEZITDRWI L,
o MR LIRS A& B Lo e
o BEIIARMOIIIIR LIBBUE DBERIEN & 5 56
o JFPEHL U THWIIRBIECRIH M BEZER DS, EANLSO b D TH 256

@ TN THEREICHT ARLOBEIZSONWTIE, ALOBEEERHETT SN TE LT, A%
DEHXG L 7257200,

e ECOG Performance Status!'® 75 2~4 O #BE

13) ECOG Performance Status
Score | EFE
0 2 MR IEBHTE 5, B L R U R ARSI <ATX 5,
1 PRI LR BNIHITR S5 28, HATATHE T, BRI - TOMERIIITHI 2 LN TE 5,
B BROFE R, BEBEE
2 BTRIRECH SO DOEID O Z L (X T X CRIEELEMEEITTE RV, BHO 50%LL Eid~<y RCit 23,
3 RONTZASOEOEY OZ L LATERY, BFO 50% EE2 Xy R+ CilEI 3,
LT RV, BOHDEY OZ LIFEL TERY, BRICy RO+ TR I,
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6. BREICER L THHET & FH

O WRASCEFICNA, RIERCEER N RELT 2 EMFITE D AR ORHE L O EM A 07201
VTG A OB L T D5 2 &

@ ARG D BE I OFIRICANER a2 0 ICBi L, MEZGETHbE
H4oZ L,

@ FEREWEAD~FX Y AL MZoOWNWT

e infusion reaction, >3 v 27, T 7 4 TX T —DBHLOLNAHT EDRHHDT, BEDIK
BEHSICBET L LI, BRENBDOONHAICIE, @EURAEEZITI Z &,
infusion reaction D Y A7 Z Mz 5728, KREOFEEHK 30~60 782, T NI/ 7=
VROV T 2k RTIURITFOMDOE 22 I HI SRERRERELZRET 52 &,
i G TRARERE, RIBEEAT e A RENIER LW L, 7F7 4 7%
—HORGIE ) BEEORZPRIA LG EITMA, KEHEOERHELZ L Tk Z &,

o CRS NHOHOLNLZENHDHDT, KLDEHIZHT-»> T, Mgt SEL2 I L., J&
BORIMAE, MR, IR, C-RUSHEE AN, (KA. . R OBREIEIRIC S
W, BIRE DAY 2 b, T, BESROONIGAICIE, RIENGEEE MR
T HEHTD CRS HHLT /LU XA KON CRS (2R D ECHTOFERICHE, #E 72 LE %
179 2 &, MM-001 35k & N MM-003 Bk # 5 & 2 7= CRSEF T LT Y X AFIFRK 15O L
BYTHD, 7B, MM-001 iRBR, CRB-401 iABR &% Y MM-003 fkBRICBW T, KD
HB#G5 6 CRS OY)EIFEE E COMM O R FEFH) (X, 2n£n 108 (1~12H) |
208 (I~19H) RO1.0H (1~14H) Tho7o, F/=. CRSICBHETIHEEDFRL
LC, DEMEY, B IREEGERE, (RIfE, (KERSEAE, MmERERME Y o SHARERE

BHREINTWD,
#15: CRSEHEHT LAY XA
CRS Grade * r Y X B AT oA R
Grade 1 AL % 72 BERIARM OHA PP

IHEFEDH LB E | MBI U T, F ) X~7 8mgkg O#RNES %
TR (385CTLA L4575 (1 RIS TG, 800 mg #2722 &)
D IR A T, B BG4 72 B ERE LTV D54

Oy G5, UL A SHERRIEE AT O

. ARG A S

ANb D, )

Grade 2 h U X< 7 8 mg/kg DENRNIZ G- %2475 (1R | TF VA X V'Y 10mg @ 12~24
JERDFEE D A% | 5, 800mg # BRI E) . R 2 & OFIRN I 5 % B S
B L AR Do

35,

FiO2 0.4 A D g % 5-

A LT D EIR D
LIHERAEZED 1 oD
HIER I ST A%
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CRS Grade *

2 EST, | FIBE AT aA R

JE£. XIZ Grade 2 Dllggs
=k,

EEOTERET 24 FERILLNIZ CRS DB ENRD SN WS, XFTARICET 554
MV AT 2HEREL, TV ALY ORBROFRSHEEZHETS Q0mg % 6
~12 B Z & ICEARNEE S

PLEDOTRIE T 24 BEREILANIZ CRS OEENTRD LA WA, UTEH B2 ke 45
BE

AFALTL R=vvy Q2mgkg#5%., 2mgkg % 1 H 4[RIZHEHEE) W0 x5,
BIBREAT oA ROBSZEMB LIEEAIR, et b 3R 2L, &K 7H
M2 CTHIs9 5 2 &,

B, MU X~wToFGEE LRI, 24K/ T3, AFt4BEIETET D,

Grade 3

JiE R 28 i B AR A N B
L L, SAARKGT
2,

Fi0: 0.4 UL L Ofig &5
EYEETL, BHAE
H L ITEE O HEE
T DK
Grade 3 Dlgesaitt. X
1% Grade4d D F T AT

F Y X< 7 8 mg/kg DERNE G- %2175 (1 KR A T
TG, 800mg ZA RN L) |

TEXYIAZ R ET D
(B : 10 mg % 12 B[] 2 & (0
NRAEEL) o

LEL DB T 24 BRI LLNIC CRS DIEN R D LR WEES, UTAHICE T 554 -
YR TEHERGEL, THXFAZY L ORBROEGHEELINTS Q0mg & 6
~12FEM LI ARNEE S

PLEDRIFRT 24 BEELINIZ CRS OEENFRD SR WEE ., XITR0E 2B L) ki1 2
BE
AFNTL R=vnrr Qmgkg#&5%. 2mgkg % 1 A 4[EIC/yEFE) 180z 5,

N LRI g R — ks
MBE . X Grade 4 DJig
wmmtE (72732
F—F¥ EF %)

IF—E kA, BIBREAT oA ROBSZEMB LIEEAIR, e b 3R 2L, &K 7H
M2 Tl 5 2 &,
o8, MU X7 oG EE ERIEZ, 24T 3 A, Ait4RIETET D,
Grade 4 h U X< 7 8 mg/kg DEHIRNE G- 52175 (1 IERT | TF A%V 20 mg & 6 R
Ay & DR THE., 800mg ZHE A2V &) ZEITERIRNE ST D,

EEOTERET 24 FERILLNIZ CRS DEENED SN WERE ., XTARICENT 554
MU A= 7 2H{ERETS, b ) AT ORE5EE ERIT, 24 T3E, A% 4E
FTET D,

PL_E DRI T 24 BEREILINIC CRS DEEN RO BN WIES -
AFNLT L R=ynry (1~2g, LEIIGU TR I L ICKERS, BEOICKHERE
BT UFH THIREE 7 udk A7 7 2 R 1.5gm?%) 25815,

£ : Lee 5 ® CRS Grade JIFEFYE (Lee H. 2014 4F)

*  fN Y X T o5

o MEREFRNOLOLNDLZENHLDOT, KinOEGIZHTZ > TiE, SEELIKEE,

bleo TR, b U A= T ORBOBMCE., WIEERT A FE28GGT 52 L,

JGIE |

KEBAE, 205, FERRIRREZA(L, FE=. IR, RE, HUR, B ~VLv ok T, ik

= ETREE
nNr=HAEIZ
BRI T DR OEFRIHE, @Y REEZITH 2

FLEREEFEOEKIERICOWVWT, B2 0172 2 &, BRENPRD L
BLEIRTEEE DIRULT 2 B OMPRRERE BT L Y X L KO R
L, MM-001 3B &% T MM-003 7k

(=N

BRA B E 2 AR FESEH T LAY ALNTR 16D LEEY THDH, 728, MM-001 &5k,
CRB-401 3R K Y MM-003 FRBRIZI\WN T, AL O# 5B 7H b R FRO YR B &
TOMBOFIRE EPE) 1 X, = 6.0 H (1~720 H) . 6.0 H (1~451 H) KO
50H (1~394 H) Thoiz,
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F16: MIRREHEHT LY XA

Grade * PIPURER

Grade 1

AREnBe % 72 AR OLA -
FXA ALV L 10mg & 12~24 B[ = 12 2~3 BRIBARNE 535 = L 2 ZET 5,

AShBeE1% 72 BRI LA ERGE L TV B E
RimE BT 5,

Grade 2

FEHAZY L 10mg % 12KH] 2 L122~3 HE GERAHESET 258120l E) SRS
T 5, BIEEEAT oA RIEELRNE 3 HA2B 2 2B 8130 E 2B+ 5, MFEED Grade 2
OFEFICIIRIERE AT v A FOFERFHE IR,

24 FFEILINIZERE DB O L2 WS UIHRRFEEN B LA
FXY ALY L ORBER O GHEE Z R K 20mg O 6 FFE 2 & £ T+ 5,

Grade 3

THRY ALY 10~20 mg & 8~ 12 K¢l & L ATHIRNEE 592, IVIEIMED Grade 3 DFRRIZ LR
BREAT vA FOERITHERE S0,

24 FFRILINICE DT O DN RWE S, IR FERPE LSS -
AFNT VLV R=yar OERNEEICEIV 25 (2 mgkg 5%, 2mgkg & 1 H 4[RNT5rHEI#
5. 7 HEAPIZHIE) .

fHEEN S DN A A1, MBRKEER O EREERIEEZBET 5, mAROAT LT L K=
yay (1~2g, HEIGUT 24 B Z & CKER S BIRMICULERGEITE) K07
OARAT 7 2N 1.5 g/m? Z RN 5,

Grade 4

FEYAXY L 20mg & 6 Z L ICEIRNE ST 5,

24 RELINICEED TR O D WG, IR RELNENL LIZSEA

BHEOAF LT L R=y v OFIRNEGIZE 0V Ex2 (1~2g, HEIZSTT 24 KL
WS, BRI LEREA W) . 27 k277 2 F 1.5 gm?OFIRNERS & B
Do

I B DL 2 561, IBIRRIE R OB BERIE A BT 5, MAROAF LT L =
Yoy (1~2g, REIGCT 24 R 2 L ICKEER G, BIRICHERG ST KOy 7
OARAT 7 2N 1.5 gim? Z RN ST 5,

1% : NCI CTCAE E#EZ W 5,

BIYENR DO DOND T ENHDHDT, RMOREIZHTz> T, BRIEREZ MR L.
B TAT O 2 &, TREWEDRGVE UIIRIEMRE DN & 2 5 a3, Adm D& G13AT
DlRNZ &, ME, HER OV ANVAECLLDEEDRISENR HHOND T ERH Y,
FECICE S TP ShTnD, Fio, BB PERBAIER S 5o b Z &M d

Do BEOWREZ FoICBE L, BEDNROONSEITE. FUEME O G% DY)
IRALE AT O &,

BRUAFAR UL CHIFFR T A W AF v U 7 O BE I EGEE BT, FFRUA LA
DML SN D ATEEMED & 0 . HIV IEEF T W T Y A L AT 2% ATREMER &
b, Floy A RAT BT ANVAEGZ L0 R KL OFECIZE > TR HE S Tund
ZEMD, A RATa T A NVADOBEIEHEIICOWTHEIZE L, #@ERAEEZITH Z &,
HIMMEKY 7 = L— 3V A ZHET AR, VA MATer A VA BRIFREY A LA, C
BIFFSR 7 A VAR ONHIV BEROFBEHERTH 2L, FRUVANVAX Y U T OBEXIL
BRI o AR S 2 e 53 2 5813, ISEREESCSHFR VA VA~ —T—DF=4
VT EAT D, BRRFR T A L AOFIEMELSS C BT O BAL OO fE IR DR B 1
BTo5Z L,

25




A GRBOAF L L2720 | BRI MR B, U oS BRI S o 1
%ﬁ@ﬁ%%bﬂé LIRHDHDT, KinDEETH Tz > TE, EHRNMIRRA 21T
. BEOREE TIBET L L,

ﬁyﬁmi)/mfﬁ%%bhé ENRHDHOT, BEOKEZ I8 L, BEN
&J?ﬂht IR ALE (efE S n T AR EHIRNICAT O ) &1T ) &
&% N1 f®&@# AT HBIEE T ITATO 2 L,

TSR EEEERE > BN D Z LN HDH DT, RnDELGIZH o> T, MG EME

TREEDRE R OBEREME 217 0 %, BBz 01T 2 &,

FEAIRIB LB BAEF OB FERVBH O DOND 2 ENH DD T, Kinkb5H O~

H I3 B B HUEEROSERR A 1 O B ORISR SRV L O EET 5 2 &,

26



e FHHEET A KT A >
TXUHTEAE vala—kiL
(IRFE4 A = AT )V H )
~ AR B Al U oo\ fE~

BN 2

Sf3%4 A (5Fn6 45 HKET)

JRE 5 A




ER/N

1. [ZFL®IZ P2
2. AREOFE, TEREF P4
3. BRPRAKAE P.5
4. FERRIZOWT P.18
5. |G ERDIEE P21
6. HHICEE L THET XX HIH P23



1. [XL&HIZ

F/EERERLT O RME « ZEVEDHERO 720 121%, BT STES | S\ - E 7
AR BND, &I, IWEOREHAM OMEARC L 0 e 22 5T 2R
AERBEGEHLPARINS T, 2o OFAERKRESELZ B ERBE RIS 5
ZEDNEEBROBELE 2o TV, RIFMEGER & dOEO AT EE 2016 (A 28 4 6 A
2 HEEEIE) ICB W T L EFMER S OM HORBEIHEELZ XD 2 L L&D,

BRI 2 R T A E RS T, R ERSSL ST 1 7 7 A VSBEfF DR SR
MEELHLMNCRRDZENH D, ZO7D, AR OVEEMEICBE T B IERN 0%
FET 5 E TOM, Y HAEERSEULOBELZM T 52 ERMR SN BEICR L
TEHERT 5 & LB, BWEHNRER L ZBIC BB 5his a2 & D 2 & S ATRE e — & D Eifk:
i T EREBEATTHER T2 Z EREETH D,

L7z o T, KHA KT A4 Tlik, BIREESZNE TITHE LN TV D EFRIEZY -
BRI RN S-S & | LU O FRAE RS OO fcith 70 8 2 HERE 3 2 8Ll H LB 7e BT
. B2 RO EFEHERT,

I, RHA RTA 0%, MAIATBOE NESR L ERE R O, — BB AR
AR, —MAERFEN B ARG - Mifaiaf s, — MR A B A - g
fafRiksres, BARMEE B RIE TS, —BAEEEN B AR B HildisR s, &
wAEEEN B ARBRIRIEG 2200 b EAER LT,

K5 & T B AR R,
A T ATIVH FEE (R4 TR VAT AT vaa—Ek)L)
K& DA, SR XT MR
LT O3 SUTEEMED SR B g ) o <iE
o UEAMERMNT B ALY o NHE, JEIEMERENE ORI B e Y oSl R R
TERArE Y o IE, E AR B AR Y N E
7272 L. CD19 HURZ LR & L7= % A T HURS BRI EL T MR 05 O TR E A 220
BEICR D,
R L7 B kR O &SR A -
<EEEBETOAMERT 7 = L— 3 A ~ Bk~ Dk >
1. AT 7zl —3 R
HIfLERY 7 = L— 2 X0 . FEE BRI MR 2 5T %,
2. BMERT 7 = L— X FEW Dk
BB LZAMEKRTY 7 = L— RAFEWZ, 2~8CITHRE S NI RA T THRE L T
A I fERR ~HE T 5.

<EHREEBS T O AN~ RG>




3. REDZ R OPRAT

Az L, BHERE CHRIKRERSHT (—150CLLT) THfERFT 2,
4. FEHEIOFTLLE

KRG Y o SERBSE 2 fesB L S ENTE U CRITALE & LT, AdLR G- 05 /TN S3H
Wi T, LR D U 2 RERBR AL BIRIEEIT 5,

YIURATZ 7 IR (EAMELT) 500mg/m? % 1 B 1A 3 BREAREEELOT L
AT VBB ATV 30 mgm? & 1 B 1[E 3 BEAHGEET 2, 2B, BEDIRRE
XY EEREET S,

5. Riwo#h

W, RAICIEPT CDI9 CART i & LT 2.0X 10 E/kg ({AHE) % HZIZ (K 100
kg UL EDBEDRRFEFIT2X108l%) | 5L ENT T30 5E2@BRR0E 9 ICH
EEFIRNEE ST 5, 7eds, REOFEGIILRNT &,

LUl TR AR R S Wt i

(KO FEGHAZ X DRIER OB ICH W2 FEANZDOWO)

F U XA~7 GBI ) EORRESUIE, FHIEROHE

SHRE ST - SR ) T MERRER B S A b oA Vi HE R

FERORE :@F, h ) A~7 (B Fiz) & UTRE30kg LA EIE 1A 8 mg/ke,
{8 30 kg A 13 1 18] 12 mg/kg % M #HET 5,



2. REOFFE, 1EHIEST

AT ANNE JeE (&4 - TX T EF vaa—k, IR, TR £
9) 1%, BE RN RO T Mg, BBz T~ b A VAR Z—%2 T
CD19 ZFPHEANCRRT 5% A THRZH/E (LUF, TCAR] &V 9) BinFEEAL, £
WIS T Ml ZREacHile & U, I & RIS ERNIC X 210003 2 HIFF
T, BIRNICE G S b FAERBRERL TH D,

AEIZEIEFEASILD CAR X, CD19 AR EAICEET 5~ 7 AHK scFv, & | CD28
(HEfA: B A A > O—EB, BEEGR R A A 2 ORI R A A > o—E), WSR2~
FIMBEERAA L Thbde b CD3C GHIIAN KA A > O—58) MO EiL, CD19 #3881
L7l 238532 & 8 TSR UCiEtE b, 8950, Ml ESox= 7 = 7 ¥ —iiE
DEBZ L5, ZHOOMERICE Y., CDI19 o B MO L, AT 2
FER S H LRSS,

AR OGEIZSI O AMKY 7 2 L—v R & RiLEHO 5 Bl 6 3 HEE CARGLO
EEROHIEZ BRE L7z ) o RERBREAEE (LT, TLDARFHRE] L)) 21794
FERHY, SOICKRMOBEGIZE VYA MBI A UiERRE (LLF, TCRS) & 9H) D
HER I CICEL RN S DEIEANRO ONAAREERSH D, LTen->T, 77 =
V~VX®%m¢'LDm%E&@%M¢ K DOEHH RO H#IZIL, BE ORI~ +
SYTATUN, BE RO BNIZEAITIT, 38 L FHRIN U HME e ik & BB 2 Fr o=
%Kib\%%43UtmU#_%wfﬁ%mﬁiﬁéﬁ%éﬁﬁ@ﬁ%ﬁéﬁ5%%%
b5,



3.

P ST EHRIE O AR B Mg U >~ (O AV B Al U > ~HE (BUF,

[DLBCL| &\9). JFRMEHEE M B Mmoo & (LA F. TPMBCL] &\ 9H), B
AR AErE Y i (LA, FL) & W 9) ., &R B i Y > & (LT, THGBCL |

&

[

VD)) DIRGERFIZ R 24T - 7o T 72 FRIREER D pliit 2 7= 9,

A2hE]

WEASNE T/ AHEBR (KTE-C19-101 #&BR) (ZUMA-1 3%58%)

18 5% LA F ORI I F3 O DLBCL, PMBCL K& ONMFL BBE X812, KL 0OA%)

PR OVZ e et 2 IEEMIERT BB T /I AR (KTE-C19-101 #&BR) (LLF.
[ZUMA-1 38R & 9) D3 Sz, ERRIRERARKEIR 1 OLBY THhoT-,

F 1 EEIR - AL

<SRPRFEAE >

HLE AT WHO 2338 (2008 4£) (23:-5& DLBCL'. PMBCL X i tFL & 2k S iz ik

LT OV NICi S 3 2 IaIRaitE o B

> ARSI (B BAIED PD L HIE S, XUE 4 YA 7 VO —RILFIRE & FEi L
TSR BEEA SD C, SD MBS KK S% 6 W ARMTH D) ., 722 L, —KRIGHEIC
AN D B TEBRA LT,

> TRV EIRIEICIES) (B BAVEN PD L HE S, UXERTOWEEE 2 %A 7 VL E
FEhi U721 i BN SD T, SD ORI N ik 515 6 T H R TH 5)

> BAFEEMmEMEgR (LLF, THSCT) £ )) # 12 7 ALINIZ PD & HIE S UTFR L

7o
>  HZFE HSCT %IZRGFIRFE 2 FEh L5618, BEEIREZIZHESRD by, IR L
7o

PLCD20 &/ 7 m—FUHERT o b T A 7 U U EALFREE S —KIGR 2% T 7o 85,
AR R (central nervous system: CNS) (2 VU > SJEJF AT L7V,
ECOG PS 7% 0 X% 1 DR,

<BROMEUE>

CLL ®» U b ¥ — Gt OB EREN & 5 B,

[FI#E HSCT B2 & 5 B,

CD19 FERFRIEIC L DTRRBEN & 5 BHE,

CAR T ARG U385 TEM S iz T AIRTREEN & 5 B3,

*| o o o @

: DL O > DLBCL 25 AU G & Sz,

DLBCLNOS, T Hfa/ARAEERE ERGMM B #ifa Y > <fE (LLF. TTHRLBCL] &\ 9) | 1BMERIE
BHi# DLBCL, Jn##tE Epstein-Barr virus B4 DLBCL

AL D FE L O &3 J7351E, CAR T iz s U CHEEM & 2.0x10° (£20%) fifl/kg

(REA 100 kg 2B 2 DA 23108 fEH/body D EHE & L, #Fa R/ &I 1.0x10
fi/kg) % 30 S LAPIZHEIFARNE G325 2 & & Sz,

5
t
)

Fio, EENTORMLOAEE R OWIEzetES 5 Z 2 AL LT, Rif50 5 BRI
3 H A CRIALE & L CTUAR O LDALSRIEAIT 9 2 & & Shvlz, Zads, Ahn R B
GRER~ DGR & LD ALESRIERTE T) DBEEOIREZLE ST L7200 DLRE (7
v DU TAEEIRIE) BAT O ZEIEFFA STV IR o T,

(1) AFLEO LFIEE (LD ARFREE)



AL BEGRTORTALE & L TU U 78EREDY 100/ul LA ETH D 2 & 2R L CTLL T Db
ERIRHCS N, £ U 2 7SEREDY 100/ul R OHA 1L, BRRBRO AT 4 HLE=
Z— B S AR D b, LD ALFRIEEZ EMT 5 2 & & S/, 723, LD fLFHRIET
TOOARMEEE TORMREIZ 2 AL S, RiORGPEH S 725G TEH Y 2 HH
DN THIUTLFAREOHFE I AE L Sz,

o YRR Ty IR (EAHELT) (500mg/m?% 1 H 1[EL 33 HARRE | &
RN ZTEe ) A7)0 30mg/m?% 1 H 18l # 3 HaEEE)
(2) ZUMA-1 35 DGR alifk

27—k 1 (DLBCL %) KO=A— b 2 (PMBCL X OMFL B4) 122V T, b
HH & Si7- International Working Group 2007 2£%  (J Clin Oncol 2007; 25: 579-86) (235 <
TBREAEEGHNC X 52880 (BaRs (BLF, TCRJ &wW9) XUTEsnZEsh (LIF,
PRI L\v9) DERSNT-BEOEIE) © 2 [ HOPRMBHREY OffFRIZFR2 0L B
DN Thol,

® 2 FHHEo 2 W H ORI OFE (RBRELEMEE, 2016 8 H 24 A7 -4 U v b4 7)

B (%)
ak— k1 e )
51 5 11 %
CR 24 (47.1) 8 (72.7)
PR 15 (29.4) 2 (18.2)
SD 8 (15.7) 0
PD 3 (5.9) 0
BN 1 (2.0) 1 (9.1)
%% (CR+PR) ( [39 . "
(FE2hE [95%CTr'] (%) ) 76.5 [62.5,87.2
pfE CEf) <0.0001 (90.9 [58.7,99.8] )
*] : Clopper-Pearson V£, *2 : “IASARICEED < TEMEME. BIEZEZ)EE 20%. A EAKME ()

0.017

T, ETOERIIRIDOEBY ThoT-,

U R 2 B E LT, 22— k1 (DLBCL #3#) 51 BIAAROEY 3 5 H 5O EHE %25
RS CETAZEEEN, 2770, ak—F 1 L2 ~OBEOMANNIFIZTE T LTV
LEEE L, BRI S,



K3 RO TN OFMR GRBRFEEMHE, 2007F1 277 =4I v b4 7)

B1% (%)

aR— k1 aR— k2 am— k1 KO2 DA
72 20 fi 92 il
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)
A S AT 1 (1.4) 1 (5.0) 2 (2.2)
7% (CR+PR) 58 17 75
(FEHE [95%CT''] (%) ) (80.6 [69.5,88.9] ) (85.0 [62.1,96.8] ) (81.5 [72.1,88.9] )
pfE O ™2 <0.0001

*1 : Clopper-Pearson 1%, *2 : Z“IRAAGIZ IS < TEMERME, BMEEZE 20%, A EAK%E (FAD 0.0075

ZUMA-1 BRI DM (REa%H)E XU pliE) BIY OFROMRIT, £ 4 KO
5DEBYTHoT,

4 AL (ERRpIE) BIOEROHE R
(ZUMA-1 #Br, IBBREEERHE, 20084E8 A 11 BT —X b v b4 7)
B% (%)

DLBCL PMBCL tFL
77 B 8 1] 16 #i
CR 41 (53.2) 6 (75.0) 12 (75.0)
PR 23 (29.9) 0 2 (12.5)
SD 8 (10.4) 1 (12.5) 1 (6.3)
PD 4 (5.2) 1 (12.5) 0
BRIEECER 1 (1.3) 0 1 (6.3)
7% (CR+PR) 64 6 14
(FThFE [95%CI'] %) (83.1 [72.9,90.7] ) (75.0 [34.9,96.8] ) (87.5 [61.7,98.4]

* . Clopper-Pearson 1

2 ZUMA-1 382 (101 i) OMEA (fEaHE) oPWNRIZ. DLBCL77 # (76.2%) . PMBCLS fil (7.9%)
KOMFLL6 B (15.8%) THot, £z, MREA O P RpE R g TH - 72 84 1> 9 5, DLBCL with
small B-cell lymphoma & & 41 ZUMA-1 RO X5 & 72 DAL 0 U LR JE & W S 47z 2 fl
Z < 82 BIOMMTL DOMNERIZ. DLBCL69 1 (68.3%) . PMBCL4 5l (4.0%) . tFL9 f] (8.9%) T&
Y. i E T PMBCL TH o7z 2 Bl KR NFL Tdh o 7= 4 i3, thy]E Tid DLBCL LHE STz,
F7-. WHO 2#8 (2016 4£) THGBCL 5% 2 BEERET 5720, RIKOFHBAAIRETH - 7= 42
BlOIEEF WA & F0i L7 fE R, Py C DLBCL KON tFL & HE S 7= 2 4 Bl KO8 2 Bilas
HGBCL & HIE Sz,



F5 AR (RHfE) BIORDROFER (ZUMA-1 &5k, 20188 H 11 BT —4 v b4 7)

Bi%k (%)

DLBCL PMBCL tFL HGBCL
65 # 4 {5 7 1) 6 151
CR 38 (58.5) 3 (75.0) 3 (42.9) 4 (66.7)
PR 17 (26.2) 0 2 (28.6) 2 (33.3)
SD 6 (9.2) 1 (25.0) 1 (14.3) 0
PD 3 (4.6) 0 0 0
P S g 1 (1.5) 0 1 (14.3) 0
%% (CR+PR) 55 3 5 6
(ZFh= (84.6 [73.5, (75.0 [19.4, (71.4 [29.0, (100 [54.1,
[95%CT*] %) 92.4] ) 99.4] ) 96.3] ) 100] )

* . Clopper-Pearson 1

EINE D FEEABR (KTEC19-A-J201 5B%) (J201 5XB%)

20 5% LA _E O FFE ST A MO DLBCL, PMBCL, tFL & TN HGBCL HBE & %412, Afhod
BIIER OV 2 E a2 IEEMmIERHIRE N RS (KTEC19-A-J201 #8k) (LLF,
(1201 5Bk L\ 9H) BEMS, FERBRERAEHETER DL THhoTo,

F* 6 LR - RO LTE

<BPRFELAE>
o MAEMA T WHO 4338 (2016 4F) (23:-5& DLBCL'. PMBCL. tFL X% HGBCL & 2l S ni-
o LTFOWTIIIHY T DIEHIRIIED B,
> —UALFEFHEICES) RBEZEN PD EHE I, UL 4 T A 7 O— AL & FhE L
TR I RENE DS SD ©. SD OIS ik 5% 6 WA R TH D) . L. —IBRIC
ANl D B TEBRI LT,
> ZWRUIBROLFREICEY) (B EEN PD EHIES N, ITEFTOREE 2 4 7 VP E
FEi U721 i BN SD T, SD oMM ik 515 6 WA R TH 5)
>  HZFE HSCT # 12 47 A LINIZ PD SUE %S LTz,
> A HSCT %R IER 2 £ L 725613, BOFIRERICDERNTBD vy, IHEL
776
e PLCD20E/ 7 u—FNPERLT VU NIV A 7V UERILHRIEREO ® 5 B
e (FL HE TIT FL ISk A{LEEREN H ¥ . DLBCL (O HLH L, (LFBE IR D bh
LR,
o RS (CNS) 2V NERAENRD b WEBE,
e ECOGPS 70 X 1 »EFE,

<BRO >
CLL ®V b ¥ —ERBOEREN & 5 BE,
e [AIFE HSCT &2 H 5 B,
o CDI9 HERERIEIC L DI H 5 B,
e CAR T MifliafRIE X TBE EM S e T i RIEDN & 5 B,
* o DUF O o DLBCL AHHANER & Sz,
DLBCLNOS, &N AHINEE B #ifg VU > /<fE, THRLBCL, EM:4ER# DLBCL, Epstein-Barr virus [
4% DLBCL NOS

AL D FE L O &3 J7351E, CAR T iz s U CHEEM & 2.0x10° (£20%) fifl/kg
(REDY 100 kg 248 2 D HAITIE 2x108 {E/body DOFEEHEE L, #FRH/NHEIT 1.0x106
fEl/kg) % 30 ZpLAPNICHEIEIRNE G2 2 & & S,



Fio, EENTORBOAEE K OBGEARET 5 2 L2 BN E LT, REEE O 5 BRIH
5 3 H[FEECRILE & L TUL RO LD ALSFHRIEEIT O 2 & & &l 7eds, ARbhELE IR
o GRER~D 8GR 5 LD ALFIRIERTE T) OBE ORI A LZE ST 520 0b2ERE (7
U w D JEEIRE) 179 Z EITFR SN TV Ao (722U, BIBEE AT aA RiC
DNTIX, 7'V =y UHE T 5 mg/day DL EOBRGERARGEOE GRS B ZRETRS
nTni-) .

(1) AFLEO LFHE (LD ALFREE)

AL GRTORTALE & L CTU 2 78ERES 100/ul LA ETH D Z & ZRER L CTLLT L2
ERIBHOONTZ, F2, U 2 REREDY 100/uL REOHA L, BRRBRO AT 4 HE=
H—ZFER S A RO E, LD AL FEEL T 5 2 & & S, 7235, LD b FRIESE
THhOAREEEETOMPRIT 2 B & Ziv, REOEGPIEW S 72355 133E ] 28 2 EH
VI THIUTLHRIE DO ERMIIRE L Shl-,

e YIBARATZFIFR (EAHELT) (500mgm?2% 1 H 1[0, F3 HAMEE . &
NI NWE T ) VR ATV 30mgm? % 1 A 1al, #3 B AREHE)

(2) J201 FRER D ERAR AR

FHFHMIA H & 417z International Working Group 2007 2% (J Clin Oncol 2007; 25: 579-
86) ZHED IRBRE(TERGHMIC X 2 28%h3% (CR XX PR BEML SN BEOEE) OF
1 EEBE ORI OFERIZIR T O LB THoT2,

#£7T FTEROE1BEEOMATOME (BBREEEMEHE, 20097 H 15 AT —% v b47)

B (%)
10 %
CR 3 (30.0)
PR 6 (60.0)
SD 1 (10.0)
PD 0
7% (CR+PR) 9
(FHhER [95%CTI'] (%) ) (90.0 [55.5,99.7] )

* : Clopper-Personi%

T/, BT ORERIIR S D EBY THo T,

3 RFROBFNEHAID 10§l % %5 UTEM ST, 10 Fid 6 FILL ETENIED b HEICIEA
mEAREHBEND L L EnT,



£ 8 FHHROBMBH OFEE (RRELEMEE, 2009410 A 23 B —4 0 v b4 7)

B (%)

15 %

CR 4 (26.7)

PR 9 (60.0)

SD 1 (6.7)

PD 1 (6.7)

#%h (CR+PR) 13

(FhFE [95%CI"] (%) ) (86.7 [59.5,98.3] )

* : Clopper-Pearson £

1201 FABRIC B 1T 2 AR DA NEDRERIZ, UTFDEBY Tholz,

e DLBCLI14 #illZ2WTIE, FgHliE L O IHEDWT I 12/14 I TR D 6
. Zh#E [95%CIH (%) 1%85.7 [57.2,982] TH-o7=,

e PMBCL (X&) 1 HOMFHEILPR THoTo,

*  HGBCL (HF9HIE) 1 FlOMEHEILCR Tholz,

o FL (figZHE®) 1 HIDEHEILPD THH-T-,

WA S AHRBR (KTE-C19-107 iABR) (ZUMA-7 #kBR)

18 1% LA _E ORISR H UM ST R O KIS B Al Y o SRR 2 5500, AdL & EYER
ROFIER O L 22T 5 2 L2 HNE L2 IEEMEIEA{LbiGBR (KTE-C19-107
RER) (LLF. TZUMA-7T BRI o) 3 Sz, FRBRRAMEEIR IO LB T
HoT,

F9 TR - BROMEYE

<R LYE >
e WHO %5338 (2016 4F) (Blood2016;127:2375-90) (22X | MAFHIMREIZC L WV UL FOWWFND
#FETL O LBCL & 2 s - i,
> DLBCL®
> {FL
» HGBCL (MYC i ONZ BCL2 X% BCL6 D f5 iv— )5 DEG T FHHE R O A B 72 )
o HILCD20 B/ 7 u—FAHUEKR T v FTH A7 U UREREET 1| LU A DILEIRIERERN D
0. #EeME (PD, SD. & L <X PR Zfkf%, %% 12 7 HUIN O PD XUFAMIZ K DFRAFHZE D
FEH) SUTEF L7 (—WRIBEIC XY CRERE 12 7 HUNOESR) B,
ECOG PS 78 0 X% 1 o,
U o SBE O AR R IR OB R TR O 7 W R,
BB FFREIC R L2546, BFE HSCT fFHRE(LF#%: (LT, THDCT) &v9) ZHifTd 2
BROHDHBE,
< BRAh R TE >

B % HSCT JBE 3L [RIFE HSCT EEM & 5 i,
CD19 Ry, CAR T MIBEIAR UM OB B TEA S AL7z T MRaRIEOTERIEN & 5 B,
CLL ® J b # —JBE#s# X% PMBCL OB B 5 B E,
* 0 DUF O##87 0 DLBCL 2SHHANER & Sz,
DLBCL NOS, &M AER# DLBCL, JFZMZE DLBCL - N, Epstein-Barr virus B DLBCL,
THRLBCL

AL O FER OB X3 J7EE,. CAR THillnE L CHIEM&E 2.0x10° (£20%) f#/kg
(REDY 100 kg 28 2 D HAITIE 2x108 {E/body DOFEEHEE L, #F&RH/NHEIT 1.0x106

10



fil/kg) % 30 ZpLANICHEIE RN G325 2 & & sz,

Fo, ABRNTORGOAEE R OEIEZEETH 2 L2 B E LT, RiLE50 5 Bl
5 3 H R CRIALE & L TCLL RO LD ALFRIE AT 9 2 & & Sz, el AL
o GRBR~D B ERD O LD ALFHRIERTE ) 18, BFEOWREIG CRIBRKEAT oA K&
MRS, ARG S ARETIZRE TTHZ L LS,

FEETE R AR OO FIVE B OV B S G 1T TR T AT I L 0 R b7 1E (R-
ICEY . R-ESHAPY | R-GDP? | R-DHAP” 3 |Z R-DHAX® ) OWF Nz 2~3 A 7 L%
H QYA 70 2~3 ) U, BEBILSHEE 2 UL 3 A 7 MRICTRDED BT #k
#1213 HSCT ffH HDCT 2 FEhi? 45 Z & & Sz, BLHRIEICERL L - 7245
Hlx, IRBREN G E EA TR A2 S KRRO CAR T MIIESEDRIBREZ T 5 Z L2
AREE &0

(1) AFLEO LFHE (LD ALFRE)

AL RTORTLE & L CTU 2 78EREN 100/ul LA ETH D Z & ZRER L CTLLTF DL
ERIRHNS N, £ U o 7SEREDY 100/ul R OHA L, BRRBRO AT 4 LT =
H—ZFER S A RO E, LD AL FEEL T 5 2 & & S, 723, LD {LFRIESE
THhoARMLEEETOMMBIZ 2 B & Siv, KOG IEW S 7255 133EH 25 2 HH
VN THIITLFRIEDOHERIIAE L Shiz,

o YZuRAT7yI K (HAHELT (500mg/m?% 1 H 118, &3 HAmERE) « &
NINEZEe ) U ATV 30mgm? % 1 B 1Al 33 3 ARG

(2) ZUMA-7 iRBR D i IR Al i

FEFHEIE A & &7z Lugano 43#8 (J Clin Oncol 2014; 32: 3059-68) (Z4k-3 < Hgu i E (T
KA N NI (EAERL A 2 DIREBETT, Fi772 U o IEIEHE OB AA SUTSER %
DRV ONWT N RNHER SN B £ TORR, LU, TEFS) &vy9) O EfEr

VYR T 375 mg/m? HALEFIERIC, A RA T 7 2R (RAFOHHT) 5,000 mg/m? 24 WA
H&EH2BHIC, WAVRTTF 2 AUCS (e RKAE 800mg) #5452 AHIZ, = MR K 100 mg/m? % 5
1~3 A BiZZENZ kNG,

S yvxi~7 375 mgm? %% 1 A, ThKRY F40mgm? %2 FE 1~4 BRI, AFLT L R=ynrr
500mg %55 1~4 HEXIH 1~5 HEIZ, A7 7F 2 25mgm? %5 1~4 HBIZ, % 7 £ 2,000
mg/m? %% 5 H BICENENERIRNE 5.,

O YR w735 mgmtAE 1 AH CUIES HHE) (0. FAL X E L 1,000mgm? %% 1 A H RO
SHEBIZ.TXVAZ Y v 40mg 25 1~4 HEIZ. VAT FF > 75 mgm? (T A /VR 7 F 2 AUCS)
% 1 A BlIZENZENHEIRNE S,

DYy~ 375 mgm? HALFERRIERIC, TR AX 40 mg B 1~4 HBIZ, Y AT FF 2 100
mgm2 %% 1 BHIZ, ¥ 7B 2,000mg/m?1 B 2 [E1%% 2 B BIZZERENFHIRNE S,

8 U YR LvT 375 mgm? AALFRERIC, TRV AX YL 40mgEE 1~4 BRID, VAT TFL (X
1A YU 77 F ) 100 mg/m? 24 FEFIFFGHE 525 1 AHIC, ¥ T2 2,000 mg/m? 1 A 2 [E% 5
2 A BIZENENFRIRNER 5

0 G R TR R RSB O MBI - TIEMIT B T & L ST,

100 iR e 179 B10> 5 5. 100 ] (55.8%) ASEEUERFEGOFTT= 72 ) > /AT & L CARN &2 & Tk
0 CAR T ML %4 7=,
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DS K O Kaplan- Meier Hi#RIE, &R 10 KO 1 DL B0 TH Y | BRI 5 A0
FEOBBAERGEE = 4v7z (7l p fE<0.0001, &I log-rank #7E)

7210 EFS OFEFR (PyllE, AT SERH, 202143 A 18 HT — % v A7)

NS FEAETR AR
180 31 179 51
EFS A4 X b (%) 108 (60.0) 144 (80.4)
HE (%) 11 (6.1) 6 (3.4)
PD (%) 82 (45.6) 75 (41.9)
AEA{ET% 150 B LN O BIREIE D SD (%) 4 (22) 0
Biizre U R OIS (%) 9 (5.0) 63 (35.2)
A OHFEE (%) 2 (1.1) 0
R [95%CI] (7 H) 8.3 [4.5,15.8] 2.0 [1.6,2.8]
ANYP— KL [95%CI] ™ 0.398 [0.308, 0.514]
Jrifl p ™2 <0.0001

*1  —IRIGEOIEENER (—RIBERPIE (PD, SD UL PR), —RIGHEIZE D CR =% 6 7
ALANOEI, 6 7 A 12 B ALINOFEFR) KO sAAIPT (0 XX 1, 2 X% 3) Z@EHlKT-&
L7253 Cox bl ¥ — FEF X D RN

*2 . HREKERM 2.5%, JER log-rank #E (Cox HfFl W — RET L L [AERD JERIAT)

100
+ censored

Axi-Cel
------- socT

80

60

Probability of Event-free Survival(%)

g,
204 e
Coi s R o - H----m-- - - -+
Median [95% CI] Stratified HR [95% CI]
Axi-Cel (N=180): 8.3 (4.5,15.8)  0.398 (0.308, 0.514)
0 SOCT (N=179): 2.0(1.6,2.8)

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34

Time Since Randomization (months)
Axi-Cel 180 163 106 92 91 87 85 82 74 67 52 40 26 12 12 6 0
SOCT 179 86 54 45 38 32 29 27 25 24 20 12 9 7 6 3 1 0

1 EFS ¢ Kaplan-Meier Bift (GRhEMITRER], 202143 H 18 BT —% B v M4 7)

F o IBREATLEMHEIZ L D PFSIZOW T, 2021 423 A IS AT — X B v A 7RO
SR K O Kaplan-Meier Hiff1Z, £ Z2h®E 11 KK 2 DL B Tholz,
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100 —
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g 60
&
S
w
172
D
()]
<4
O 40
(o]
2
3
[
o)
o
o
Axi-Cel
SOCT

F 11 PFS OFER QRBRE(TLEMPIE, AOMEMITIRER, 20013 H 18T —% 1y A7)

PNV s FEYETR R

180 f31] 179 51
FE SIS (%) 96 (53.3) 103 (57.5)
Rl [95%CI (B AH) 14.7 [5.4,NE] 3.7 [2.9,5.3]

NP— R [95%CI] *

0.490 [0.368, 0.652]

* L — IR OIRER (—kIBEIESTE (PD, SD X% PR), —RIAFIZL Y
CR %Rkt 6 7 AN OFR, 6 4 AlE 12 7 ALUNOFEI) KO sAAIPT (0
XiE 1, 2 X 3) ZERIRT-& LIZERI Cox il — RET /LI L W HH

R e e b s = b R

Median [95% CI] Stratified HR [95% CI]
Axi-Cel (N=180): 14.7 (5.4, NE)  0.490 (0.368, 0.652)
SOCT (N=179): 3.7 (2.9, 5.3)

0 2 4 6 8 10 12 14 16 18 20 22

Time Since Randomization (months)
180 166 112 100 99 94 20 88 80 73 56 43
179 94 61 47 43 35 33 31 28 27 24 15

24

28
1

e AR e e
26 28 30 32
12 12 6 0
9 7 4 1

2 PFS @ Kaplan-Meier Hifg (CHZMEMATIGER, 20213 A 18 AT —F# v F47)

+ censored

Axi-Cel

----- socT

OS IZDW\WTC, 2021 43 H 18 HT — X 1 v b4 7 EE S OfE S M O Kaplan-Meier BRI,
INENRE DR ERKIDEBY THoT-,

13
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12 0OS OFER (BTt REM, 20213 H1I8 AT —% 1 v A7)

AL FEUETRIR T
180 14 179 151
T (%) 72 (40.0) 81 (45.3)

FYLfE [95%CT] (7 H) NE [28.3, NE] 35.1 [18.5, NE]
NP — R [95%CI] * 0.730 [0.530, 1.007]

* L —RIBEOIBEIR (—RIGERSIE (PD, SD Xi& PR), —RIGHEIZ LY
CR Z itk 6 W ALUUND I, 6 7 Al 12 7 ALLINDF3E) K OV sAAIPT (0
X1, 2 Xax3) EEBIAT & L& Cox el — RETVIZLVER

100 -
80 -
S
= 60 -
%
3 g
=
o
©
=2
c 40 -
=
@
20
Median [95% CI] Stratified HR [95% CI]
Axi-Cel (N=180): NR (28.3, NE) 0.730 (0.530, 1.007)
0| SOCT(N=179): 35.1(18.5, NE)
0 2 4 6 8 10 12 14 16 18 20 22 24 26
Time Since Randomization (months)
Axi-Cel 180 177 170 161 157 147 13 125 117 111 91 71 60 44
SOCT 179 171 161 148 133 120 109 104 100 91 74 58 47 33

3 0S @ Kaplan-Meier it (H2hVEREHTHG4E . 2021 453 A 18

HETBI DA IEDOFERIT, K 13O LB ThoTs,

I e age B 3500 L IR E Gl RS CLL, ALK B LBCL KOV

>N & LI S IVIREBIANE 1B oA BT,

14

+ censored

B e
i

28 30 32 34 36
32 21 14 5 2
21 14 7 4 1

HF =%y hA7)

ALK Bt RAfa R B #ifia U

Axi-Cel

38




F 13 ML B OF M ORS R
(Pl A RPERNT R SAEH, 2021 423 H I8 HF — 2 B v 4 7)

DLBCL NOS tFL HGBCL
A FEUETRIR B A FEUETRIR B A FEUETRIR B
110 1 116 1 19 4] 27 4] 43 1] 27 4]
EFS 4 XV kb (%) 68 (61.8) 97 (83.6) 10 (52.6) 24 (88.9) 23 (53.4) 18 (66.7)
Rl [95%CT] (B H) 5.4 [3.9,14.9] 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]
52782 (CR) 70 34 16 10 30 9
S AR (0) 63.6 29.3 84.2 37.0 69.8 33.3
[95% CI'2] (%) [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 XIZ PR) 92 57 17 15 36 12
LIIHEL (%) 83.6 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] [25.5,64.7]
THRLBCL Epstein-Barr virus [5%: DLBCL JFE MR JF DLBCL - F Y
AL FEAETR IR AL FEAETR IR AL FE BRI
5 4l 6 1l 2 {3 0 151 1 {31 0 131
EFS A _» b+ (%) 4 (80.0) 2 (33.3) 2 (100) — 1 (100) -
Rl [95%CT] (B H) 3.7 [3.0,NE] NE [5.0, NE] 3.6 [2.3,NE] — 3.3 —
5E4225%) (CR) 1 5 0 — 0 —
SERZFNEIE (%) 20.0 83.3 0 — 0 —
[95% CI'2] (%) [0.5,71.6] [35.9,99.6] (0.0, 84.2] — [0.0,97.5] —
7% (CR XIZ PR) 3 5 1 — 1 —
EIGHEIE (%) 60.0 83.3 50.0 — 100 —
[95% CI'2] (%) [14.7,94.7] [35.9,99.6] [1.3,98.7] — [2.5,100] -

*1 AR O E I TTRBREEERMIC & D,

*2 . Clopper-Pearson 14

[Z241k]
WSS 1/ TMAHEER (KTE-C19-101
A 11 BH) (REHE5S0OBIZHIR o bl [#65H]

O#H 27.1 [22.9~324] H A)

B 1AW ONTE TARER 7y O 2k — ML URITEB W T, A EFEG03108/108%1] (100%)
(2O b AL, AERIE107/10861 (99.1%) (ZFE® b7z, FEHFRN10%LL EORITERIZFE 1L
DEEBH ThoT,

AER) (ZUMA-1

F 11 REEN10%LL EORIER

(ZUMA-1 #&5% (55 1 FH3857 .

BHME 2 A— M1 KR2) )

RER) (F—%H v FAT7H 2018 4E 8
- 1 HH 37.8 [35.7~38.8] W H. &

FRERIR A B (%)
FEARGE 108 13
(MedDRA ver.21.0) 4> Grade Grade 3 UL |-
EFEIEN 107 (99.1) 71 (65.7)
MR DN R E
Egiil 12 (11.1) 9 (8.3)
1 Rk iE 16 (14.8) 13 (12.0)
FN 16 (14.8) 16 (14.8)
G R REE
Ky 7 a7V i 13 (12.0) 0
R R Ok EE
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L IPNG B (%)

FEARGE 108 13
(MedDRA ver.21.0) 4= Grade Grade 3 UL F
R R 20 (18.5) 1 (0.9)
il
BEELIRBE 28 (25.9) 9 (8.3)
TSR PR
SR 24 (22.2) 1 (0.9)
FibddiE 39 (36.1) 25 (23.1)
PR 30 (27.8) 2 (1.9)
FEE 19 (17.6) 8 (7.4)

TR 17 (15.7) 8 (7.4)
DR

SER 34 (31.5) 1 (0.9)
TAPESE R 16 (14.8) 0
1 8 f

{8 1fn £ 54 (50.0) 12 (11.1)
Mg, MOS0 K OVERm fe

{KEE R IE 30 (27.8) 9 (8.3)
H N5k

L 18 (16.7) 0
B R B & OSSRk S

55 AL 11 (10.2) 0
— % - RHEE L O 5L O R EE

FEEL 90 (83.3) 13 (12.0)
i 34 (31.5) 1 (0.9)
Rz 36 (33.3) 0

CTCAE ver. 4.03

5 AR I NT B ARy D 2R — b 1 LY 2 128\ T, RO F 5 & O 5
%G 24 7 HLINOSELCIE, 54/108 BIZFE S Hiiz, FEEETIC X 2586 (46 #1) K
JRBELT D3RR S VIR DAL FIE 2 WA T L 7e % OSE T (4 1) ZFr< BE OFERIL, fKE
5, SEEAN I, BRI RRERE L OiZER A 1 HlTH Y, 5 b, MEE K OE M
PERHRRERIES 1 B ClE, Adh & ORRBEBONEE SR -o Tz,

ENE T AHRER (KTEC19-A-J201 #&BR) (1201 3BR) (F—X A v 47 H 12019 4E 10 H
23 B) (Rénieh0b oglefiM ol [#PH] 6.2 [3.0~11.0] 7 H)

BEFRITI6/166] (100%) (T8 Hiv, BHWEHIZ16/166] (100%) (238D b/, B
2310%LL EORIERIERI2ZO LB TH- T2,

F£ 12 FBBEN 10%LL EORITER (3201 3X5R)

ZE IR B (%)

FEAGE 16 11

(MedDRA ver.21.0) 4> Grade Grade 3 VA |
2FEIEN 16 (100) 16 (100)
JRYLIER K OV BUE

N EFEDS 2 (12.5) 0
MR DN R E

Egil 6 (37.5) 4 (25.0)
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BRI % (%)

FARGE 16 131
(MedDRA ver.21.0) 4> Grade Grade 3 VA E
I R ER kA iE 6 (37.5) 6 (37.5)
FN 4 (25.0) 4 (25.0)
1 ifn BRI i 4 (25.0) 3 (18.8)
MR A i 4 (25.0) 2 (12.5)
U BRI IE 2 (12.5) 2 (12.5)
T R E

Ky 7 a7V v fE 3 (18.8) 2 (12.5)
R R O i

RBRIHE 2 (12.5) 0
TSR PR

SR 2 (12.5) 0
1

R 2 (12.5) 1 (6.3)
MM, BST M OMERR I

{KEE R IE 2 (12.5) 1 (6.3)
H ke

T 5 (31.3) 2 (12.5)
— % - R EE K O 5L O IR EE

FEEL 14 (87.5) 2 (12.5)
1R 4 (25.0) 0
i 2 (12.5) 0
R AR R A

i R ERHOR D 7 (43.8) 7 (43.8)
LIIRANY 8l % 7 (43.8) 7 (43.8)
U RERER D 5 (31.3) 5 (31.3)
i Bk Es b 5 (31.3) 5 (31.3)
ALT #4n 2 (12.5) 1 (6.3)
AST 2 (12.5) 1 (6.3)
GGT #hn 2 (12.5) 2 (12.5)

CTCAE ver. 4.03

BEHIR D SUTEMEIR T (F—2 by hA 7 B ET) OIELTIF2/166] (12.5%) 1ZFED
Siv, ERFWTHHEBEITTH - T,

WAV EIARRER (KTE-C19-107 388R) (ZUMA-7 RER) (F—%Hh v +A 7 H 2021 43 H
18 H) (Kb ol o Ju il (#1249 [17.5~37.8] B A)

B ERFRIIARMGEE R OEEAETEHEE O 2HNIFRD B, BIVEAIEA AL T163/17061 (95.9%) |
PEYETRHERET160/168%1 (95.2%) 258D LTz, WM ORETRILEI10%LL EORIER
IRIBOLEED ThoTo,

#13 WTNORETRIERDN 10%LL EORIWER (ZUMA-7 345R)
Bil% (%)

FERIR AR TEAETR IR A
FAREE 168 1 170 1)
(MedDRA ver.23.1) 4= Grade Grade3 UL F 4= Grade Grade3 UL F
2EIEH 160 (95.2) 131 (78.0) 163 (95.9) 112 (65.9)
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Bi% (%)

PN | TEAEVR IR A
HoRzE 168 f31] 170 3]
(MedDRA ver.23.1) 4= Grade Grade3 ULk 4> Grade Grade3 UL E

FEEN 33 (19.6) 0 (0.0) 157 (92.4) 15 (8.8)
18 i JE 18 (10.7) 4(2.4) 70 (41.2) 18 (10.6)
W57 80 (47.6) 4(2.4) 50 (29.4) 9(5.3)
mEE 8 (4.8) 0 (0.0) 45 (26.5) 1 (0.6)
SHYR 27 (16.1) 0 (0.0) 51 (30.0) 4(2.4)
JirdsiE 1 (0.6) 0 (0.0) 29 (17.1) 20 (11.8)
TR AR 9(5.4) 1(0.6) 51 (30.0) 3(1.8)
PRHE 1 (0.6) 0 (0.0) 37 (21.8) 2(1.2)
I ERIE A IE 28 (16.7) 27 (16.1) 48 (28.2) 43 (25.3)
PEELIRRE 1 (0.6) 0 (0.0) 35 (20.6) 8 (4.7)
(N EST 7 (4.2) 3(1.8) 33(19.4) 14 (8.2)
RFEIE 0 (0.0) 0(0.0) 35(20.6) 12 (7.1)
BARE 40 (23.8) 6 (3.6) 24 (14.1) 6 (3.5)
CLIN 108 (64.3) 9 (5.4) 30 (17.6) 2(1.2)
2 ifn. 83 (49.4) 62 (36.9) 25 (14.7) 16 (9.4)
fEEAR 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)
Ky Z'a7V e 1(0.6) 0(0.0) 17 (10.0) 0(0.0)
I ERER A 45 (26.8) 45 (26.8) 22 (12.9) 21 (12.4)
Mgk A 49 (29.2) 1 (0.6) 17 (10.0) 0 (0.0)
/IR IR iE 39 (23.2) 35(20.8) 16 (9.4) 12 (7.1)
FEENELT T BRI iE 43 (25.6) 43 (25.6) 1 (0.6) 1 (0.6)
H i R H e 37 (22.0) 31 (18.5) 13 (7.6) 12 (7.1)

CTCAE ver. 4.03

AGEETIE, REOBEGEHMF L ORG%N0T —F2 By M4 7 HETOIRLTIE, 64/170
BNZRD BTz, HEICES>T-AEFRIT 4N L, ZONRIT, Bay >3 (7
i) . COVID-19 (2 f5]) . B BURFRFFIEMEA, M, (OAEEZE, MEATIEZS B B INE
K OMUMSE (% 161) Thotz, 2H, BAFREEMEL 1 6 TIE, A& OREBHRG
EX N,

FEVEIREHE Tl BRI FRIEIC K A ER R SR R OB 5% N6 T —4 1y N4 7 H
FTOELTIE, 78/168 BHIZIRD HT-, FHLICEST-AERHGT 7 BB L, TDONR

X, BAIRR Y > 8@ (S H1) . OME IR R OVEMERER S EEERE (K 1 6]) Thoto, MR

R OV &5 0 IEEREIL . HDCT & ORREBNREE SHRho Tz,

4. JEHIZHOWT
AREOFELEIZITAMERD T 7 = L— AT Z L LD LSRR ECAR L ORGIZEE L
THEERAERELNRAD LD AREENE W b | KOG 2 B 2 -
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E L, AR OFGIZ L0 EERBWEADNEE LIZBRICHIST 2 Z LB ETH D, Lizhi»>
T, UTFTOO~@DF Tl fisx B W TH AT 2 68 N H 5,

O MERIZHOWNT

@-1 Taeo (1) ~ (4) OF_XTUGEEAT DM THD Z &,

(1) BARMEI - SRR IE T2 05 E 8 2 AR i s st E FHE D2 T O H 2l 72 3 2%k
REHT TV —1) IEBEH T 2V — NI HET 2% GBERED S L, Bifia—
T A R F—OREIR D EEDN 2T 2R 26 T562 &,

Q) AEELIHTHLEHEHNATRERICUZZA L TWVD Z & (A301 FrEEhigkEg
PR (1HICoXx) (1) i EsSme 1206 16 BEEhiamsasie 6 o
WU E R T H TV D EEERSEE)

(B) 77 =L — U AR OMERICRE LR A X » 7 (ERl, BHERTOIERR T8 t)
DEEINTBY, 77— 23R EHILDERZZ v 7 (B, B
Al SRR gl ) 12 K 2 W R REARATH] B OVE Rl ~ OB IR 3 > T Z &

4) KOG NZEMEICET 2 EREIUET 5720, By & oo T Ty
SINDARMD THREBGH AT L (LPARY) | ICEBEBRGEEIT) & & BIT, Al
B LN TV ARSI ER A Z WY FEET D 2 ENARETH D L,

O-2 ZWr, 1B%., KORES - BIWERZRBIRF O XS5 7 ki & a2 A L, sk
EFENERT D, RMOMERIZHTo > TOFFEZET LIZEMR, IBROBREHE L ZD
THEEARE SN TND Z &, BEMIZIE, LTD (1) ~ 3) OFT_XTUITHET DIE
FIARROBEEE L L CIARBIN TS & Ebic, (1) IS T2EMM4 L L
BEINTWSHZ L,

(1) ERFFIRG%, 6FELL EOMKRERZ A L, 5 B3FELL T, ik B OHE 21T
STWAH T &,

(2) EMABFLEAHE BT 5 NEHMIHMEIZ X 2 235 BB IELL EdH Y | MBI & 75k
B85 L sz L,

(3) [l M AR REAE D2 ERE N SHILL Lo D 2 &

@ BERNOFERRRERICET D HREBLOERHIZ SV T
PR ISR 2 HE BRI 2 A B DRE S, RIERTEEE DO
THEMAE D AR - ZeMEEICB T 2 ROE K OEMSE TS 2 F iz, ~EG -
RIVER SR L2358 OIS I2FR 2 BB E N HSNIATONL D EHI N > T D 2 L,

@ H~EE - BHEH~OXINIZ 2N T
@-1 a2 B9 2 i
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HELRAES - BIEAFEAE LTZBRIC, 240 MRIRIEHI O T Mi%hiisk X
W, EHL L2 BIVEANCIE U CABEE B O B A O R 0324 A o

ESTAT Y
|z 4B
S FTRE 7R AR 23 > T D Z & KR

EHIL, BEHITH
A NI A U HEERE (CRS) O ERERFITHH 2 T,

F ) A7 (BIEFHEHZ) ZECNITEHTED LI ICHERL T 2 &,

@-2 EFRIEEHICL D ARES « BHWER~OXISIZB4 2 2t

IR D L HMR R MR L OB RE 2 AT D IERUEFE D AES - BIEHOE=42 U

T aEGOEREEEHRAE LA TE 55— AEBREHIDEM I TWD Z L, 7ol O
WZOWT, BELEZOFRICHDIFEmINTWDH Z &

@-3 REA - BHWEM OREr-oXHSIZE LT

ARG BWERNIR LT, Saghiiax X i O R 2 A3 5 A & d s (RITER O
WK L THREROEEZZ T ONLR/FICH D 2 L) L, EHIZ#EYRLEN T
T DREINESTND Z &y
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5. BhxtRERHEE
(G 2B 2 ]
O TROBFIZBWTARMOANMEDHERINT WD, 7ok, MEARIZ DUV Tik WHO 43
FUGTHE MM (& 14) 12HES<,
LT OFFE SUTEEAME O R B fllla Y o /i
 DLBCL, PMBCL, tFL, HGBCL
7272 L. CD19 HUR A AR & L2 A T HURZ AR T Ml gE OIREIE S 7oV
FIZIR D,

© TRRICHET2EFIL. KLOEERG LRG0,

o WIRRIZEY CRZE LD, 1BHRETH 2 VAZBX TrLHEHL, K
1R L L CHZK HSCT Dji)i & 70 5 B

*  HZFEHSCT IZHEJED R WFROBE T, /LFRIEEN 1 74 OHOEE

o UVUF VT (Batiz) KOT v N THA 7 U RPUBEMERER & & T b
FRIERED 7R

o HXAERR (CNS) 12V v YERANRD b B

o [AIFEIE M AL OTRIRIED & 5 B

o BMEY L MERMBRO Y b X —IEEROBEEIEDO H 5 BHE

o BEIELUNICMOEERE (EMERAENI O EEEE., EENSA (]
TESHES, G, B UTIEMME Y L oNEAERL) OBEEROH D BE

(eI BT 5 FH]
O TRICKZETL2HRIEIARMHOBENEEG - EELL SN TNDZ 0, FEZTDRN
e,
o MR U ToARS B RS L7 e
o RO 2 ROE OB N & 5 55
o EMEBFE LTHOWIZIFBI BRI LB RS, BEARANUNO LD TH LH5E
@ TFTRICHEYT2EFICHTIRHOEGIZONTIEL, KLOZEMERHL SN TEL
TARMOBEEGRR LB,
e ECOG Performance Status 75 2-412 ® B3
o HIEREE SUTFEEIZ X DA G LERBYYEZ A L TV 5 B

12) ECOG Performance Status
Score | EF
0 2 MR JEBTE 5, FHE R U HEAEEDHIRZR 1T 5,
1 PUARBIIZIL LN TEEDNIEHI R X405 25, BTRMHE T, BIEESE > TOEXEIFITH 2 &N TEX D,
B BOWFEF, FHIEE
2 HMTARECH DO F DY O Z L3 T S CTRRELEAEEITTE R, H P D 50% EiZ~y FA Tl 7,
3 RONTEEGOHEDEIY DL LATERY, AHO 50%LL LAy FARKTTRI3,
LB RN, BOOHORYD OZ L3 TERY, BRIy RO+ Tl I,
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14 KHNF B g Y o SEOEER S E (WHO 58 UGT S AR

Diffuse large B-cell lymphoma, NOS (DLBCL - FE4FER)

Other lymphomas of large B cells (Z Ol IR B fifa U o/ Vi)

«  T-cell/histiocyte-rich large B-cell lymphoma (T HEfa/4E#kEK & & A GRS B Hifa U >/ V&)
. Primary diffuse large B-cell lymphoma of the CNS  (JFU58 4 14X 4% % DLBCL)

+  Primary cutaneous diffuse large B-cell lymphoma, leg type (JRFEPERZ & DLBCL « FE7Y)

+  EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus f51% DLBCL -+ FE45 5A)
. Diffuse large B-cell lymphoma associated with chronic inflammation (&M Z¢JEZfF 9 DLBCL)
+  Lymphomatoid granulomatosis (U >/ Bk A 2EEIE)

s Large B-cell lymphoma with IRF4 rearrangement (IRF4 #5/42 2 5 KHIEIZ B F0JE U > 2 NHE)
¢ Primary mediastinal (thymic) large B-cell lymphoma (JFU & PEAERR I AR AR B Mg U o /)
+ Intravascular large B-cell lymphoma (/& N HEREE B AHAE U > /3 JE)

s ALK-positive large B-cell lymphoma (ALK 54 K% B ffa U o /X))

. Plasmablastic lymphoma (FEEIFERM: Y o/ VfE)

s HHVS8-positive diffuse large B-cell lymphoma, NOS (HHVS [431%# DLBCL - FE##5224Y)

+  Primary effusion lymphoma (JFURSPEAIERE U 2 VfE)

High-grade B-cell lymphoma (&EM:EE B MR U o /)

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC ¥ XU BCL2 & BCL6
DWI 7 H>— 07 OFFHERLAY: 5 &L B Mifa U o /3 JE)

+  High-grade B-cell lymphoma, NOS (MR B M U Vil - AR

B-cell lymphoma, unclassifiable (B #if@ U > /¥ - 3 FEAEE

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (OVE AR B flifa U oSl & iR 3% 0 U 2 7 E O R R REE A 1 5
B i U > Nl - SRR

Provisional entities are listed in italics.
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6. BHIEL THET & FH
O IRMCEIONZ, BERGEER BRI D EM R O OSHTiRE FIC S E ARG
DR O IEEF D 72 O I 2R G Wz H Z B L T eI 5 2 &,
@ VREBRMRIZESE D B XX E OFIRICADIE R OfERIE AL+ L. RIEZ 1S
THoObEGTLHZ L,
@ FEREWEHO~R YA MTHONT
o  Tavs,TF 74 T7F—%GTeinfusionreaction’3H HHOILDH I EMNHDHD T,
BHEORIEZ HICBER L, BEARD ONEAIIE, MU AEEZITY 2 &,
¥ 7= infusion reaction & I3~ % 72 6O | RS G- ORI URHHFTIC Hr e 2 & I A,
fREMBRAI ORI 54175 2 &, Ema BT RAaRERE, BIBKKEAT A
FANIER L2 & 72, 7T 7 47X —FORGITH ) HEO RN Z
BLL7= L a2, BEEHEOMEHEZ L Tk 2 &,
* CRSHAHLDLNDHZLBHDHDT, KihDEGIZHTe - TE, MEHREZIT O 72
L BESOIAER BN R, SR, RERFRE, B, BEUEk. Bk, R
AR, DARS, BRA, FEREE, B AR HEGERE, MERE R LSk
BIESE) OBIRL 2T 2 &, BRENRD oG EIEL, MEREES 1R
T DEFOCRSEHT LT Y XA KL OCRSIZH T D IHFOERICHE, )72
g (hv ) R~ (R THBLZ) UTRIBREAT v A ROELE%) 2179
Z L, 2B, ZUMA-1FRER, 12013888, &K OZUMA-TRBRIZI VT, ARdh O # 5
57> HCRSOYIEIFEH £ TOHIM o gefi @) 13, £ £h2.08 (1~12H) |
2.0 (1I~11H) &XUB.0H (1~10H) THV ., KRR EZHE X -FRT LITY X
LFRISOEBY TH D,

#F15 CRSOEHT /L IY XL
FEJE R AL r Y X2 BIBREEATOA R
o ST Y VR ) 7 e
ggggﬁ?ﬁkiéﬁ 24 WA B LA\ |+ 3 ISR L0,
Grade 1 wé%%%&%%<%: A, Grade2 & [RIBRIZE BE ?iﬁx&yywmg%
PRy 35, 1 B RN 535,
MBS U T I 0 8 mgkg ( & K 800
B X N OV SR f D % 5 mg/body) % 1 BT T |o THH ALY 10 mg &
=2y LT D, RN 55, 1 H 1 [EFIRNEESS 5,
IR U AR (%R BRI IR TR D |0 L 72E . Grade 1 LA
Grade 2 % 0.5~1.0L) %47\, 1l HARIZBOS L2 WA T2 72 D F TR R A
WA S LR WAL MBI CTC 8 B 2 & TaA N5 Eke L.
X, FEAIOBS %179, W ER ST 5, & D% i AR A B L2
MBS CCERE % BeHRHE, 24 BT TRk ST B,
179, K3mpETeEds, 277
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Ip RS

Fo U Xv72

piy

R EAT A R

Hol

L. CRS D5 & OER
WZERREGE DR RO b
TeWIGAITE, K 4 [AE
TEET D,

e ELEGLAE., £EREDO
Grade 1 & [FIARICEHE T
)

WE L7224, Grade 3 & RIBEICEHEES 5,

BPRYEIEE XL ICU TO

e Grade 2 & [RRRICEHS
)

o HFELZHA. Lo

TXY A 10 mg &
1 A 3 E#EIRNE ST 2,
g LIca . Lt
WD Grade & [FIERIZEBE
L. Gradel L FIZ2 5 F

Grade 3 BEEITI, WD Grade & [RIREIZ /S H TRIBREAT oA N
T 5, &k L, & O%EIK
B L2 T B0 L2 3 S0 2> L s
T 5,
WE L72WA . Grade 4 & RIEEICEES 5,
AFNALTL R=vnrmw
1000 mg % 1 H 1[5 3 H
%rade 3 L [RERICEET | %rade 2 LREBRICERT igwigf%z?%’%ama
o o o ) s
ATIFR RO UTE |+ i Lre, Lo |0 00 SHRERE
Grade 4 BRIEZET 250017 M Grade & [FERIZEER R B .
% +%. THRIBEEAT A N

HEMkGE L, = DOR%RERK
AL L RS2 D TR
T 5,

WELRWEAS, AFALTL F=Y 1 1000mgl B 2~3 BIERNEES-. SUTHIDTE

B AT S

*] : Lee DW, et al.: Blood. 124 (2) , 188-195,2014

¥ N AT ORGICHTZ-> L, b ) XA~ T ORACE, BEMFRAT A K, fERrEEE 2
32 > CRS LT LTV R AR Ot OBRIWER G RMESE 25T 5 2 &,

*¥3 4 n T Y R, Pl MR X E s a7 ) U (ZRGIZIRERT) OIFED
BlltEEBETHZ L,

o MRRRFERNHODOND ZENHLOT, HEIMER (MIE, =ik, $ETLIREE,

PREAE, fEHR, Wl RS,
DBIERE T3IATH 2 &, BEN

LIRS, WREEE . AR, EREEE)

R b aE, RIERTEER R DK

HOMRRBEREHT LI Y XLEIZHE, @YIRAGEZITHY 2 L, KRR A
PEE 2 - E T LY XATEIDEBY Th b,
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#16 MRRAEFEZLOFEHET LAY L

! xR o) X~wT™2 BIBREATaA K
CRS &fif72 L e FXY ALY 10 mg &
Mgk OIEHETRPRIZ L B % |« 5 LAV, 1 BFIERNE ST 5,
SEFRIEZIT ), CRS &fftH Y o 2 HRRICHGEE LR WEE.
Grade 1 MRREEZ EEIR = | o 24 ReRIBRICHE LR WiG HE, TXHAZY 10
BV TT D, A, Grade2 EREICET | mg % 1 BEERIRR G4
45, Do
FEER O WHEEIE (f] . LXF T H L) OGS 2%
CRS &7 L
DI Ui || T LR
[y N7 AT
f%g%ﬁ?ﬁug%% CRS &ffd b
BEREROSS %= | 8 mgkg ( & K 800
—-4:1~<7-X}7—/1/7¢>’é,\ r;lg/body) % 1 BT T
oo | BRI e SR s 10 me
oy WRERIE R | 0 oo e 1A 4 BIHIRINE ST 5,
SESFITTE M s s s i \
BRI L 2 REEET I 5 S o UE L7254, Gradel LA
Grade2 | ¢ o REHEEGE, 2w CR | |00 X THRAEX
ROBEICEZN 2T K 3 Ei%k#é s TaA RE5 &k L.
XEHT 5, . S e Z D1 B R A )
N L. CRS D5 & OEIR B
Wit A—D 7 (Bl c | ey | DI B
MRI) R BROMERESE |0 S
il (WIS HEIE) ’(“?&L‘};é\
EHIIENTD b D °
BRTUEREE R G T |, G LEEe . FEo
% Grade 1 & [RIERIZE#L S
%,
BEER O WHEREIR (f] 1 LRXF T H L) OGS 25
UE LR WEA ., Grade 3 L [RIBRICE R 5,
e XAF LTV RN=vnrv
1000 mg % 1 A 1 [E##R
CRS &7 L NEET 5,
o WHELARW, e E LGS, Lt
BRI ICU TO Y Grade & [FIRRICAEEE
Grade 3 BFEEIT, CRS &0tH Y L. Gradel LTz 5%
e Grade 2 & [AARICEFRET TRIBREAT oA R #
%o HafkE L, & DO®%RIERER
A 38 1012 33 R0 > [
T2,
BEEER OROWPUERIK (F] . LXFFTEH L) OFES 2ERE
W L2 WAICIE, Grade4 L [RERICEHY 5,
e AF TS L K=Yy
1000 mg % 1 A 2 [A#R
e WG 2,
Grade 3 & sy | RS AR . BELEBA, EROM
Grade 4 Do CRS At DO YD Grade & [FIARICEH
N TR % B9 5 5613 . Grade 2 & [k Iz 2% s L. Gradel LA FiZ7%2 5%
»Hb, % TRIBEEAT A N

Ha/keE L. £ DO%ERER
A G2 RS0 D
45,
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B L | U Re T [ AEEEAT AR

o HHEROR VIR (] LRF T L) OFEDEEE
. WELRWEA, AFLFL F=Y 12 1000mgl H 3 BEFIRAES, SUIBI OB
T EO AT

*1

*3

 HEFRIEHFER% (Common Terminology Criteria for Adverse Events : CTCAE) (Z3-5<,
MU R T OREIZHTZ-oTUEL, YU X~ T OUACE, MEMHT A N, SERGEEE R

92 T CRS HELT L =Y XL RO ORIERTE SRS E 2G5 T 5 2 &,

: ZUMA-1 R O ZUMA-7 RBR IR PRI E L CEICL T T & 208 H Sz,
*4 .

R 0T ) CEERIE, Pl MR Y b RaE s n 7 ) L (ZRLIZREET) OIEEO
Pih BT 52 &,

BYEN S LoD Z ENHDHDT, KO GITH Tz > T, #EXITER D
BE 0419 2k, Fa, ~R MK (HHV-6MZ G Te) R OMEFTES
PEAREMIE (PML) 2AHE SN TWAD Z Enn, MRRIERNH b b6 138
MO DO et (MEBERRASMRIC X 5 EEZWNE) 217528, 72
B ARG OE HRTCTEBIE ORYSES TR DAV A, BYE DR A L,
BEDOIREBNRZE LTk, Rz 5T22 L,

KA o~ra7 ) AMERS HbID Z N5, BHEDIREEZ B L
REDPRBD SN HEIE, EORAE (7 v ) AR FRRREZ EHIITAT 9
) BATO L L biT, BYEDHEFIIRT D8R 20T O 2 L,

A GHFGAMLL Bz . AmERED . R ERED . MR i
D MERD B SN TNDH DT, AEhOFESIZH T > Tid, S kR
ATV, BEOREBEZHDICBIET L2 &,

BRIFR SUICERIFR 7 A N AF¥ v U 7 O BFE IR ICB W T IR T A
VANETEMAL SN D ATREME S B 5, HIVIEGH ICB WL Y A LV AREINT 5
AREMEDN D D, HIMEKT 7 = L — 3 A2 T HANIAFR 7 A L Z G HIVIE
RO EETRT D &0 FRUANVAT Y U T OBE TR A %
BehT 25803, REREESCHRVANAY—I—DE=2Y VT 5(TH 7
EL R T A VA DOFIREMALRLEINC X D BAL OB SOTER ICEE T 2 &,
JES R BEGREN 5 D oD Z ERH DD T, RO HITHT- > TE, MiFH
R IR OWE R OB EREERA ZAT O R & BIEE+2ITTH 2 L,
B, BWIRT. MREDREESENH LbD Z ERNHDHDOT, Rk E%
BE T A HEOEERFAR A O IR OBEICIEF I ERVWE S EET D

m H

S
(‘\r

o
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e HHEE T A Ko A4
FHr L7 a—kL
(BRFE4 : ¥V 7 SEEHTE)

~B a2 Y o RIEERME A IR .

ONE AR B fim Y o N jE
K OJERE Y o R~

His 3

SHILHES H (5645 HUET)

JRE 5 A




ER/N

AN L AW~

L3 L BT ettt eae 2
IR DI, AEFIRET e 5
R TR et 6
THEERET DU N T e 17
B G L 70 2 BB e 19
BEEATER U TR B T N & FETH e 23



1. IZU®IC

AR O A « ZEVEDHERDT-OI11T ., TR SCESITH S W - IE Al
ARRDBEND, &BHIT, ITEOREEMTOEAIC L HEH 728 eI F 2 =4
EEBFERLPKBE I NS T T, 2o OFAERKRERM L2 BN ERBEICRMT S
ZENBBROBEL oo TEY, BRFEMBGEE & SEOFARTT #2016 (AL 28 46 A
2 ARREIRE) ICB W T H I ER N EOH HORE(LHEEEZ XS Z L LS TWno,

BORVE R 2R ¢ AR E RS T R RS2t 7 1 7 7 A L ISEEE D E SR
LA NCRR D ERH D, ZOD, AIMEROVZENECET D IERA+0E
FET 2 ETOM, YH/EEREMNLORELZMRZ 5 2 LRI BEFITI L
THHTS & & BT, BIEHNRER LB LBt g & D 2 L AN ATRE e — & DBt
il T EREE CHERAT 2 Z ENEETH D,

L7eRoT, RIFA RT A Tlid, BRERESLZNE TITHELN TV D EFH TR -
By RN FE-D & | BUT O AR R 2 B D B it 7 ek FH & HEXE 9~ 2 BLAS 0 D LB 7 3
. B2 RO EFHE T,

I, RITA BT A A%, MSIATBOE N B G ER ISR SR, — A EE A B AR
MigEE, —MtEEE N B AN « 28 s, — AR B ARE. - fjaiags
&, —HRAERE N B A M. - SERIRR A e B AR IIMIRR Bk . — L]
BN BARBR T HIIIRRES . A EEAN B ARBRER 2, —BEE A B ARER
NRHES, —BAEEAN A AREHETSOWH IO b EAER LT,

WRERDEEERSRG « %2 L U 7 RUEEE (RS . TS v ba—tL)
SRRDNE MRTAEE - 1. PP SUTEERYED CD19 F5PED B MilartEr: U o 3R ERME B i,
2L, UFOWTFINDHETH-> T, CDI9HUREFER L L-F
AT GURSE A BL T MR E OIRFRIE DS 2 W BF TR D,
o PIFEORE TITHERENZEERIEL 2 I ERAT U2 2N ig 315

S ARANAY" Sy

o HROBE TIMLFREE 1B ERAT L2 S EARENE DR
%ty

o [RIFEE M ER AR R RAE O S & 72 B 220 R [RI R I i i R R A 1
ZH3E LTS a

2. B SUTHEEAMEO OVE AR B Mifa Y @, 72721, BLF
DONWTNDLOHETH - T, CDI9 FUREIERN & L7-F X THIRZR
RFEEL T MR EOIREIEN 2, o, B FEmEmiasm o
Wi & 70 B 70T ZaE MM A 5 L2 BEIZIR D,

o WIROBETIHMEFHRIEE 2 BILLE, BROEBE TIIEREZICL




FREA 1 EILLEREIT U, ARFRIEIC K0 BRI E LR )
ST XITFEETZ DG LN LGS

o JEREME YV L oNENS LR L 72 BB CIREE 2 [mILL_EofbiRRE
ZREAT L. BB I EEL 1 RIS BT L7y, TBE
HAHAT% DAL FIRIEIZ LV SERFNDG D ILIR D2 7o AT RZRE)
NS NT-DHHR LIZGE

3. R SUTEEAME OB MY o8 E, 277, UTOEAETH- T,

CD19 FURAAER) & LTo ¥ A T HURSZRARIEEL T MRl E DR 5

JER T2 WNEEITIR D,

o WIHOBETIIAHRIEL 2 FILLE, BROEBF CILHEEREZICE
FiikA 1 BT L, 2FRIEICL 0BRGN holz
IIRD G N ER LZES

WO BRUREIERE . <EMERE COAMERT 7 = L — v A~ BRIk~ Ok >

. HMERT 7 = L—3 A
F3EO T U o ERE G I R M B R 2 BRI %,

2. AMERT 7 = L— 3 RFEW O BREIRAF
BRI AIMER T 7 = L— ZEM A 5 L | IR ZE 5

TXIE—120°CLA T CHSERTT 5,

3. AIMERT 7 = L— 3 ZPEY Dk
WHERIE L= AMER T 7 = L — 3 A PEW A | HRAEL L CAS AL s i 5%

~EET D,

<[EEHETOZ AN~ 5>

4. AL D58 K OPRAT
WG L 7IRBE CASL 2528 L | Al BRI £ TR 3250 T 33—

120°CLLF CHAERAET 2,

5. FHRTORILE
A ED 2 BETE TIZLLT O U L REREREALS2RE & B ALE &

L TAT 9 o BTLE DL FRIE D RECIBE DIREZ ZBE D b, AiTALE

PO E TICHERMRERET 5, 7272 L, RO TE

ARTO 1 LN ORFE I A fEREDS 1,000/ul K, £ OREE
2LV RERBRBEACTFRIEEZ AT D22 LN TED,

(1) 3 UTHEEEMED CD19 Bt B fifatEEd: U o SSEER M [ i

WIZHWDEGED Y 7 ERER B FFRE
Hy7ukA77I K (@AYELT) 500mg/m>% 1 H 1[H2H
MAMEER O 7NV E T VR AT /L 30 mgm? % 1 H 1
[l 4 HEAH#HET 5, 7ok, BEFEORBICEVEERET 5,
)T/ aRAT 7 I RIZX D Grade 4 ™ o HIIAEREBE S DBER: 2




o, I rmBR A7 7 I FIZEEMEEZ R LTCBEITIE, 4
Z B 500mg/m? % 1 H 1[A2 HFELSHEEELE RS AR K150
mg/m?>% 1 A 1183 HRELEREEHET 5, 7ok, BEORIEICLY
HEET 5,
(2) FHESUTEAMED O E AMERAIIRE B MifR Y > /S, FE5s
SOATHEEAMEDOUERME Y L EIC W DA DV BRI R RIRTE
Dy 7uhA77 IR (BAHE LT 250mg/m?>% 1 H 173 A
MAMERER 7V E T ) VB AT L 25 mgm? % 1 H 1
[l 3 HAEEHET 5, 7ok, BEFEORBICEVEERET 5,
DT/ aRAT 7 I RIZX D Grade 4 ™ o HIIAEREBE S DBER: 2
o, XiFZT 7 aRA7 7 I NICEMEZ R LICEEITE, XV
B IATF IR 90 mg/m? % 1 B 1 [8] 2 HELSHEET S, 72
B, BEORREIC LV EEHET S,
1) Grade IZ CTCAE v4.03 [ZH#EL 5,
6. KD H-
P GEBNIA T 2R L, @#eE G U T FREo & 380 B ERRN
BHET 5, e, KEOBEGZILRNI &,
(1) 3 UTHEEEMED CD19 Bt B ffarEEdE U o SBEERME (B i
RICHW DS
W 25 ULT (5 OBFEITIE, KEIDSCTUToRS &
Z HEIFFIRN 5T 5,
{KE 50 kg LA FOBAICIE, CAR BHA THIME LT 02X
10°~5.0 X 10° {iHl/kg
{RE 50 kg BOEAITIE, CAR REA THilE LT 0.1X10°8
~25X 108 ((RERHT)
(2) FEEXUTHEEEME DO OVE AP IR B Al U > <Pl P8 S
TRYEDIERME Y VIV D55
W AIZIE, CAR 8B T Hifld & LT 0.6X108~6.0 X 108 {# ({&
HDOT) 2 HEFIRNE ST 5,
TERTEESE /T 4 AT 7=~ RS

(2% KOG X 5 BWEHOIRIEIZ AW 5 FHNNZ-DOWT)
o X=7 GEE ) FEORBEXITHIR, HIELAOHE
ShBRE ST NS« SR JE T MR BT O A N A VR E
FREROHE @, hv ) XA~7 (B Fi#z) & U CTRE30kg LA 1% 11018 mg/kg,
IREE 30 kg A3 1 [A] 12 mg/kg & A EET D,



2. REOFE. TEHBET

X AU TERRE (—4 TS L a—k A DT TR V) I,
FRE RRY LA S DO TR Wi 2 L v F U A N AT B —% W TCD19 % 55
FINZRRIT D F A ZHURZ AR (CAR) ZEHA L, B8 - H95l S 7= THIAD 2 8 sk i
&L, EIES & FRRICEBEERIC L2182 W5 L ¢ Al CRrliRNIC i 5- S
D HAERFRERLTH D,

AT BN SV HCARIE, CDI9Z R i 238k 32 ~ 7 A H12KscFv, B FCD8
a b U KOIEEE KA A WNZHREN S 7T MEE RA A U ThHCD3-L KD
4-1BB2> AR S 4L, CDI9AJEEL L= fiifa 2 385k 3 5 &, ST L CHYFE, 1%
PEAb, BERORBIARIZ 33 2 BB K OSIR O Fffge - 7RIS T D5 52 5T 5, A Z
HDOERIZ LY . CDI9BGM:OBMIKAMEDREESIZ X L, S 2 56 S & 2 2V E
WICFe 95 Z L lifE s 5,

REDOFELEI N HHMERT 7 = L — A %479 MERH VD | ARG HiIZ 3R
faDEEREF L BRE L2 U U SBRERE L FIRE (LT, TLDIEFRE] Lvwo) %
179 (REOEE-T7E A RTO DA LAN O A i 2 i ERE 23 1,000/uLATwm 4% B OkRE
IZE D IDILFHIELZ BT H N TED), SHICRGFOEGIZEIV YA M A ik
HE@ERE (LLT, TCRSY &V D) FOEE /2 LI CITE S /RN & 5 BIVEH 2378
SNDAHEMENRH D, LER-ST, 77 b— AOET . LDILFEEO Eid ., K
i DG H R OB G%I21T, BEOBEZ 31TV BEPBO bNHEITE, %
Bl U722 U2 P e ik & BB A RO EANIC L 0 . LEZS U TICU IR W
THEFN R 2HE LSy 2 HE 21T WERD D,



[H2hi]

31 NEEOEERAN (AYA) OFFRE XITEEED B Mfartart Y o 3FREk M 3 s
IR OY AYA OF3 STEEAMED B filatEadt U o 3Rk g ifi (LA, [B-ALL)
VN ) DAGRIFICEHI 21T - 72 7 B R i BR O lig 2 T,

[ BRIL[E 25 T AR (CTLO019B2202 #ER)

3 (A7 V) —= W) ~21 5% (B-ALL OIEIZZKIEE) U5 % I #EHAMED B-
ALL B#F % X1, R OAF MR L &M 2 REd 2 G R RIERR LR 11 A1
RBRSFENE S vt

P SUTEAYED B-ALL B F & LT, U TFTOO~@DWT NN T 5 8
AT, 70k, EMEEE (FfHE) OTEEMED FARAR R O & % B K OWE
LR E O RO & 5 BE IR S iz,

D2 [FILL EOEBEFF 58 b iviz, QIRFEE el (LU R, THSCT) v o)
BIEBEER U AR G S CRAE HSCT 205 6 7 A LI ERRE L T\ 5 @R FE HSCT
OIS TN, DFEHEDLFIRIEL VA V% 2 A 7 V2T T2 TH M2 R LW
ETER SN DPIRERAYE, JUTHER L AfsIcs L CEEO LR EE 1 A 7 V%
FIt% THRMAEZER LR\ & BRI N DLTFIREHIRIE, ©7 4« 7T V7 ¢ 7Ytk
Bt DBE DOGEICIE, Fry X —EBHEA (TKD A0z, 2 B Lo
TKI 23T TH DG H R,

AR O FE R OV & T 7L, R S0kg LT OGAICITEERE (R0
HICBWCTHEE SN HE) 2.0X10~5.0X 108 fil/kg GFAEHE (KALOBENHTR
SHHHE) 1 02X100~5.0X 10 fil/kg) . AH 50 kg BEOLAITIZHIEH R 1.0 X108~
25X 108 (FFAHE : 0.1 X103~2.5X 108EH) # HFEIFFIRNE G352 & LS,

¥, RN TORLOAE LA RET 52 LA HME LT, KLOEETEH
D 1 BRI ETLAPN O R L [ 1 EREAY 1,000/uL #2584, AL%50 2 BRiE T2
LUF O LDALFHFEE AR E & LTITH 2 & & ST,

(1) ATE Db AL (LD A7)

B G- ORILE & U CTLLTF OLEEAZ vz (7272 L, REOFEmio> 1 3L
WO B IMERELDS 1,000/ul LN OSEEIIIARE L L), ALFPRIEOE T b ARMLE S £
TIZ2~14 HOMREZRRT 72, 7ok, BEOWREIZL Y EERE LT,

e TINETEUYUBETZATIL B0mgmiE 1 H 1[E, B4 BT, KOs

RATZ7 IR [EAMELT) 500mgm?% 1 H 1Al 32 BEE, 7 okR
77 2 ROBGIIFRHOTINE T ) BT AT VS L RRFICBET D, ]

D 3~23 % E TORBEDMAAN DI, 7035, B-ALL BH &I RIT, A OHRMER O % et
T2 I EMIERT AL IARFER (B2205) 3XBR) TiX., 3~25 7 CoBEMNEAN SN,
2 X5l DA F CoOMM O R defiE (FEFH) 1X45 B (30 H~105 H) Th -7,

6



VI RARAT 7 X RIZE D Grade 4 OMPEREIER OBEED & 556, XLy 7 ik
A7 7 I RE@GL L VAT LTHEFRERE TH - 725813 I T O Lo A v
ZREH L7z,
e UHTEY (500mg/m*A 1 A 1[E, &2 AFFE) K= FART F (150 mg/m? &
1A 1AL 3 AFE = MY ROBRGIIENOTZ T v rih & RIS
T 5,)
(2) [EBILREE T AHFER O i bR ki
TEFHEH & SNENCCNAT A KT A 20134 R & 5% (2 BE 58 28 M ERK
U7 Rl E R E I LS < g flE I K A 2 f iR (S8 (LLF, ICR) & H)
AT MERFLEHE N AR ER 7 522 EM (LLF, TCRi) &V 9H) ZER LIZBHEOEIE) O
HERHTRE R OFERIZ, R1D LB ThoTo,

F 1 DERRO P RIFEHTRE L
(FprooplE RN IME DR GEN, 2016 48 H 17 AT —4 1 v b4 7)
% (%)

AR

50 #i]

CR 34 (68.0)

CRi 7 (14.0)

S X FFE 4 (8.0)

AH 5 (10.0)

Ef# (CR U CRi) 41
(REMRFE [98.9%CI"] (%)) (82.0 [64.5,93.3])

* . Clopper-Pearson 1
S B2, PHHIEIZ L D2 RFEMRORIMNTRE R ORIRIL, 2O LBY THoT,
2 DTLIRR D IR AEARATRSE R
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IEBI 2O R E CHIRS 4L, DX Ol

0 555 - emcran. A,
60 LM LELETHR, kb VWEZR BB O | & TWO DRI 50%LL T T, MBL/EEAR M
FETHILENTX D, WTREIR ZREFONIR 5 5
R0 OB R ORI O ERN 7y T 2 NEL T 5 T RTCOEBR BTN 0 OB 2 &%
50 OB LWEWNIHSIITY) ZENTE
50
HEOWEERTEX 22, fombED 7 7 & RO MEEN | AR & HE OHIIR,
VT
40 EKNRAREHBTHD, R MEE I 2V EET | BERLWEREREDDL Z LN TE S,
Do
30 ELLERARBHEHTH D, FEITELBESTWARWVA, [BEZRLWEGIZHZR Y OB A LEE,
AR fErREN5,
20 HE, ABEBME, IEEIZR SCERRIE N L E, 38 2346 6O 7= FE W Z BV 22 TE B S Il R &
ns (Freid),
PESE, a7l 2o T4 5%, TERICEDAEHTH D, SENR2ERS 2
10 LT,
0 T, IS,
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o HIEAREE TAEMDMEMRN D DIBRGIEZ A L TV DAL (RihOFRGHT 72 K
PINICIEERIGIE TH 56 PLEFLITUEEA OB G b 2 b4 H
17 2~ 55 5%)

5.2 DLBCL
(B2h Iz B3 % F1H]
O TFTROBFIZBWTARLOAEIEDNHER I TS,
UTOWTNIOEMEEZw -7, CD19 HUREFERN & L7oF A FHURSAEEBL T
IRV EIE DIRIIE S 70 W6 ST ERAYED DLBCL BB E Th > T, o, BE
HSCT D & 72 7y (BHFREEN S D, (OO TNH 5 & MO
BACTE720) ULHAF HSCT &ICH3 LB
o WIHOBETIHMLFEELE 2 74 U b, HROEBE CTIIERRIEEES
1 74 UL ERIAT U, ARTFRIEIC L0 ERENE DR o 7o X522
DIELNT=DNERE L

o JERAMEY LoENEERL L7 B TCILEE 2 T A UL EO(LRIRIE A AT
L. WERHS IIMLFREE D7 L b 1 74 U7 L, ARBRIEIC LY 58
BIIPF LN o T ITZEERE PG IR LT

©@ TRICEYTLEFIT, ROBEEXG LR L0,

o UVFI~T (BlafH#az) KOT v THA 7)o RPUBEMIEEA 2 & T
(LB D 7 RE

e [AIFE HSCT OIRHEIED & 5 B3

o T HMAEEER/MRRERE B R SRS B MijatE U > o) (THRBCL), BiEJF%E
KAmAa A B AffaE U Sl fERRIRs B ffaf: U o3 (PMBCL), EBV B
P DLBCL (F#in#). Vb X —JEBEHELONN—Fy N U RELZ AT 5 EE

o HEMERESE (U L NE) OIREMED FARARRE R (CNS) RO H 5 EE

o fhoEMEEEZAILTVWHEE

o ARMOBEGRED® DHEE

[Z I B4 2 FH]
O TRICEETL2HEEFIARLORENEES - 2R InNTnHZ b, &EEZ1TD
RN &,
o PR U2 AR & R LG e
o BEITRBOBGITRT 2MBUE OB B 555
o FAPEE UTHWEIEE BEORIE I BAZER DS, BEARANLSND & D TH 555

@ TRICEYE T 2EE T 2ARMOFGIZONTIE, REOZEMENHELSNTE
L. RMOBGRR LB,

21



e ECOG Performance Status 75 2-4 "7 4

o HIHIRRE CHEMDMERN & DIEYYELZ A L TV HEE (RO G5-A1 72 KefH]
VUNIZ MG EZ G Th 556, PLEESHTEREAI O 5126000 & T H
i\ 2R3 555%)

5.3 FL
(B2h I B3 % S 1H]
O TFTROBFIZBWTARMLOANEDNHER I TS,
LT D%t %57-9. CD19 HURAMEA) & L7-% A T HURSZ A T Mia e
EOIRIFREED 72\ R UL EER O FL B
o WIEOBHETIIEHHEEZ 2MLE, HEOBE TIIHBRICETRIEY |
B EREAT L. 2HREIEIC LY BB G oo Io IR S bR
B Lz

@ TRICEYTLEEIT. RLOBEERG LR LR,
o HLCD20 HLE K OT VX ALK 2 & b FHRIEE D 7o B
o [AfE HSCT OIRIFERED & 5 BFH
o EVEE (VL NE) OIREIWEDO PR R (CNS) M0 H 5 B
o fhooMEMEEREAFLTWDHEE
o ARMOEGRED® DHEE

(ZatEicBd 2 FH])
O TRICESET25GIIRMLOKRENER - ik InTnbs 2 b, &EE21TD
A AN
o —JEMRIR LIRS Z RS LTSS
o BFITARMOBAIT S 2 BUE O BEAEE N B 556
o FAPEHE UTHWIEE BEORIE I BAZ RS, BEARANLSND & D TH D55

@ TRAIEHE T 2 BE T T 2R DOEHEIZHOWTE, RO LZEEPHELSNTE

GE7) ECOG O Performance Status (PS)

Score EFR

0 | <ML <IEBTE 5, MLl U HHAEESHRZ AT D,

PRENZIE LR IHIR S 412 28, BTHHE T, BAFEHE > TOERITIT O Z &N TE D,

Dol sk, sopspe

BATARECTH D OH OEY O Z L3 T X THEEZIMEEIZTE R, B O 50%LL EiZ~y FATcila s

ks

3 RONTZEHSOHEDOEY OZ & LNTERY, HEOD 50%LL L&~y R+ il d,

ELENT ARV, BOOHDEY OZ L TERY, B2y R+l T4,
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53 ARmOEEGHR LRGN,

ECOG Performance Status 73 2-4 7 o i

HIERNRE CAM OB & DIGUEZ A L TV D EBHE (RO 581 72 KH
VINIC iSRG TH 2 56 PLERSLCHEER O G2 H 23000 b HE
M 2R3 555%)

6. BHIIBEL THET N FHH

O IRASCESITM A, REEIRGEEE DALY D BT D & AR5 O Relk K& O
DT DICBERERE T CER LTI Z &,

@ REBERIZIENI D, BE XIZ OFRICAIMER Qa2 +HoIcfi L, [E%E
BThokb5352 L,

@ EREWEHD~FRY AL MZONT

AP HREIZ infusion reaction (€ 9 ¥, F8925 ., FEN, HEIE, LI, MWL IR EESE) |
TFH74T7F—RNbobbhdZERHHDT, BEORELZ HFICBERT S
& Lbic, BEPEOLNEGEITIE, BURLE (BRRA, FAERE) &
175 Z &, F7=. infusion reaction ZHJH I 572, Kin& 50K 30~60 47
AN, Pre A% I Al MEGERAIOME 542175 2 &, £z, EmaEnd
BMAFEROLAEZRE, BIBREAT oA MIIEHA LN, £/, 7F7
4 T X VORI 2 EEOFERNIEL LI GA TN 2 BEEHTE O U
iz LT T L,
CRSRHHDONDZ ENH LD T, RO HIZHT-»> TL, MRS sE
B L. BRAERR (mEh, I, fPem. B, Bl R R T, %
2. BACNIR, W57, SR, (IR, PERIREE, SRR, REEFRES) | DR
R ORIENR, BEARA, FFEE (ASTHIN., ALTHIN, bV L #hnss)
DRSS, BIRE 0T H 2 &, 72, CRSOBENFERD SN T-HEITIT,
DO GOHE & OER 21T 5 & & bz, SR ER D3 AT 2 Fof OCRSE B
T T U X LK OCRSIZHT B F OB, WYIRAEEZITH Z &,
B220278k, C22017805% } RE220238BR 128\ T, ASh OF 5-B#k 7> 5 CRSD )
B E COMMOPIE (#FFH) 1L, ££n3.08 (1~22H) | 3.0 (1~
51H) kU400 (1~14H) Tholz, 7ed, E22023 0% 2 B £ 2 7 CRSHEH #
TNAITYXLNFIRIIOLEED TH D,
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#F 11 CRS BFEIELI-EBOBEHT LI X LOHER

CRS HJEE i PR F U AT RIBEREAT oA R
SHEFIED 75 & B9 H R (OIA (G B 5 Lew BeH L7
DEHIER ZERAN LItk RN

BN T, BRI IRTE

A, HIEE, S A
Sl 2 DIER 2 TE
T 5,

B FRERIBDE A3 R
LT E . R
TRE BRI IEICHE

RHRE SR IE A ZSER D
CCEDFRD B2
Se. hv ) X<=7
Z 1 RFECL BT T
[EREA RS

(REE S 30kg A D5
& : 12mg/kg

(R EE A 30kg LL_E D

A 8mgkg (kK
800 mg)

SR DB RO H
LR WIGAEIEL, &S
ke % 8 Ref] LA k2
T, MBS CT

PR A ER T
Do
HEONNEETDHIE | REAL BEEG.
INE iR, ERIZIS UK
. B D L & 43 15
- IKEESRE T 5,
- R O M EAR T
72 AN BT D0E | ShEmEik s
e iR O DR
 ERERMERE L ELEL | Tl
T o BmRIE PR 2 BT AL
- EHESUTEEROAER |56, IREEEEL R
% B & (R IE et 7.
etz ek N T 5
- WIR & FEAIB G AT |l R O B o 5
THoksE LW LIERYE | A

BRENTE
« FPIRCIRRE O EHE
L SIRAER D EA L

FRYER) 7 R BT RIS
e, fasiEE 216

AR

~ U X7 ABhN
T 5, (RKTEH4
[[]) *

c U Xw T HE 4%
12~18 IR LANIZIE
ROUENRD LN
ROWGE . AR &
OB FERE G- NAEIT
725 F T 2mg/kg/ H
DAFNLT L R=Y
vy (UM &
DATHuA R) %
AfEL., ZO%H
95, *

* R U X2 T ROAT A REGHZIZEDRD SR WEA X, Pty A bl A Uk
J O THBRIRE 2 it 5,
N ) AT OFKGICHTZo UL, by U A~ T ORMCE, @BIEER T4 R, 8ERE
EEDRMIET DRFTOCRSEH T LIV X LEEAGT D L,
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HRRFEEN L HLDNDZ ENHDDT, KILOEEIZHT--> Tk, BRIER
(WE, FAZE, RN, FEMED v, IRk, EakiEs. KRS, SE, 84
Bl WBE, REERIE, BEE, KREEES) OMR%E, B H0IT 2 &,
A G EBGERLL Bicbz v . BmERCD . A ERE D A, fsNRsD
TR L P ERID S DO F#EINIHI 2N B & i, FETICE AR HE SN TWDHD
T, AROFEGIZH T2 - T, EHICIEREZITV, BEOREEZ 451
Bl oz L,

BYYEN DO D Z N DHDOT, KiDEGIZHTZ > TE, EARIER O
WE, BIEE+5IATY 2L, Fo. RO GANIIEEINEDBEIUENRD b
NI, BYYEDIRRE B L, BEORENLE LIk, Az &kE4
HZ ok,

By 27 v 7 ) i iy 7 a7 ) VIER S BN 2 LRk 5H D THEE
DIRREZE +ITHE L, B AR DN HAICITEY L E (g7 a7y
VHFRIE R EMIMICAT O %) 21TH & & bIT, EYYE OIS 28142
AT 2 &,

BEIFFAR SUICHIFR T A VAKX v U T OBE IBEREF BT, R
T A NVADEIEEAL S D FTREME D B D HIVIEEEE 2B W TIE T A VA DY
MTDA[EEMEN S D, AMERT 7 = L—3 A& i3 DRl R 7 A b A Y,
HIVEEROF AR T D2 L, HRUANVAF v U T OEE IBE TR
AR ZRGT 25813, TFEEREESCHR VAN A= —DE=4 1)
T ERATO IR E. BEFR T A VA DBIEHEALLCHT 5 0 AL O UECE R O
FHEUEETHZ &,

TES AR EE RS S 5 d Z ERH DT, REMOEEIZHT- > Tix, Mmif
T AR IR OPE R OB RERE 21T Y 7 &, Blga2 it H 2 &,
EAR, BT, MilESREESERH b ENHDHDOT, RinksE
% O BT H BV O EERFEER A O I OBEICIEE S TRV L O EE
T5HZ L,
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1. [ ZC®IZ

BAERERG O « ZEMEOHROTZOITIT, I CEFITE SV B E M 235K
HHND, SbIT, EFEOFFEAN ORI X0 FF A 28R BB 2 7= 3 P AR R 55
DAERBENLT T, T bORARRERL 2 BICHERBE RS 5 2 L RBORE L
o TRy, REMBOEE & UEOIEARTTE 2016 (15K 28 4F 6 H 2 HEEERE) [CBWVWTHE
HEEZFEOM A ORE(EHEEZ D Z L &L ESh T o,

HRUERIBE 22 9 AR R R T, BRI R 27 n 7 7 A VS BEF DRSS &
HOMMWIRRDZENHD, DD, AMERNZEMEICET HHERN H0ERMTL2ETO
M, UEHAEEREULOBEZMZT L2 LR ENLEBHITHLTEMRT L L & bIT,
BITER R BL LT BRI b Iis & & D 2 L DS ATRE e — TE D BAE 2 il 7o TR B TREHT 37 %
ZLNHEETHD,

LIeRo T, ATA T4 T BB IR ETIZE LN TV D ESAEZN - F2ERY
RIS & LUT O FAEER SR Ol 22 i 2 M 2Bl O BB BT K
CHEBEHEEZ T,

B, ARATA KT A %, MSIATEE N EE G ERER R A, — BB A B AR R
oL —BAREE A B AR - AR S —EERE A B AR M - MRS, BAR
MR BRI —BALETEN B ARG T ITE RS AAEENE N B AR R IES %
2OWIIDH EER LT,

%t &7 DA ERSERL,
TLXY o VEHE (VYR TEY Y T La—Ek)L)

KGR L IR D EE, AARSUIMERE

LUF 0 F58 SATEHBME O i B Alla U o/ &

o OEAMKHMIEE Bl Y o S, JFOEPERERR AR B M Y o S, TR B R R B
HARTX Y NE, EENEE B AR Y N E

PP SO THEEAYE DI Y o/

7272, CD19 HUR AR & L7 A T HURSARIEBL T MR IE ORI IE D 2 W EBE IR
60

A% LT BER O EUIERAE -

<[EPHERBETOAMERT 7 = L — 3 2 ~BIEHE R~ Dl >

1. AMR7T 7zl —3I 2
HIERT 7 = L— 22X 0 FEE)ERA R 2 50T 5,

2. HIMERT 7 = L—3 AFEW DGk
FEL7-AMmERY 7 = L—3 REMZ . 1~10CITRRE S AU AR EERER (CH A L TA S Y
IR~k 5,

< TOZ AN~ RG>




3. RSO HEN OMRAF
HAE L REECARRLZZE L, HERE CREEZRSFE T (F130°CLLT) THERFET
50

4. &5%@%@
MEMRAEEIC LY BEORELZHER L, RGO 2 BHAivb 7 HRTE TIZLLFD U R ER
ka%%&%ﬁoo
INETEL Y VBT AT E L T30mg/m? % 1 H 1183 HREAFEHER Y 7B RRA T 7
iF(ﬂK%@ﬁ)&LTMMm@M%IElESH%Eﬁ%E?éoQQ\%%@%%
(B AEREELE) IC X VM EET D,

5. KREOEL
WG EANCA ML 2R 5, @5, AL, CAR BHA THIE LT CDS8 [B#lm (20
X 106~50 X 108{#) % O CD4 BififE (20X 106~50 X 108{#) % . A FHHlR3 AR 2 b
T 100X 100 % HAZ (#iPH : 44 X105~100 X 106{#) (2, CDS8 [ fiin } O CD4 B Eiim o
AfREL Ot 1 (FEPH : 0.8~1.2) 725 L 9. CD8 BGi:fia % §rikiN e 5 L 72112 CD4 [
PR Z SR 535, B, RROFEGE LN &,

BERTELE: TVRAM A Y—X 274 THAEH

(RS OFE X 2 BIVER ORI B ANV )

F U X~7 (GBI z) 1EOZEEXIIZNE,. HEROHE

ZhEE ST AN « B4 S T AMIRERTERIE IS PE 5 DA N A VIR

FELOHE  @%, F U A~7 (Eiarffz) & UCRE30kg PLEIT 18] 8 mg/kg, KE
30 kg A% 18] 12 mg/kg % i iHET 5,



2. KEORE,. 1EERF

TLY o OEE (L VTR T a—k, UTF TR L)) id, BER
YISk D CD4 [ T a0 CDS Bt T MifRlc, B FHZ L F I A VAT X —%
T CD19 ZFEEAIZERFT 5 CAR Z3E A LELFE « HAFH SH7245 TR HRERR Zdu, E3EA & FEk
(CHEBRAERIC X DT A28 L. $lRNICR G SN2 BAERE-L TH S,

AEIEG T EA SN CAR 1L, CD19 2R R T 5~ 7 AHK seFv, b k IgG4 & v
KAAY, B CD28 lEEHHE R A A, WNTHIENS 7V RAAL L ThHhDHE | 4-1BB LTUE b
CD3; PO SN D, 7235, AREICIX CAR & & 12, BETEARE AT 2 72D DR~
— 71— & L CTEGFRt B FEAIND, KL CD19 #RH L2z ilidkd s L. EA TR
(2 U CiEMAL, A, MR ESED T 27 X —HEOESE L0579, ZhHLOERICLD,
CD19 (5P B M O RS 2 kF USEBESMIE 2 JE0 S 8 2 9 BN it S b,

A OREEIZN G, AMERT 7 2 L—v A%, KiL&E50 2 HEin o 7 HalE Tl 3 HEEkE
T CAR T Ml A& Zm ESE5HBTY oSk E bFmE (BLF. LD B5EE] &)
EATHOMENDH D, SHIT, KEOFEITE VYA S A U HUEGERE (LT, TCRS) &\9)
HOREERETICEDL RSN S Z2BHWERANRBD 5NDAEEMERH L, LR -T, T 7= b—v
ADE[EF, LDALFEIEOE T, KinORGH LR OBE#ZIZIX, BEOBEE 010 T, B
RO DAITGEITIE, BB L FRITE UM e ek & BB 2 FFoEmic L v . MEITIET
TICUZ|ZBWCELN 2 B2 G Tmu 2 E 21T O NWERH D,



3. FERAREKHE

R SUTEERMEO AR BAIE Y o E (OVF AR BAIR Y > & (LLF. DLBCLJ
EWD) | JFRMERERR O B Aila Y o oNE (LU, TPMBCL) &\ 9) | EEEMERE B MgV
»oRfE (BLF, THGBCL) L)) | IBEEAEKEREER S U oo E (LIF, [tNHL) &
VW) ) RO T ERE O TR U o SEO A GBI FEA 2 1T - 72 B2 B IR B O g 2 7~ 77,

[G2hE]
3.1. WA 1FEEER (017001 5A5R)

R ST ER AT B ARG M NHL B 2 KU, REOAIMER 2O RGE BN E L7-3EEM
FEXTPRMEANEE T AHERER (LLF. 1017001 3R] L\ 9H) MEMi STz, Ee®IN - FRAMEHEL, &
1OLEBY Thol,

F 1 EEER - BROMLYE

< ERPRILYE >
o FHEIEHAMEO LT OWT o OMEE o B etk NHL 247 5 83,
> DLBCL =75— | : DLBCL*!, DLBCL ®JZiE% 3 MYC & T BCL2 & BCL6 D i J57—J5 O FA% ik
Zf£5 HGBCL., PMBCL & L < |ZJEMtEY > /8 2 L— K 3B (LAF., [FL3B) &\ 9) L2l
N, T hIH A7V RERRT Y ~T7 (I CD20 EHEE) [k 31EEEZ=ZIT TR, »
D2 LV AL EOEEEX T B FZE Aaga (LT, THSCT) &W9) &% ~EH,
> o~y hUfiaY »o8E (BLF, TMCL) 2w 9) adm— b 11 LY A L EOLFEEREN S 5 MCL
B,
e Lugano £ (J Clin Oncol 2014; 32: 3059-68) 2tV PET BBPER B A2 A 5 B,
e ECOGPS 27780 XiT1DHE?,
< BRAMEUE>
. HIMERT 7 = L—3 2D ENHiRT 90 H LAN O [FIFE HSCT O FEHEED & 5 B, Efinie 7 ALUNICT LAY X
< T EREEINTEE. EREFTI3TAUNICTIAL T EL TS T R B e Sni-i#E,
e CART MIIAERE LB G B S - THIIBEREN S 5 85,
o EMEEEIC X DIRE DTSR DA DB,
*1 : de novo X |3 tiNHL
*)  VEBRESEF T ESS S AOWET £ T, ECOGPS 227782 DBEE L BREETRETH -7,

AL O FE K OSB3 A J71E1L. 5T CD19 CAR T #iffln & LT CDS8 Bt T Hifi & O CD4 [tk
T AR DO SAMIE D G578 50, 100 31X 150 X 10°{F & 725 K 5. CD8 51 T Hifi, CD4 BG4 T
faDNEZ, B2 IZERIRNEE G35 2 & & S,

RN TORGOAERS LA EET 22 2B E LT, AILESL LTULTFD Y v oREkEREAL
L (LR, TLDABSRE) Evv9) 2170, LDALSFRIEORKR T D 2~7 BRI Z B 59
Arllans, ¥, AROBGEMBTRIZFER I ha— O ODFNRAEE () v o r
B8R DR SN, 7V v o MR, BAEOHAAA] 1 BH720 300 mg/m? LT
D7 uaRAT 7 I NE) ZHTLHZ L3, LDLFEEORGHE XY 7THRIETIZETT 5
Ll anr,

(1) RTLE O LD {LfEE

Y7 aERAT7 72 K300 mgm: KLOT VAT E Y 30 mgm? A0V 1 H 1R 3 H AR
WL, £7-. BEORE (BHERES) IONLTIZAELTE KRNI T 7 aRA 77 2 RO
BHEOWENMTONT, 7. 3 HEO LD ALFRIEEM IS 2 151 28 EFRLNHEBL LT
BIETNVE TR WNITT 7 v R A7 7 I RO EZBE TR G LS.

(2) 017001 FRBR D FG A& Rk Ak



DLBCL =75— kT 100 X 10° {H Z £ 5- (CD8 [Pt T A (50 X106 {&) % FffikPe 5 L 7% 12 CD4
BE TR (50X 108ME) Z ARG Shi-E72 2 BMAHMERIC W T, FEFHMEER & &
#17- Lugano Z£4E (J Clin Oncol 2014; 32: 3059-68) |ZJED < MNZ AT A OHEIC X 5 2250E
AOFRERITE2DLEBY THhotz, 2FNEEG [95%CI] 1% 74.4% [66.2, 81.6] TH Y . 95%CI D
TERAFRNCHE S 7= B 22550 EI A 40% % Eal-> 72,

#22 TEEFMEE A OME OISrEEZBSHE, PASHEN, 20194 H 287 —%h v b4 7)
B% (%)
PAS 4£[H (DL2S)

133 #i

CR 72 (54.1)

PR 27 (20.3)

SD 13 (9.8)

PD 14 (10.5)

Non-PD* 2 (1.5)
BAIELOED 5 (3.8)

2755 (CR+PR) 99
(EZEE [95% CI*] (%) ) (74.4 [66.2,81.6] )

a : Clopper-Pearson %

* o N— 2T A O TOFMRE R T PET i AREE XTI REM T, CT A7 — YOI EES < I BRIREN
CR, PR, SD OA ., MNHFEAZBEOHEIZL D BIAEZRE L LT non-PD EHE LTz, £2RDEEGOH
HIZBWTIE, non-PD (XFEES ERWT A B Z 72 o 72,

F 7. DLBCL = 7h— s OFNEMNTRIGERNZ B 2 BB G0 RIIERIDEBY TH o7,

#3 FROEE OrEAZESHE,. DLBCL AWEMAT G, 20198 H 12 BT —H%h v b4 7)
BE (%)

256 14l
CR 136 (53.1)
PR 50 (19.5)

SD 28 (10.9)
PD 28 (10.9)

Non-PD* 4 (1.6)

A S AL 10 (3.9)

2785 (CR+PR) 186

(£FHEE [95% CI*] (%) ) (72.7 [66.8,78.0] )

a : Clopper-Pearson %

¥ N2 T A RO TORMREE T PET MFHIABE XIIRFEM T, CT AT — Y DOFHMIZIED < g REREMN
CR. PR, SD O, M FEAZEROHUEIZ L D2REBIAKAIF L L Tnon-PD &HE LTz, 229FIG O
HUZ W T, non-PD I3IFETRA) E MWt 2 B 272 o7,

017001 FBR I3 1T DAL DT EI G ORERITER 4D LB ThoTo,

4 BB DA HEORER
(017001 35 DLBCL =7 — |, M HEERSHE, 2019F8H AT 57 v b4 7)

DLBCL HGBCL tiNHL FL3B PMBCL ENES
tFL* tFL* I 4}k
131 4 33 4 57 44 18 1 341 14 {5 256 13
CR+PR 89 25 48 11 2 11 186
n (%) (67.9) (75.8) (84.2) (61.1) (66.7) (78.6) (72.7)




Ee S [95% [59.2, [57.7, [72.1, [35.7, [9.4, [49.2, [66.8,

ElE CI?] 75.8] 88.9] 92.5] 82.7] 99.2] 95.3] 78.0]
CR CR 64 20 36 7 2 7 136
ElE n (%) (48.9) (60.6) (63.2) (38.9) (66.7) (50.0) (53.1)
[95% [40.0, (42.1, [49.3, [17.3, [9.4, [23.0, [46.8,

CrI?] 57.7] 77.1] 75.6] 64.3] 99.2] 77.0] 59.4]

a: Clopper-Pearson 5
TEE R arE U /N

3.2. [El Bk [F] 45 T ARFBR  (JCARO17-BCM-001 #45%)  (BCM-001 #5%)

R SUTEHEYED 7 7 L » o7 BHifaE NHL B35 2 53212, REhOF MR 222 Eofsi % H
M & L7 FEEmIEx MERRICHEE TAERE (LT, [BCM-001) L 9) NEiIhiz, Fiak
- BRAMEHEIL, RSDOLERBY THHoT-,

#£5 FEBRIN - BRAMLKE

< FEAR L E >
. R SUTEHRMEOLL T OWT O/ O B filat: NHL 269 5 B34,
» ak—h1: WHO > (2016 45)  (Blood 2016; 127: 2375-90) (Z}k-3%, DLBCL*!, DLBCL ®OJEHE
&5t MYC KO} BCL2 X% BCL6 DT 5 )>— 5 D& n Tk =4+ 5 HGBCL & L < X FL3B L2
BrEiL, 7o b A2 U CREHIRNY VX< (oo CD20 MEHIEE) 2 &ie2 LI A UL E
DAL 2 52 T T2 B,
>  adk— b 2: WHOSSE (20164F)  (Blood 2016; 127: 2375-90) |Z}-5% , DLBCL*! X/% DLBCL DOJ¥
He% 9 MYC } O BCL2 X i3 BCL6 D i )5 7— )5 Oigfs 4%k %#H 35 HGBCL % L < {3 FL3B &
BWES., T A2 U UREHRRY VX <7 (Mo CD20 EHIEE) 2 Eir1 LI AL D
{bFRiE A % 72 B F HSCT Ri)s 0 B4,
>  ak—br3 (HEDRKR) : adk— b1 L2 OB L= 8,
e HEIEORRE CHEMFEIICZEAHEGER SN TV EE,
e ECOGPS 70 Xit1 D2,
< BRAMEUE>
o JEEIZ CDI9EAEEAZ T BE, BEICHSCT 2% 7B (aR—h20H)
o T HME/FERRERE B e B MR Y > 8fE (LLF, [THRLBCL] &\ 9) | JFF r@&*r@wa A B e
U 8@, PMBCL, MEbiE EBV Btk DLBCL K OVS—3F v + U v N EA2H T 5 BE,
*1 : de novo XTI E stttV & (LLF. TtFL) &)
*2  JRBR IS B R 2 IO ET T, ECOG PS 2 1778 2 DE L, Flh, SR UIMHEERICL Y SR
1t%f§¥£&UE%HSCT AR T, AMDOETORIN/BRAMEEIZHEES L CWAGEEDOHR IR — % 2R3 D
BEKAIREICAE T ST,

AL O FE K OV 8 7 1E1%. HL.CD19 CAR T ML & L CD8 Bt T Al & O CD4 [
T MR OB EHIEE DA FY 100X 108 H & 725 X 5. CD8 B T #ifi (50X 108 ) ZFRARES5- L
721212 CD4 51 T Al (50X 108 {E) 2AEARNE G35 Z & & &z,

HERNTOARSEOAE L2 EET 2 Z L2 HE LT, BiLESE LTLLFD LD {b23kEE%E
1TV, LD ABFEFEDORR T D 2~T7 BBRIIARLERGTDHZ & & &Nz, F72. Ko RLERRK S
IZRB 2 b — DO DOHN AR (7 v oo TEHRE) BNiFsEshz, 7V vV 71k
REIT. IRAEOHAAR 1 BHH7ZY 300mgm? L FDOY 7 kiR 7 7 2 F%) ZEHT5Z L
LI, LDEEORBER LV THRTE TR T2 3T
(1) ATLE O LD {L2fEE

Y7 uaBEAT7 72 K300 mg/m? KON TVE T EY 30 mgm? 20T 1 H 1 EL 3 H AR
WiE., £7-. BEOWRE (BHEREEES) UL TIAMETELV RN IIY 7 aR A7 7 2 RO
BHBEOREMTOI Tz, 728, 3 HEO LD LS ES Ik 2 15 2 8 EERNRE L5
BTN ETE KRNI 7 ar AT 7 2 RORGEEZFE TEENTFIE ST,



(2) BCM-001 5% O G AR i

2 L AL EOIRRED & 5 B TEHEED T 7 L v o7 B ialE NHL BE A 5t%R L Li-a
A= M1 EOar— 3OFEMMEEZLL NIRRT, 26D ars— sOFIED LT HTIREA (2019
FORABHT—Z By NATR) (28I 5 FEFGEE & Sh7- Lugano 2% (J Clin Oncol 2014;
32: 3059-68) |CHAO NI HEERZB DRI EIZ L HEFTIENEOMIIIE 6 DEBY ThoTz, &
ZEhEN S [95%CI] 1% 58.8% [40.7, 75.4] TH VY, BHE 40%IZxF L THEHIICER CTh -7z, Fi,
akR—hr3 (HRAN106) O2ZEH0EIE [95%CI X 70.0% [34.8,93.3] Th-o7-,

#6 AR — MEUIOEEFMEE ORISR MNIBEZESHE, 200991387 — 4y b4 7)

=S

ak— b1 ak— k3 XN

2415 1041 3441

CR 7 (29.2) 5 (50.0) 12 (35.3)

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

SD 6 (25.0) 0 6 (17.6)

Non-PD* 1 4.2) 0 1 (2.9)

PD 4 (16.7) 3 (30.0) 7 (20.6)

4275%) (CR+PR) 13 (54.2) 7 (70.0) 20 (58.8)
(27=5hEIE [95% CI*] ) [32.8, 74.4] [34.8,93.3] [40.7, 75.4]

Jr {HlpfiEP - - 0.020

: Clopper-Pearson i
BE/KYER ] 0.025, 1ERE TEME
: X T A O T OIS T PET Nl REEXUIRENR T, CT A7 — DM FES < KB LR CR,
PR, SD OG5, MNiFEZBSOMEIC L 2 BIEFEDF L LT non-PD L HE L7z, £ EIAOF T Tl non-
PD #3EFh& Li,

20206 H19 HT — 4% B v b A 7HESICBIT D2 FGDEIGOMRIIERTOLEEY THY | 2=50E

A [95%CI] 1T 63.0% [47.5,768] Tdh-o7-, iz, =dm—b 3 (HAAN 10 ) OEEHEE
[95%CI] % 70.0% [34.8,93.3] TH -7,

#7 2AR— MEUOIOEEFMEE OF5E SIBEZESHE, 202006 A198 T — 4 v b A7)

Fil%k
RN | aR— k3 EXIS
364 1041 46451
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 (15.2)
Non-PD* 1 (2.8 0 1 (2.2)
PD 6 (16.7) 3 (30.0) 9 (19.6)
27%%) (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(2Z=2hEIE [95% CI'] ) [43.5,76.9] [34.8, 93.3] [47.5,76.8]

: Clopper-Pearson £

P N 2T A RO TOFER R T PET 235EIi RN EESUTARES T, CT A7 — P OFHIIC & < | BRZR A CR,
PR. SD D&, MIrHEEZBEROHEIC X 2R BIGHER L L Tnon-PD & HE L7z, 2R2EIG DR TII non-
PD ZHEZ5h L LT,

am— k1 EOar— b 328 BB OZREIGOFERIIRSDEBY TH o7z,

# 8 LRI DA E DS R
(BCM-001 3 =1 — b 1 08 3, M HEAZE B HIE, 20204E 6 1 19 AF— 47 v h47)

DLBCL HGBCL tiNHL FL3B EUEN
(tFL D %)




30 i 4151 10 1 2 471 46

) CR+PR 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)
ESIPN n (%)
[95% [37.4,74.5] [6.8,93.2] [44.4,97.5] [15.8,100] [47.5,76.8]
Cr*]
CR CR 9 (30.0) 2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
E|E n (%)
[95% [14.7,49.4] [6.8,93.2] [12.2,73.8] [15.8,100.0] [23.2,52.5]
Cr*]

a : Clopper-Pearson %

H% HSCT FE#I D 1 L2 A L OIRIERD & 5 FR JUTEIREDO T 7' L v 7 B fillfiutt NHL £
FrXRE Llar— b 2 BT 2L TICRT, Kak— NoFMEOFEFHMHEE & S
A7z Lugano Z£%E (J Clin Oncol 2014; 32: 3059-68) (2S5 < MNIHEEZ B SO HEIZ X D270 E|
BORRIIEIDLEBY THotz, £2EEIE [95%CI] X 63.0% [42.4, 80.6] THV ., FajlIH
TE ST BIE 50.2% 2% L CHERHFIIICH B 2T b o=, Fio, ar—h2 (HAAN2
) OEFNEE [95%CI] 1X50.0% [1.3,98.7] TH-o7-,

#9 akR— F2OEEFMIEA OFER MSrEEZESHUE. AROWERATRSER ., 2022830287 —42 h >

r47)
BE (%)
27
CR 13 (48.1)
PR 4 (14.8)
SD 3 (11.1)
PD 6 (22.2)
Al S 1 (3.7)
5E4278%) (CR) 13
SERIENEIE [95% CT''] (%) 48.1 [28.7,68.1]
#=%h (CR X% PR) 17
2IENEIE [95% CI''] (%) 63.0 [42.4,80.6]
J 1l p {2 0.128

*1 : Clopper-Pearson /%
*2 0 AEKRYER 0,025, BIEZRZNEIE 50.2% 57 % IEME T IHRE

aR— b 21T DRI OFNEEOMRITRI0D LB ThoT,

10 AR DA ZhIE DR R
(BCM-001 3k = v — b 2, MSIFEAZRBNE, AT RER, 20263207 =20 v b4 7)



DLBCL NOS R
3e novo FL HGBCL FL3B AR
18 15 0 % 8 31 1 4l 27 il
5842782 (CR) 9 — 3 1 13
SEEFNEIE (%) 50.0 — 375 100 48.1
[95% CI'] (%) [26.0. 74.0] (8.5, 75.5] [2.5,100] [28.7, 68.1]
72%) (CR XX PR) 11 — 5 1 17
2FTNEE (%) 61.1 — 62.5 100 63.0
[95% CI'] (%) [35.7, 82.7] [24.5,91.5] [2.5,100] [(42.4, 80.6]
* : Clopper-Pearson {%
3.3. AN S TAHEER (017006 #X05R)

Ty T A7) RIEH KD CD20 FERIEEZ B eI ENE R O LS HEAE T HRE L7- 8
Z HSCT FEWIL DT 7 Ly 7 B it NHL B 2 65102, AR OFME R V22t E2 ad 5
7-OIZIEEMmIESGRAER (LU, 1017006 3RBR | o) 235 Sz, EARIIEYE - FRofJLUE
TR DOEBY ThoTo,

F A1 BRI - R ILYE

<JERFLAE>
e WHO %% (2016 ) (Blood 2016; 127: 2375-90) 25 #ERFAIMAIZ L W LT OWF 0k
@ B Al NHL &2 S -,
> DLBCLNOS (denovo X/ tFL)
> DLBCL OE% /R MYC I ONZ BCL2 & BCL6 D Ji 7>—J5 DA% % £ 9 HGBCL
> FL3B
o TUbNIHATZVURERKDY YR~ T (UIho CD20 ERER) 2&T 1 LY A U O{LFERIERR H
5L,
e ECOGPSH 0052 DHEAE,
. HF HSCT JEi G 0 B,
<BRopIHEEAE>
o BT CDI9 ERRIEZ T - B,

A O FE K OSB3 A J71E1%. 5T CD19 CAR T #ifln & LT CD8 Bt T Hifi & O CD4 [tk
T Ml OB GAIEE O A F A 100X 100 H & 725 K 5. CD8 B T #ifig (50 <108 &) % &R 5-L
721212 CD4 % T MR (50X 108E) ZEFRNE G+ 5 2 & LS,

ERNTOREOERS LA RETHZ L2 HNE LT, AifliEE LTUTO LD b5 EL
TV, LD ALFEOK TG 2~7 BRRICRRER T2 L L&, £, RhoRLEYFMF
B ay ha— DO OHN AR (T ) v P ZHRE) DR ESN, 7V v 71k
FEREIL, BAEOFAAA A HH7ZV 300mgm? Ll FOY 7 akRA7 7 I R%) 2HT5Z L
LI, LDEEEORBER LV THRITE TR T2 L3N

(1) ATLE O LD {L2fEE

Y7 uaB A7 72 K300 mg/m? KON TVE T EY 30 mgm? 20T 1 H 1 EL 3 H MR
W E., £7-. BEORE (BHERES) 0L TIZAELTIE RN IIT 7 aRAT7 72 KD
BHBEOWMEN TN, 70k, 3 HEO LD bLFEIE SN Ik 2 151 58 EFL 038 LY
BETINETEL KRNI 7 aR A7 7 I ROREEZBETHZ N TE -,

(2) 017006 F5k D EGA Bk AE
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ARk BR DO ANED FEZEIE R & &7~ Lugano 54 (J Clin Oncol 2014; 32: 3059-68) (ZH:-3<
MNBERESOHEICL D2 ERBEIEORBIIE1R2OLEBY ThoTz, BFNEE [95%CI] 1%
80.3% [68.2,89.4] TH Y, FHE 50.2% 2% L THEHMICHEE TH -7,

#12 FEFGEE OFRE IrFEEZBSNE, AT SER, 20214F9H240 7 — X 1y N4 7)

B (%)

61 151
CR 33 (54.1)
PR 16 (26.2)
SD 3 (4.9)
PD 8 (13.1)
BAEYOEN 1 (1.6)
5E4228%) (CR) 33
SERTENEIE [95% CT''] (%) 54.1 [40.8,66.9]
#%) (CR XIZ PR) 49
2INEIE [95% CT''] (%) 80.3 [68.2,89.4]
Jr il p fiE? <0.0001

*1 : Clopper-Pearson %
*2 0 AERER 0,025, BIEZRZNEIE 50.2% 2507 % LA THRE

017006 75k 235 1T DAFRAL R DR EIG OFERITFR 13O LB ThoT-,

F 13 FRELR O 2k s 5
(017006 3Bk, MNLEETBSHE, AT REM, 20214F9H 24 A7 — % F > FA47)

DLBCL NOS

pyyep— L HGBCL FL3B R
33 #il 9 {3 18 il 131 61 31
5ERZE%) (CR) 20 5 7 1 33
S FIRHL (V) 60.6 55.6 38.9 100 54.1
[95% CI*] (%) [42.1,77.1] [21.2, 86.3] [17.3, 64.3] [2.5,100] [40.8, 66.9]
#%h (CR XX PR) 28 7 13 1 49
LHHEE (%) 84.8 77.8 72.2 100 80.3
[95% CI'] (%) [68.1,94.9] [40.0,97.2] [46.5,90.3] [2.5,100] [68.2, 89.4]
* : Clopper-Pearson 7%
3.4. [E R [F M ARRER  (JCAR0O17-BCM-003 545%)  (BCM-003 i&5%)

Ty N THA T RIERIKL O CD20 FERIHE A & T ¥ RHAE O EIEICERAME T 12 7 A LW
IR L7-HE HSCT 507 7 Ly v 7 B filatt NHL B35 %2 P51, AR & AREREOH/ 2%
MO E i+ 52 L2 BV e LI-EEMEER LB (LT, TBCM-003 35k Lv9)
DN S AT, ERINEYE - [RAAEERR 40 LB Tho Tz,

F 14 BRI - R ILYE

11



< FERPRILYE >

*  WHO 77¥ (2016 ) (Blood 2016; 127: 2375-90) (ZH-S& | FMARFMIMAIC L W L FOWT I O KR
@ B #IfatE NHL & 2l S -,
> DLBCLNOS (de novo X! tiNHL)
> DLBCL OHE% k3 MYC I ONZ BCL2 X% BCL6 Diifi )7 h— )5 Oi&An+FiE % A3 5 HGBCL

> PMBCL
> THRLBCL
> FL3B

o CD20 ERHER T v NI A4 7 U URER A EGT 1 LY A OLFRRERRH Y . 57 (PD. SD. PR
XX CRERA 3 7 HRGRANZE) XIIHR Lz (—RIEEICE D CRIEME 3 7 AL L% > 124
AL OFS) B,
ECOG PS 7% 0 X3 1 DEE,

<@%%E>

o« HF HSCT B,

o BEITEME TR T CD19 AL Z % T - B,

o JFURM:EE DLBCL, Epstein-Barr virus [ DLBCL, /3—3 > kU 2R, & CLL # L <Ii3/h U > 88k
U VN D OB R T 5B,

A O FE K OSB3 A )7L, 5T CD19 CAR T #iffln & LT CD8 Bt T Hifi & O CD4 [tk
T MR OE G OAFHAY 100X 100 E £ 725 X 5. CD8 BHPE T MifE (50108 &) &R S5-L
721212 CD4 51 T Al (50 X 100 {[) ZFEfRNE G- 5 2 & & Sz,

ERNTOREOER LA RETHZ L2 HNE LT, AifliEE LTUTO LD b5 EL
TV, LD ALSERIEDORK TG 2~7 BRICARRZR G T2 L L &nt-, £, ASLoRGEMF
WZRER T v b r— L DO DN AR (T v D TR E) BNEFAESNT, 7V v Uk
FRET. RAEOHNAA] (R-DHAPY | R-ICE? XX R-GDPY ) #4522 L L &, LD1L
FEEOBRBRBE LY THRIETCIZR TTDH 2 & &E&nTz,

FEVETE L O -E L OHE IR EIR, EBEA%Z 1 BE XV, 1BBRE(TEAOHWIZ LY
FE k5% E (R-DHAP, R-ICE XX R-GDP) OWEFnna 3 A4 7 &5 (1 %4 70 3 )
én ZOMNIZBE HSCT H O R MmiE Mmerfia N BRI S 7z, BUB(L2EE 3 Y1 7 VRIS

SO LT HERE IZIT H F HSCT DF KB LSEE) 254 5 & S,

ﬂ)m@%@LDM%ﬁ%

Y7 uaBEA7 72 K300 mg/m? KON TVE T EY 30 mgm? 20T 1 H 1 EL 3 H AR
WL, £7-., BEORE (BHERES) 0L TIZAELTE RN IIT 7 aRA 77 2 KD
BHBEORENM Tz, 728, 3 HEO LD LS ES Ik 2 15 2 8 EERNREL L5
BTN E TRV XTY 7 a R A7 7 2 RORG &2 E IR E R IE ST,

(2) BCM-003 555 O G AR i

FRR AT ORE R, EEFHIIEE TdH 5 Lugano FE%E (J Clin Oncol 2014; 32: 3059-68) (235D < it
SEAEZESHEIC L AL XY MM (BIEALH DR ZMDIWELE, PD, EIEAL
#% 9 1 F TIZ CR/PR & AR X T AW DRREIZ X D Hi7= e PUBEIE D BRIEIZ OV T, WIhn
BRANCHER S - B £ TOHIF, AT, TEFS) &\ 9) OfEF &% O Kaplan-Meier BifRIL, # 15 &
V1LY THY | EAERFEEHCST D ARMEBEOEBMERSBREES N (7 pE<0.0001, 5]
Cox LN —RETIV) , 72, BARAN ORSEE S B, EEUEIRIERE 4 1) O X NMEFHIM

D ywxe~735mgm %1 AHIC, TFFALY L 40mg#E1~4 HAIC, 4T 2,000mg/m?1 B 2 [A]
ZEHE2HAI, YA TF 100 mg/m? & 1 B BICENENEIRNE 5,

D yyxiw7 35 mgmAE 1 HEIC, AFA77 3 F5,000 mgm? %552 AEIC, = k&Y R 100 mg/m? %455 1
~3HRBIZ, VAT TF R TS (RRKAES800mg) %552 H BICENZNFHIRNEE S

Y Yy~ T3mgmiAE 1 HBIC, XV AZ YL 40mg 245 1~4 A HIC, 7 A% 2 1,000 mg/m? % 55 1
AROHESHAIC, YA7FF 2 75mgm? 256 1 H BIZENENEIRMNEES-,
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(PfiE [95% CI] ) (%, AMEET 4.2 [1.4, NE] H H.| EHEREIET 8.6 [2.7, NE] A ThHo
7=,

F 15 TERHEEH ORE ONIHEAZRBSHE, AT RN, 2021 F3 A8 AT Wy M4 7)

NS R AE VIR T
92 {3 92 5]
EFS A Xk (%) 35 (38.0) 63 (68.5)
1S (%) 2 (2.2) 2 (2.2)
PD (%) 26 (28.3) 39 (42.4)
EAE2 LT 93 £ TIZ CR/PR & RIER (%) 4 (4.3) 17 (18.5)
HRIWEORR &I X D= e PUB B O BRE (%) 3 (33) 5 (5.4)
HLfE [95%CI] (W A) 10.1 [6.1,NE] 2.3 [2.2,4.3]
N — K [95%CI] ! 0.349 [0.229, 0.530]
Jr AR p L2 <0.0001

*1: PIEEHEOIRFIE (PD, SD, PR XX CREMR 3 7 HBETICHER, CREHKE 3 A RS
PIBRICHRSE) L OVSAAIPT (0 3% 1, 2 X0t 3) #JERIRT & L7=EHRI Cox Hffl ¥ — FET L
Wk EH

2 HEAREA0.012, HEENTIC 1T DA E DL EIEDOFEE 5% L LT O'Brien-Fleming 7 0
a HEBES AW O, AEKEOE TIX 1 BB OFZED FEFNT TO o OIEE DI ZE S
7=

1.0 -
09
0.8 -
0.7

06 - %ﬁ

05— —

0.4 Lﬁ—»—o—w
i %HL * R 2

i H—t I

0.1 - TEVEM R

Proportion of Subjects Without an Event

0.0

T T I T T T T T T T T T T T | T T | T T
0 T 2 3 4& 5 6 7 8 9 101t 12 131415 16 17 18 19
Time (months) from Randomization
EAELHSEY 92 83 66 35 32 23 21 16 16 12 11 10 6 4 4 4 4 2
ﬁ:cﬁ:ﬁ 92 89 86 66 62 43 36 27 26 21 19 17 9 9 7 6 6 B
1 BCM-0037X5%(Z 331 2 EFSOKaplan-Meier #h#7# CHRAMEARNTXI G 4E R, 202143 H8B 7 — % 71 v N4 7)

0

o N

FE 7. PFS OfEE KON Kaplan-Meier i3, TN ZE 16 KX 2D LB ThoTz,

13



716 PFS OfER (BCM-003 3B, MNIHEAEZBSHIE, ADEMITHRER, 202143 H 8 AT —4 B v bA

7)
AR TEHEIRIEERE
92 4] 92 {3l
T XIS (%) 28 (30.4) 43 (46.7)
Ml [95%CT] (W A) 14.8 [6.6, NE] 5.7 [3.9,9.4]
NP — R [95%CI] * 0.406 [0.250, 0.659]

* . IENRRE OB E (PD, SD. PR XiZ CRIER% 3 4 HFOBRTZESR. CRIERM%
34 ARGELIEICESS) KOSSAAIPT (0 X% 1. 2 XiE3) ZERIAT & L=ER Cox
A — KT L0 B

\ "'ﬁ.r
09 HH—y
. X b
c e
g 08 \t U
w \ 3
& 07 LT $§7
=1 ‘\ :
£ 06- e T T
§ ‘l,}. —t+—i+—
n L 1 S nas
g = |
oy - r——
(?’ 04 — I_L‘F— 7i<unu3$
5 1 P
£ 03 |
§ 0.2 ,
g BERED
0.1
0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19
Time (months) from Randomization
IEEAREBE 02 82 6 37 34 2 21 16 16 12 1N 10 6 4 4 & 4 2 2
ﬁ\qﬁ:%* a2 89 87 B8 65 N 17 28 27 22 20 12 9 9 4 6 6 B C
2 BCM-003 iABRIZH51F 5 PFS @ Kaplan-Meier B¢ CHRIMERRNT I SGER, 2021423 A8 HT —X > b A

7)

OS IZTOWT, 2021463 A 8 HF—F A v b A 7 WS O#5 5 &% O Kaplan-Meier #ifi13. ZhZh
F1TERKHIDERBY Thotz,
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Proportion Surviving

FERBEE 92 9
X3 BCM-003 ilRIC

BCM-003

# 17 0S OFEE (BCM-003 3Bk, ARG 4ER, 20214F3 A 8AT — X v N4 7)

ZNLRY £ TEHEV R
92 {41 92 15
T (%) 13 (14.1) 24 (26.1)

e [95%ClH]

(W A)
NP— Kk [95%CI] *

NE [15.8,NE]
0.509 [0.258,1.004]

16.4 [11.0, NE]

1.0 -

o
©

o
[e-]
|

o
~
|

o
o

e
wn

o
~
|

o
w
|

o
[

e
—

g
o

 BIEERE OIRER (PD,

SD. PR X CR ERL% 3 47 HROBATICHZE. CR ZEE

30 BB LIIZEIE) K OVSAAIPT (0 %1, 2 X% 3) ZERIRF L& L7-ERI Cox
i~ — REF T L 0

— ‘

89 8 72

AEZE 92 91 91 8 75

I

5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21

Time (months) from Randomization

28 24 21 19 16 168 12

59 48 40 37 33
34 33 2 30 I W R’

64 S3 42 137

BRI DM O G IMEDFRERITER 18 DE BV Th o7z,

15

5 - 1 1 c

7 2 1 0

1T % 0S O Kaplan-Meier Hif#g CHZMWEMAT S REM, 202143 8 8HT7 —F% v b4 7)



F 18 AR DA ZhIE DR R

(BCM-003 7Rk, MSTEETESHIE, AERITSREM, 202143 8T —%h v hA47)

DLBCL NOS
de novo tiNHL HGBCL
PNITied TR IERE N ied FEHER R FNTied PR
53 {3 49 {31 7 Bl 8 B3l 22§l 21
EFS A X b (%) 19 (35.8) 30 (61.2) 2 (28.6) 6 (75.0) 14 (63.6) 19 (90.5)
FHRAE [E)A’Cﬂ O 9.5 [6.1, NE] 3.1 [2.2,8.1] NE [1.9,NE] 2.1 [1.2,NE] 4.4 [4.1,11.7] 2.2 [0.9,3.9]
S22 (CR) 37 24 5 3 12 5
SERFNEIE (%) 69.8 49.0 71.4 37.5 54.5 23.8
[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]
#%h (CR XX PR) 45 27 6 3 18 8
LINEL (%) 84.9 55.1 85.7 375 81.8 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
A FEHE B N e PRI R A FEHER B
8 17 10 4 1 15 4 15 1 {1 0 131
EFS £ X b (%) 0 7 (70.0) 0 1 (25.0) 0 —
R [E)A’Cﬂ O NE [NE, NE] 2.2 [1.0,NE] NE [NE, NE] NE [2.3,NE] NE [NE, NE] -
SE2%%h (CR) 6 1 0 3 1
SERZNEIE (%) 75.0 10.0 0 75.0 100 —
[95% CI'] (%) [34.9, 96.8] [0.3,44.5] [0.0,97.5] [19.4,99.4] [2.5,100]
#%) (CR X% PR) 8 3 1 3 1
EFEMEL (%) 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 {%
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[Zz4t]

3.5. S TSR (017001 3X5R)

DLBCL AR — MTEBWTAMMNEE SN 269 4128\ T, AEFELIL2674 (99.3%) 1238
v, BIERIZ 201 4 (74.7%) (iR on- (F—% By 4 7H 200948 A 12H) , &7
— RORHEIEN 5%LL EORWEAIZFR 19D LB ThoT-,

#£19 27 L — FORBEEED 5% EORWER (01700135, S —%F > A7 H : 201948 /] 12 H)

IRE RIS BEE (%)

FEAGE N=269

(MedDRA/J Ver. 21.0) T L— R 71 —FR3LE
2RIEH 201 (74.7) 93 (34.6)
oyl R E

B A NI A R HE R 113 (42.0) 6(22)

Ky 7 a7V e 22 ( 8.2) 0
PR R E

SEYF 36 (13.4) 2(0.7)

Pk 30 (11.2) 0

FEhED E 26 ( 9.7) 1(04)

FEAE 22( 8.3) 3(11)

bdE 17 ( 6.3) 11 ( 4.1)
—f% - REFEER OB SENOREE

92 5 48 (17.8) 1(0.4)

FEEL 19 ( 7.1) 0
MEEs LY v RbEE

I HRERIEE 44 (16.4) 43 (16.0)

21 37(13.8) 28 (10.4)

M IR RE 31 (11.5) 27 (10.0)

FEEAMME LT BRI E 14 ( 5.2) 13 ( 4.8)
o e

PETLIR RS 31(11.5) 2(0.7)
H S

B 15 ( 5.6) 0
DR

TPE SR 20 ( 7.4) 0
A5

B 1 28 (10.4) 4( 1.5)
Rt LUk E

RAR 16 ( 5.9) 1(04)

CTCAE ver. 4.03

RO GHAF K O 5-#05 30 ALLNOLTIX, 3 BIZED bivl-, JERIE. OVFE AN
M2 BUMSEMES 3 v 7. DAENE 1B ThH -T2, ZD 55, ONE AMEMMIESE & OV BIE D4 1
FlE, AdhEDORBEBEBRNEE SN oTz, TOM, K#&FE5% 30 HH £ TIORBAHEITIZCED 6
BRI LTz, £o, RnOFEKEEG% 31 H BUBOBFEERFRIZ LIS, 8/269 il (3.0%) 12
RSN, FERIT, EITIES B BERGES 2 B, M, SZhReasRE R RRE R, FENE.
BRI RE R, BUEMES 2 v 7 MOSEERE 1 fIThol-, 205 b, 1T EM BB M
SE, HliHfL, ZIReHSiE R BIEGEREOR 1 Blix, ARbh & ORREBIRNEE SN hoTz, Z O,
B 5% 31 H BLIRRIZ, WBEITIZE Y 99 HilA, ZOMoJFRIZ LY 3 41 GRER & BIHED 720
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7 e e OYOVE ACPERERENE L) BT L., JERARIAD 4 BIOETERNIRE Sz, F7-.
MCL 24— N CARMPEE SN2 17 flICBW T, RO GHIM R KO %5 30 H LN OE
BRREEMERE (LU, TTLS) ) ICX 2T 14l, RMOEK&&R 5% 31 H B LIRICONE AR
FREICL DTN IHERD SN TEY, 2055, TLS IIAN & OREBRIIGE S ehoTz,

3.6. EIRS L[5 T AHEAER  (JCARO17-BCM-001 #52)  (BCM-001 3 %5%)
aiR—r1 L3

aR—hr1EORaR— k3 TRMEDEESNT- 46 HI2B T, AEFLIT464 (100%) (238
Hiv, BIERIZ 424 (91.3%) (2L (TF—2 v b47H 202046 4 19H) , &7 L
— RORHEIEN 5%LL EORWEAIZFR 20D B0 ThoTo,

720 &7 L — RORBLEIEDN 5%LL EORIER
(JCAR017-BCM-001 kxR — 1 N3, T—X v A7 H 2020426 A 19 A)

PRERIRHE BEE (%)
FEAGE N =46
(MedDRA/J Ver. 21.0) LT L— R 1L —R3UE
2RIEM 42 (91.3) 29 (63.0)
MEEs LY v RbEE
T BRI RE 24 (52.2) 23 (50.0)
2 ifi. 18 (39.1) 12 (26.1)
/N SiE 18 (39.1) 13 (28.3)
BRI 11 (23.9) 10 (21.7)
FEENE LT H BRI S 6 (13.0) 6 (13.0)
K747V 7 v e 4(8.7) 2( 43)
U 2 SER e IE 3( 6.5) 2(43)
—fk - REEEERS OGO REE
FEEL 18 (35.1) 0
9 97 6 (13.0) 0
oyl R E
P A BT A R G RE 19 (41.3) 2( 43)
Ky 707V i 4(8.7) 0
TR R
FENE 4(8.7) 3(6.5)
PR 4( 8.7) 1(22)
e
SEELIRE 7(15.2) 3(6.5)
H M
L, 3( 65) 0

CTCAE ver. 4.03

Bk 5% 30 HHETORFEFGICL D TIE, 1 4] (ZFh— K1) RO LT, FERITFER
RETHY . AL ODREBRIIGE SN o7, k5% 30 HH E T2, KEREITICL A5
CIEBO bR o T, REOREEE%31 HBUBOAEFRICE 5 TIE. 26] (2h— 1,
ak— b 34 160 ICED SN, FERITH P A EIIGE, ZigstEiE R SIERREN S 1 B Th -
7o ZD9H, B VEPERUIED 1 BN & OREBRNEE SN oT-, O, ik
5H4% 31 H HUAREIZ, REBHEITIZE D 196123581 L=,
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ak— b2

IR — N 2 TTARENBEEG SN 27 BBV T, HEFELIT 26 4] (96.3%) (2RO LI, BIEMIX
24 5l (88.9%) TR LN (F—F Wy A T7H 202243 H2H) ., &7 L— ROREEEN
5% FORWERIZER 21O LEEBY THo T2,

F21 27 L — FORBIEIEN 5% EOFEIER
(JCARO017-BCM-001 i a2 — h 2, T—X b v hA7H 202243 H 2 H)

BRI BEE (%)
FEAGE N =27
(MedDRA/J Ver. 23.0) LT L— R U —FR3ULE
2EIEH] 24 ( 88.9) 16 (59.3)
MiEE IO R REE
I HR BRI E 15 (55.6) 14 (51.9)
/R E 7 (25.9) 5(18.5)
i 5(18.5) 3(11.1)
i BRI A 4(14.8) 3(11.1)
U 2 SER e IE 2(74) 1(3.7)
o R
P A NI A R E R 13 (48.1) 0
—fk - EEEERS OGO REE
N 8 (29.6) 0
) 9E 2(74) 0
TR R E
PRtk 2(174) 0
R AR A
470 757 wd 2(174) 1(3.7)

CTCAE ver. 4.03

AR OEESE IS 30 HUNDETITZRD HiLen-ol=, RihOE5% 31 H HUBEOFEFRIC
L AT 1 IR bz, SERITIMERE A Y o SHEMRERIE TH Y . A& ORI BEBURN S E
SN noTm, FoM, K% 31 B BLUKRIZ, FEAEITIZEY 11538 L,

3.7. HESME TAHRRER (017006 #05%)

AR OGBS STz 61 Bz W T, AEFSRIL S H (96.7%) TR B, BIWEAIL 48
Bl (78.7%) [ZFD LN (F—Fh v A7 H 12021 4£ 9 H 24 A) . &7 L— FOBHEEN
5%V FORIWERIZER 22D B0 TH o7z,

#22 27 L— RFORBEEEN 5% EORWER (017006 55k, T —%H > A7 H : 202149 7 24 A)

SRE RIS E BEE (%)

FEARGE N=61

(MedDRA/J Ver. 23.0) BT L—FR JL—F3UE
2RI 48 (78.7) 27 (44.3)
G R

B A NI A R EERE 23 (37.7) 1(1.6)
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A E BRI HE
HAFE

B (%)

N=61

(MedDRA/J Ver. 23.0) LT L— R U —FR3ULE
Ky 7 v7 U e 4( 6.6) 0
MER LY v RREE
I HR BRI E 19 (31.1) 18 (29.5)
A 10 (16.4) 4( 6.6)
M ifn BRI i 8 (13.1) 6(9.8)
U 2 RERI E 7 (11.5) 7 (11.5)
/R E 7 (11.5) 4( 6.6)
— % - AHFEER L OGO REE
952 95 17 (27.9) 0
FEEL 4( 6.6) 0
PR R I
EL 4 10 (16.4) 0
FEWED F 4( 6.6) 0
gl
SEELIRTE 8 (13.1) 2(33)

CTCAE ver. 4.03

A O G% 5 30 HLUNOETITERD S o iz, Ao 54% 31 B BLUBOAEERRIC
KBTI I BNICFE S AL, FEXIT COVID-19 filiZ, COVID-19, BMIMENE 1 ThH -7, ZDH
B, COVID-19 [IA N & DREBEEAEE SN2 o7, 7ok, BUGEIXH 72 2Bl ARIE DO B 4h
RICRBLLT-AESFESR ThoTz, TOM, 5% 31 HHLRRIZ, 17008 EEBETICEY ., 16084

EHG L DI SRV BEEER R A I K 0 BT LT,

3.8. ERR A E B MRS (JCAR017-BCM-003

AER)

(BCM-003

A BR)

ARBR CHFHSICHEE Th o o AR DR E SN - 89 BBV T, AEFSRIL87H (97.8%) I
BOLN., BWERIX 7761 (86.5%) IZiRb bz (F—%Hy A 7H 2213 8H) . &7
L— ROFEBEIEN 5%LL EORIWEAIZE 23D B0 ThoT-,

#23 7L — RFORBEEED 5% EORWER (BCM-003 &5, S—% by A7 H 202143 H 8 H)

BRI BEE (%)
FEARGE N=89
(MedDRA/J Ver. 23.0) T L— R 71— FR3LE
2EIEH 77 ( 86.5) 56 ( 62.9)
MEE LI 3 RkEE
I HRERIE 47 (52.8) 44 (49.4)
iR 36 (40.4) 32 (36.0)
E=qiin 32 (36.0) 26 (29.2)
U BRI E 9 (10.1) 8(9.0)
H i BRI I 6( 6.7) 6(6.7)
o R
P A ST A L HRE R 44 (49.4) 1(1.1)
—f% - REREER OB SENOREE
FEEL 16 (18.0) 0
92 I5 10 (11.2) 0
PR R E
SEYR 11 (12.4) 1(1.1)
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EER PN BEE (%)

FEARGE N=89

(MedDRA/J Ver. 23.0) N JL—FR3UE
H b E

L 6( 6.7) 0

CTCAE ver. 4.03

AL EIT T S 858E 0 O bR SN - E T, &5% 30 BH E TOAEFRIC
LA CITED N2 -T2, HEH30HHE TS, 1HIREBETICIVEE L, &5%31H
HLBEOFERRIZL DT, 401D i, FERITEE AL 141, COVID-19 28 34 Th -
Too TOM, #4531 HBLARRIZ, SHIAFEEETICE Y, 1HFEKARIC L VT L,
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4. fEeRIZ oW\ T

AL OBREIZIZAMERT 7 = L— Y ARME R = b LD LR ECA SO 5B L CEE R
HEERPBEDOONDAREENEWNI E0 6, RGO NED) e EBEZ2H - FFE L, Aok
HIZ X0 EERBWERNEER LRSS T2 2 ENMNETH D, LEEN-> T, AMILLTFOO~
QDT N TEW =T HRICBWTHEHT 2 LERH S,

O HigIz>WT

D1 FROM~@DTRTITHEYTHMFETHD Z L&

(1) HEAEM - SEIRRIET 20N E O 5 AR a8 8 FHED 2T O E & /o 32 GEE
AT AY—1) XIFREN T Y —1ICET 28 GRERED S L, Biia—7T 4 x—4
—DRLEINAR D EEHELISN il T2 2 A T5 2 L,

Q) AEFEFRICHTHEHFEHANTREZRICUZE2A LTS Z & (A301 KrEE P iaR =8 Tk
1 HiIZoE) 1) FFEETIHEEEEE 120 [6 ) FFEETIRESEEE 6 OWT
ZIEITH TV D ERER)

B) 77z — AEISOEICE LIERA Y v 7 (ERT, BEM, BERRA SN XOIEER
T 1) REEBINTEY., 772 —3 A3 L1 L4DEEAZ v 7 (E
Bll, ERERD. FRARMATED UK T ) 12K A FIRFEEAR R K ONE R~ O B &R 53
L AT R

@ RnOFIMER O ZEWIIBET DR NEST D70, PR L OEEO T THE SN D
KD THRERGL AT L (VYA | ICEEREZITO L LbIZ, KRRIZRELNT
WD RUEIRGE R A AW IR 5 Z ENARETH D T L,

D-2 KM B AA U oS A ONERPE Y o SIEO 2, 1R OR B - BV B O 5
W7k bR BR A A L, BGERGEREE N ERT D, ANMOERICH > COMEEET
L7ZEMRD, IREOBRMTEZE0 CTEEABE SN TS Z &, BRmIZiZ, £ 24 01)~
GDOT_NTITHELTAHEMMNREDOELE L LTIL4RESN TS L E BT, £24 D)
YT HEAD 1AL EREINLTND Z &,

# 24: TR O ETH LI 5 E

1) ERGRHTIE%. 6 FUL EOBRRBRAEA L, 55 3FEU RIE, MKEEEEOTHEEZ 1T > AT &

) EMHRBMEICET A HHEIC X 2EFEEIBHE 1ELILEH Y LERRR RN 285 L5 2
L,

3) A B OZEERN SHILLEH D Z L,

@ BN ORAERRER I 5 ERE B OAHIZ OV T

A ERER LIRS A EWE LR T 2L E N E S, JOERGEENLOERED, H
VE « 2SI EE T A E M OB K OEMZE T ARt REA - BIERARAE L-5E
DHAENAR D EBENHNATON D IEHINE->TND Z L,
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@ AEE - BEHA~DORISIZHONT

@-1  Jigk s B9 2 Ek

HERARES « BWEARAE LB, 24 BEER2IEEHIO T, HEghtisk SUTE#E sk s\ T, %8
BLLU7ZBIERNCIE U CARBRE B W B 72 i OFEFL 23 H FRIZAE DAL, B B IS kHS ATRE 72 AR A3
FoTWHZ L, Kz, CRS DELFHHZ T, YU RA~T (GEGFHHLZ) OIERENARNLE S
AR SN TS Z &,

@2 EFREEEICLDRES - BHEA~OXRIGIZEE 3 2 24

JGHIIEAL B AR U o SBE R ONIERRAE U RO 2R 2o 2 B R 72 Jnak M OV RE 2 3 5 E IR AE
HEDAREE - BEWEHO®=4 1 752 & OEIRE L FEHREZ A T 55— AEBEERG B E S
TWDHZ &, BB, ZOERENZHOWT, BEEZOFRICHZIEmEINTWNWDZ L,

@-3  AHEG - BIEHOZECISIZE LT

REA - BWERIZR LT, Hikhtak XITE MR OBV 2 A7 2 EAh & (BITEH OB Eeoxt
JMCEA L THRE RO EEZITONLIFGMICH D2 L) L, BEHIZEUIZRALED T E DK 233 -
TWAZ L,
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5. BEGXIG Ll n B

(A2hPEL

B 5]

D FTHROBFETRMOENMERHEREN TS, 2B, RISV Tld WHO 43 3ESET 4 MU AT
(#25) IZHS<,

LR OF36 A TEEEME O KM Aa i B #ifw U >Nl

DLBCL, PMBCL, tiNHL, HGBCL
FREX

EHRIEDUENE Y N (%)

72121, CD19 PURZARR) & L7 A T HURSE A MFEH T Ml L DT IE 23 72 BB IS

FR2,

() JERRMEY oREIZOWTIEL, + oA B T AREEICL Y, Grade3B E2HT SN
HBEICERET AL,

@  TRICEET 2EERIARMOELGRR LT RO,

[ZzatEl
O TR

—RIBRICE Y CREZEHRLIZOL R OAZBZTHLHERL, —RIBEKEE L THR
HSCT D & 72 5 B

VY o~7 (B z) KOT v hTH% A 27V o RGUBEMEREEA % & el FRs
JED T2 B

FRAR AR SRR OV AME R B #in U o <fiE (PCNSL)
By AR D U v 2 — BB OB ER O & 5 BE

L DFMEREE; (72720, LUT OFFRBEMEEMIKEZRS) OBERERH Y, Dl Lb
2 R T DHERF STV RV

@Eé@u%®&ﬁ SESEETN %EE%L&WF FLEE LR, RIS ORERE:
%%%ﬁ (TTEH AT REZR BISL AR ST B RICHIR S NIARHR Y A7 DA T =T 1O
L

(2B 5 FE]

ICEES T DA IIAMOBEGENEER - KL SR TWBZ b, BEEITORN &,
— FEFRIR U T AR & RS LTSS

BT SR D AT 2 IS BUE DBEIEED & 2 %6

JEAEEE U CTRIWIEBI B AR AL ER S . BEBEARANLS O S D TH 556

@ TRICHEYT2HREFICHTIRLOESIZOWTIEE, RGOZEENHELINTE LT, Kl
DOEGxIG L 72 5720,
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¢  ECOG Performance Status*’® 3~4 O FEFE (ECOG Performance Status 73 2 O HBE IO
TiX, ZOMOEKRIKEELEBRE L, H5OAEZHET5Z L)

(3 25) KM% B Y > SOk 3 (WHO &8G28 )
(

Diffuse large B-cell lymphoma, NOS (DLBCL - FE4FE7)

Other lymphomas of large B cells (& O fthod KR B #ifa U > /<)

e T-cellhistiocyte-rich large B-cell lymphoma (T Ffifia/#H0#kER &= B G B Az Y > /X))

e Primary diffuse large B-cell lymphoma of the CNS (JR.3&: AN ##1#% % DLBCL)

e Primary cutaneous diffuse large B-cell lymphoma, leg type (JFFE/7 /& DLBCL - T fE7H)

*  EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus (5 DLBCL - FER¢5)
. Diffuse large B-cell lymphoma associated with chronic inflammation ({2:7$E(Zf 9 DLBCL)
e Lymphomatoid granulomatosis (U >/ JEER A 2EEIE)

e Large B-cell lymphoma with IRF4 rearrangement (IRF4 358 % £ 5 AT B ffn Y o /&)
e Primary mediastinal (thymic) large B-cell lymphoma (FURVERERR MR ISR B AR Y > v )
. Intravascular large B-cell lymphoma (ifi % PN RHRfaA B fifL U > /<)

e ALK-positive large B-cell lymphoma (ALK [PE KA B fifa U > <fE)

. Plasmablastic lymphoma (JPEZFERME Y /i)

HHV8-positive diffuse large B-cell lymphoma (HHVS [} DLBCL - FE4557Y)

e Primary effusion lymphoma (FRMIRIER Y 7 <fE)

High-grade B-cell lymphoma (& EMEME B Affa Y o /X&)

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 33 .U BCL2
& BCL6 D5 577 DAY O m LR BAIKR Y >/ )

*  High-grade B-cell lymphoma, NOS (i EMEE B AR Y >3 - FEFREA)

B-cell lymphoma, unclassifiable (B ffiidV > /<& - 733EREE)

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and
classic Hodgkin lymphoma (OVE AMEICHIEA B IR Y > Sl & LAY AR 3% U S W[ B FE
BAEES BAY Nl - SRR

4 ECOG Performance Status
Score | EF
0 AL BB 5B TE 5, FFE L R U HEAEENGIRZ AT 5,
1 AR LUNEENIHIBR S 503, BMTRIEE T, BIEESE - TOMERIFITH LN TE D,
Bl BOFEF, B
2 HBATARECTH A OHOEY O Z LT TR TARREMEEIZTE R, AHD 50%U LT~y R Tl D
7
3 RONEADOHGOEY DZ L LINTERY, HHOD 50%L LAy Rk TiBId,
4 E<LE;TRY, BHOOHOEID OZ LFE TERY, ERIIy RPRFTiBIJ,
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6. BHICBRL THET~SHH

o) I SCEITIN A BOEIRTE A RS D G R O IR R OB iE S5 5D S AR O itk
K ONEIERE ] O 72 (b B i 2 40 I B L T2 2 &

@ RMBAIAICIESL L. AT T OFBEZAIMEL OfaREZ 3@ L, REZ/Tr6E
G452 L,

@ FREWEAD~HY AL MZHOWT

e Yavwl., TFHT7 47X —%ETrinfusion reaction 3 H LN DT ENRNHBHDT, BE
DIRFEZ+DITBIET D L L HIZ, REPRD ONT-HEITIE, #EURLEZITY 2 &,
infusion reaction ® V X7 2z H 7=, K50 30~60 5rilc, 7 7/ 7=
VEORY T b RTIUVIIEOMO e AKX I HI SR RIETER AR ET52 L, &
MEGENTREFELZRE, BIBEEAT oA RFIIEA LW &, 7TF7 40 TF% 0 —5%
DEGAIZHE D BEDOEGN BB LG AIH 2, BAEREO®HL LTk Z &,

e CRSDBHOLDLNAZENDHADT, KEOBREIZHTZ-> Tid, MEHREEITH 2L, 3
BRI, AENR, EEE, KERFE. mMIKERMEY v SHEEREKIES OBRIRIERIZ OV T,
BRAE 34T 2 &, Fim, BENRD bLNGAIIE., BhERGEEE DRI D R
® CRS EHLT VT U XA CRS WX T B HRFTOFERITHE, WEIRLEEITH Z &,
BERARBR 2 IS E 2 72 CRSEHL 7 L TY XA FHEK 26080 THD, 728, 017001 iR,
BCM-001 ;&R =" — b+ 1 Oz — k 3. BCM-001 ikl = 48— b~ 2, 017006 745 K& O
BCM-003 FABR I\ CT, ARSDOBEBENS CRS OYEIFEE £ TOMM O Y9E (i
PH) 1L, N 50H (A~14H) . 40H 2~14H) ., 3.0H (1~8H) . 40H (1~
12H) XO'50H (1~63 H) Toh-o7rz, 7=, CRSICEE LT, MEREAMY o SHHH%
BRIAEDN A I TV b,

# 26: CRSEH 7 /LT XL

Grade © N
Grade 1 A B 5% 12 R, ERGE L TV DA
R (38.5CLLL) SRR AAT 5

A -1% 72 RS O BA

MEIZE T T, by U X~7 8 mgkg DEIRNEEG- 21T 5 (1 B2 T
5. 800mg XN b)) , T, TRV AKXV 10mg D 24 T L
OFIRN G- O L ZET 5,

Grade 2 AP 1% 72 REEILL ERGE LTV B3

HERD T FEEDONAZL| b2 ) X< 8mgkg DFIRNIE G- %175 (1 FFRIAT TR G, 800 mg %
T L, MALKIET [ 2202 8) . F2, FHHAZ Y210 mg D 12~24 B[] T & O ERIRN %
%o 5O bLEET D,

FiO: 0.4 Rl OMER B % | A B 5% 72 BERARTS O34

VELET D, iR L<| b Y X7 8mg/kg DBIRNE AT 5 (1A TH S5, 800 mg % 4
TEHEO 1 SORIERIT | 27002 8) |, F2, T A XV 2 10 mg & 12~24 Wi 2 & (2 BRI B
R4 A8 E . X | 542,
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DRI DR,

Grade * PP URGS
Grade 2 DOlfgsitt, R | L OIRHE T 24 F I LINIZ CRS DIEN D L2 WIEE ., TARICHE

L3254 -

RNV RS T EHERE L, TXHAZ Y UOHEEY 10~20 mg [Ty
LT 6~12 BFl] & L ICHARNE G5, £7-. BREMBEEOMOFIN % KR
Ao (B BE, RIBEERERS) .

LLEDIEEET CRS OWENRRD BV, IT B2 BAL kBT 2 5

AN
o .

cFRYAZY U ERFERE 20mg & 6 FEE T L ICHARNEES) L L,
IR T, AFAT L RF=yrr (2 mgkg #5%, 2 mgkg = 1 A 4B
EREE 7 BLINICHR) 29 Bz B,

s bV Y RX=T & 2EFRE L% TH CRS OFHRARD b 5HATE. i
ORIEMHFNOMER 2R 5, . bV X~T7% 3 B EELETD
BalE, MU X7 o513 24 T3 RILINE L, Ait4RIETET
%,

Grade 3

JEAR 23 B FE 2R N & L
EL, TARKIET 5,
FiO: 0.4 UL FOfeF 5 %
VEETLH, mHAEDLL
ITEHOHEEKAE M
L3 AIEMm/E, Grade 3 D
lggssett, XiE Graded O
N7 AT IS—FE
o BEOBREIIM b

kU X< 7 8§mg/kg DEFRNEL G- 2179 (1 IR TEE. 800 mg % B
ZRNWZ L) o o, TRV AZY 10 mg & 12 B 2 L ICE RN RS
50

24 FFLINICHER R D S0, it CRS BRAadicE{T 254,
Grade2 DH A X2 AZHE D,

N TR 85 AR — k23 4
B T Grade 4 Dlia:
W (hT AT IS —F
FHZBRL)

AN
Grade 4 U X~ 7 8 mg/kg DFFIRNIE G- 2175 (12T TH 5. 800 mg % #
At 2 7 IR ZIRNZ L) o Fo, TXVAZ YL 20 mg & 6 R I CEARNEE ST

50

24 FFLAINICHER R D S0, Xix CRS BRAadicE{LT 254,
Grade2 DH A X2 AZHE D,

o> R H IR

0 AREEE%IT CRSIER (BE, MATEIREARE., KEEES) 2T€=XU
L. MfERFE 2175, F7=. IffE CRP, 7 =V F U R OEEE/NT A —% %
=2V T D,

TXI ALY UBE B LIZGEAE. A< b 3RS, XX CRS KU
A MPRIERSE LT D E TR L, WiEREdT 52 L,

Grade 2 DAL, BRAKWERBHERT L E T, HEIZE=FV 7% EE
L. PRSEAOFEA & cHERE  (BRRAlkS . SRPERIR K OGN 72 AR S, R
I KARORIEHR) 21795, MEREEDPRD LN IGET, MEE=421) v
7w RRET 5,

Grade 3 UL FOHA1E, ICU ICBWCE=X U o7 SHEEE, mMATEEER O
ME OAHB) . APRRERIRHI AT 0 . HIRRRERPRD N D GAIE, MEE=41
VT EBET D,

Grade 3 UL EOSAIE. mMERE AN Y L SHARREREE O WREM: 2 B4t % 12,
ZxUFr, NI VRY REQRT 47 )7 OEEBEL, BHZ %

o

o

o

o

L THHERERKF Th D BYYENE O RN G5 5,

7E : Lee 5 Grade & 5L 1E

*

(Lee &, 2014 4F)

F U AT OREGIZHI->TE, MU AT ORMICE, BEMHTA FMELZRGT L2 L,
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s MBRARFLADOLLDLNDLZENHDHDT, KibDEGICHT- - Tk, MIE, KiBE, &
B MEE. REMED FV, RS OBREIERICOWT, BEE TSIATI 2L, BENE
D OHNTGAITIE, BERTFEEE DRUEET 2 RFTOMRRFELEL T L I U XL KO
RERITHT DR OERICHE, WYIRAEEZITO Z &, BIRRBRZ I E 2 2R R F
GREBET LY XAFR2TOLEEY THDH, 7ok, 017001 75 & O BCM-001 55k =2 7~ —
1 Kk O=d— k3, BCM-001 ik =2 75— bk 2. 017006 #&5% & UV BCM-003 iBRIZ 30
T, RO GFME SRR FEROYIRFEE E coMior il &) L. 2hEh
90H (1~66 H) O'70H (4~13H) . 80H (2~11H) . 7.0H (1~63 H) KW
110 H (7~25H) ThoT-,

727 MRREFLEHT LI XA

Grade ™

xF ALk

Grade 1

A G 72 FFRILL ERRIE L TV 2356 - i Bl 4 5,

ARibPeH1% T2 AR OG- 7% A XY 2 10 mg % 12~24 FF# 2 & 12 2~
3 HMIEIRNE G922 L 2587 .

Grade 2

FEY ALY 10mg & 12 B 2 &2 2~3 B GERB T DA 12 L
k) BIRNE ST 5, BIBRE AT vA NgE@EHMAG 3 B 282 254 13
EEET D,

24 FERLLNICEE B O b7\, IR ERPNEL L2 E1E, 759
AL OREKROBEGSEE # K 20mg O 6 FffH] 2 & £ THIET 5,

E 5T 24 FERIRGE L CHENRBO DRV, JEROZHE 2 EITARD b
D, XFEMEEBNTEIHERR DO ONDLILGEIR. AT LTV K=y &5k
W53 25 2 mgkg %51%. 2mgkg % 1 B 4 [BIZ5EH&RS-. 7 B LRI
)

Grade 3

T ALY 10~20 mg & 8~12 FF[H] & L IZHARN I G5-3 %, 3D Grade
3 OFERICITEIB R E AT v A ROMERITHELRE S e,

24 BERIUINIZSENTE D BV, IIMRRERNELL LE-SHE1T. AT
U R=yarERIRNEG T2 (BGEROMEEIL Grade2 DT A 4 A%

)

BIEEA DN DAL, BHEOAF LT L R=y o Z2FRNES 1~2

g, MEHIIG UT 24 FEf & &S 0 g, ERIRAIC LB 22355 13T 5, ) &
W7 mARA7 7 I R 1S gm? ZF#RNE S L, i cE &k Oz B siE %
LRI D,

Grade 4

FRY A Z 20 mg & 6 HEE T L ICEIRN ST 5,

24 FEEI AN IC D TRD SRV UM BRFSNE(L LG AT, A F L
TU K=y a o EERNEGT 5 (EG5EROHEEIL Grade2 DA X A%

)

EEAR DN D HA X, BAEOATF LT L K=Y oo 25RkNES 1~2

g, MEHIIN U T 24 B S & ICH VIR T, ERIRAICLERG SN T 5. ) &
W7 mRA7 7 I R1LSgm? ZFRNE S L, i cgE k Vi E s %
ZET 5,

1 : NCI CTCAE #i#:% 5,

o KUENHHDLNDZENHDHDT, RO EITHT-»> Tk, BEERSZMHERL., 8

Br+mATo 2 &, ME, BEEROT A VARSI X 2% BRI % 5 e 8 E O RYYE
(e, W7e5s) 23 6o ZENHY | HTICELFNHRE SN TN D, £z, F
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BWELF PERIBAMEDR S b D Z b5, £io, TS EMEAEME (PML) 23 &
SNTNDZ Lnb, MRERD & & DI E I TER O 72O O md (Mt
AR MR XD EEZEE) 2179 2 & RSO GAN IR IR IE B P RRGYIE )3
O LN EIE, BIET 5 E TARMOKRG 2T 5 Z &,

BRUFR XL CRFR YA NV AF v U T OBEUIBERGEEICB T, TRV A LAR
FIEMAL SN D FHEMD B 5, HIV BYE T BN TIL T A L A DI 2 ATREMENS $ 5
HIMERT 7 = L— 3 A2 FEaT HR0c, BEFR Y A VA CHRIFR D A /LA KL O HIV
RDOEMEERT HZ L, HRUANAX ¥ U T OBEFE I FEEF AL TR G T 5
oL, TR R VAN A~ — I —DF=Z ) 75217 H% . BRTLA YA L
A DFEMHALS C BLAFR O BALOBECIER DO RBUCER T 5 2 &,

A OFEGZBOEMLL EIZH720 | i/ WsA . R EREAD . BiEO BRSNS 5 o
NHZENHDHDT, KLDOFGIZHT-»> Tk, EHHIIMERE 2170, BEOREL
T BET D &,

By Zu7 U MERH DD ZERHLDOT, BEOREEZ oICBR L, ZENR
D HNTIGE T L E (s v 7 ) ek e EHRICAT O %) 21To & &

(2. BUYED BRI D8R 2 012175 2 L,

JEGRABIERIE N H 5D D 2 LR H DD T, KDOEGIZH - T, M HERE R
FEDRE K NEREREMRAZAT 5 72 & Bz 712479 2 &,

AR B AL OB EAIEFE DM R ERDB O DML 2 ENHDHDT, Kk b5HOBE
(213 B B BERRCIEIR & A O B OB SERVWE S IEETH 2 &,
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