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1. XU ®IT

BAERSREOENNE - REVROHROTDITIE, BAXEFICESWZEERERNIRD S
nd, Soic, EOHFELMOESIC LY S RFTHUERHT 2 7 FFERRSR M AR
NPT, INOOBAERSENEZRICLERBE RIS 52 L PARBEORE L 2-THY,
RFERBOEE L EDOEAFE 2016 (FAL28F 6 A 2 AMBRE) TRV THERNERRFOME
RAOREHEEEZRL L L STV,

HHERME 2 T HEAERSNG T, BRBEASEEET a7 7 A VPBEFOEELEFLHAL
MCERRLBZENHD, 20D, AR OEZEMICETERN+o0EET 2 TOM. U
BAEERSHLOBELMIZITA LN HFINIBFHN L TERTIE b, BIERSHE
HBLEBICSERT SR E A ENFRER—EOE 2T EREECHEATA I ENEETH
Do

LizdoT, AHA FTA4 0 TiE, BAREBEESZNAE TIZELILTWVWD EFFER - B2 Rt
CESE UTOBAERSENGOERERERLMET 2BRNDLELENS, BAHTRVEREF
HETRY,

B, AHA KT A 4T, BAITBIEAEE L ERERRAHE, —REEIEAN R ARLRFER,
AR A AR - ARSI S, —RAEEEA B AREL - fEMRRIESS, AARILERE
RERIEFS, —BRAEEEAN B ARG FRIGBEYS. AREEEA ARRRERER, — AL
EARREBREFSOHIOb 1ER LT,

TR L ABFAERSERNT
TRy BEEE (—BEL  ATAHTET L B a—F))

KR L IR BEEE, TR ULMERE :

RIS OLRKEERIE, 72770, UTonThbiE-T848I1cR5,

s BCMAHIRZEHE Lizx A FHRZAFERER THRBERIEDIGEBER 2\

o  MAEHREE, FuFT V—LAHEEF KOG CD38 E /7o —FAHEEEEET 2D
U EoRTEEEZE L, 2>, EMLORAEICH L TURBETAR® b7z TiEHE
“IZEHE L

&b BERCHEXIIFERSE
<ERSETCOANRT7 7z L— A ~MEHHAOHE>

1.7 7z L—LR

BT 7 L— A2k Y, FBENERMMBEZEREZ R 5,

2. M7 7z L— Y RENOEE

BERLEANKTY 7 L— 3 REYE, 2~8CIIRTE SN {RE@WEREICMME L TAR
BE R ~E@ET 5,

<ERSETOZAh~ES>
L. ARORERUVERET
BHELERECTAKREZSHEL, ERAENE CHREZEZFLIHET C130°CLLTF) THERTE
15,




4. B 5RO RTLE

MEREZFCLY BEOREBLEREL. KEHTEED 5 ARINDLLUTO U /R EKERE(LZF
FIEEIT O,

VIRARRAT7 7 IR (EAYHE) L LT300mgm?% 1 B 18 3 AAEHRERNT IV
Fo7E ) B AT LT 3mgm2 % 1 B 160 3 BHARHEET2, 2B, &8&50
R (BREREESR) ICLVEERET 2,

5. XAGORs
BHEERICAGEHETD, BE., A, CAREE THRLE LT, FEZMbLTA

ER G 450X 108 8%, 10mL/5 % 48 2 7o\ VEEE CHEFHRNE 5T 5, 238, CAR ¥
BT Mg & LT 280X 106~540X 106 HO&F THRETE 5, AGOBFEREIZL2WE

&c

(KEDOBEIZ X 2EWEADIEEIZAVBEEIZ>VWO)

MU X7 (BEFHEBZ) EOPENETOER. AERVCHEE

FHEE IR  BUEEBIAEICE D 1 b A B e RE

MERVHERE 8%, P U X7 (EaFHEBEZ) & LTEE30kg Ll LT 1B 8mg/kg, AE 30kg
REIE 1 E 12mgkg & SiEERET 2,



p A ORE. FEREF

TR HEGE (—RL AT HTEST o ra—kA, BT TR EWd) id, BEX
REIMEsSED T MAIC., BETHEBZ LV FUALNANT Z—2HANTE b B MRAEGE (BCMA)
PR D CAR PEALEE - HESETRY .. BEER L RRICESEAMERIC L 2 10ENRZH5F
LT, #BRNICRESE SN2 HEEERSELTH D,

ALITBLEFEAINE CAR X, Hit N BCMA ~ U AFUAHREOBERIE 777 A b, E b
CDSa bt v U RUMEEE RN A A AT 4-1BB BT CD3L DHIIEN Y 7T WMRE K A A THER IS
%, ARF2 BCMA 2B HERMMEZERET 5 &, AT MRk U TEE(L, HEE, MiEE
LT T 2 F—HEOEBE L5, TNHLOERICLY . BCMA BiEOEFICR LIEEME
ERBIEIMEDHFIND,

ABLOBEIZEST L, AMRT 72—V AR NCAR THIBROAEZE 2R ES 5B/ T3 BHEE
=T LBk E(FEE CUT. LD {ESEE) &V )) ZTH58ENRH D, LD LFREKRT
3HEBICARZHRE TS, S50, KLDBEIZL VYA MbA U lHERERE (LIF, [CRS) &W
) EOBEERETICES>AREMELH ZRIEAVPRDOONLFAIEELRH D, LizdioT, 77V
— I AOFEHmT, LD (LFREOEMP, ALOBESFROEEHZICIT, BEOBEL 21TV,
BERBDLNZEAICIE. BRAL-ER2IO0 UEMANLRMGEBRREFSERMICL Y., LEBEIZ
U TICUSICRBWTEZMASEER 2 S DEYRLEZIT O LEXZH D,



3. B R pR AR
BREIIEEEO LR M EHEIE (MM) OARRRIIMM L - E2BRRBROBES T,

[H4hit]
3.1. EELFRFE TR (BB2121-MM-001 3AER)

BRIIHIEED MM BF 2 XFIC, RAEOBIERGZEMEORT 2 BRI L Lz EERIEXTR
ERRLFFETAERR (LT, TMM-001388k] ) AERINz, E2EIR - BAEETIFRIOLEBY
THoT,

&1 EER - BRI

<BIREHE>
o UTORMEERE2ET5ERUIEHBMED MM B,
> MMICRTAENEES 3 VP AVUEZT C0D (EAFEEDENSMIaBER SHEREREO T EL R
bfl1urvorred3)
> BLTUAUVOIREYA 7R, RBBESIEN PD ThRIFTHIE, B 2 44 7 A EZ I Tuniibhig
L,
> RERHE, o7 7Y —AEEFRRUH CDSHEIC L 2HBEELE T 5,
> BEIEORNERRICR L TEHENE (RETXUIIERSE 60 B LINIC PDRESR) .
o LUTOREODRLS EL I OIKABTAREARKRELZATHEE,
> MEMLZ 37 1.0g/dL BLE
> REMEZ 327 200mg/24h LA L
» MEFLCT v EAITEBWT, FLC LUV 10mg/dL (100mg/L) LAETH Y. MiE FLCEENEH
e ECOGPSAOXIT1DEE,
<[RoFEHE>
s FBEHMRHEMAKB. VALFYAML—Ah-<wsnsur ) o MiE, POEMS EEREEXIIEKRIICERZT I
A4 R=V2EHTA2IREROH L RE,
s REELSMRBE. AT 3BEFHE. PAICT3HEBE (BRBEBHER OB FRM e
TaBMEIIRR< ., ) XIEBCMA 2R E LI-REOERBEOH 5 BE,
o FIRMER (CNS) WEMERELZAET SRS,
o HBRIRMICERZTRMER (CNS) RFEROREFEXRERLET L 8E,

RKEORERCRAEIIERFEZ, AEAT AR — b TlIH BCMA CAR T #ifa s LT 150X 106
&, 300X 106 fE ik 450X 106 B Z# EEAE L L CHRERIRNEE TS - L L&, BAAaK
— FTHEHAEHIT 450X 100EEZ BEAE L L THEREFRRNEET 228 & S,

Eo, EEATORBOEZROEHEZRETZ - L2 BRI, BILE L LTUT® LD {L3HE
EZITV, LDAEFREOK THE 3 ARICRMERETAZ L an, 2, RLOMELR G
ICRB 2 ha— VDO OMEBERIERE (7 v VU k) BNERENE, 7V v VU TEE
X LD(LFREDORB LY M4 ARTETIIET T L & &N,

(1) HIALE O LD {b525iE

UV s=mpig 580 FBE LT, 450X 10880 +20%0EEMN T 5 540 X 108BE THRZAME & Shi,

5



YIUFRAT 7 I R300mgm BT AL T E30mgm? 20Ty 1B 1E, 3 A RAEERIREA
Bh, ¥7-. BEORE (BEEERES) USUTIAMT IV VORGEOEENTONI,

(2) MM-001 B DEEFRAUE

ARBROEELEE X IMWG £ (Lancet Oncol 2016; 17: €328-46) (1Z#-3< IRCH|ZEIZ L % PR
UEoZEGEEG LIF, T2fgFEE) ) Lah, EEOFMISEA=F— FOREREELL
TEHME 55HE & Sz, TEFMER IOV TOHEA=F—FORKER (019F 10 16 BT —
ZHhy hET) BE20EBYTHY . &EHEE [95%C1 (%) X734 [65.8,81.1] THY. B
& 50%2 1oxt L THREMIICAE Th o7,

#2 IMWG EEICESBERBFDE (IRCHE, BT REN, 201910 16 BT —F b v v A7)

FlE (%)
AEATEH—H
6~
150X 105ME 300X 1058  450x10°{H Eg;(llgﬁ@
4 {31 70 {5 54 {5 128 1
sCR 1 (25.0) 19 (27.1) 19 (35.2) 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 (29) 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)
#% (sCR, CR, VGPR X/ PR) 2 48 44 94
B 50.0 68.6 81.5 73.4
éiﬁ‘jﬁ'{?‘\ ((f’) [6.8,93.2] (564, [68.6, [65.8,81.1]
[95% CI''] (%) 79.1] 90.7]
p i (i) 2 <0.0001

*1: SAEA (150X 106~450X 10°{&) % Wald =, % Ottt} Clopper-Pearson &
¥ BEAETR 2.5%, BRE 50%ICx L CIESERZ AV —BATERE

7. BRAZFR— NOFEREFESHARBRD 202008 12 A 21 BF—F 0 v N T7EAOFED
HERIIERIDEIBY THY ., BERAIFR— MIBITHELEDEIS [95%CI (%) 1% 88.9 [51.8,99.7]
Th-oT,

£3 IMWG EBCESSREREHRE (IRCHE., AMERITNSER. 20200 12 A21 AT —F Ay b4 7)

B (%)
BARA SAEA
S T St £RER
150X 106~
450X 10° & 150X 10¢ & 300X 106 & 450X 106 &
o i 4 70 6 541 450X 10°(8 e
128 {31
sCR 5 (55.6) 1 (25.0) 19 (27.1) 21 (38.9) 41 (32.0) 46 (33.6)
CR 0 0 1 (14) 0 1 (0.8) 1 (0.7)

D (R (SEDHEIEN SO%LLT) 1. AEFHE, FuFr7 Y —LREHEEL 3 L EORBERELETS
RITEERHGER T u T 7 Y — LREFR OFENAETEO TR UIRIEED MM BEIZRBITHF IV LT D
LENEE N 29~36% T 7= (Haematologica 2015; 100: 1327-33, Blood 2014; 123; 1826-32. Lancet Oncol 2013;
14: 1055-66) Z L bLRREENE,



Bl¥k (%)

BARA SAEAN
aFk— kb ak— k éﬁ:%@
6~
45010508 150X 10°@  300X10%f8 450X 10%{E Egi:gsﬁ] 137 51
93 4 {5 70 %51 54 51 128
VGPR 3 (33.3) 1 (25.0) 1 (15.7) 14 (25.9) 26 (20.3) 29 (21.2)
PR 0 0 17 (243) 9 (16.7) 26 (20.3) 26 (19.0)
MR 0 0 2 (2.9) 0 2 (1.6) 2 (1.5)
SD 1 (111 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)
#%h (sCR. CR. VGPR Xii PR) 8 2 48 44 94 102
N ) 88.9 50.0 68.6 815 734 74.5
?ﬁf;?f?fﬁ ig% (518, [6.8,93.2] [56.4, [68.6, [65.8, 81.1] (671,
¢ ¢ 99.7] 79.1] 90.7] 81.8]

* o AMEA (150X 108~450X 108 ) R OVEEi: Wald 5, % O fid Clopper-Pearson i

3.2. HESE 1 R (CRB-401 3BR)

FREUIERED MM BE 24812, KROBFYDERVCEZEEDRK

FE BRI E Lo ERIESR

HESLE TR (LAT. TCRB-401 B ) ) NEHm SNz, CRB-401 ABRIT/ S— N A (AEHE

#) RUOVS— KB (AEIKRE) 02203~ b TR I, 73— A TIEBCMA XHEE2H T
%5 MM BETORLOBKANME (MID) ROEIHERROMREAE RP2D) ZHRETHZ L, /S
— b B Cid/%—h A CIRE LT RP2D TOXZEMAHERT I LHTERME Lz, ETAFR - B
NEHEIIRADLEEBY Thotl,

#4 ERIRR - BRI

<FRIREHE>
o LUTOWTFNIORRREZ T4 2BRIIEEED MM BE,
> N—FA:RERGERVCT 0T T Y —LAEFEEL 3 LUA U EORNEREYE TS, XidhE
FHERORTr T 7 Y — LREBHOBMBIIH UTEEE (205 0EHIZ X 26\ XILEREE 60 A
LIRIZ PD)
» 3—}F B: REFAGE, o7 T7 YV —AHERRVY T Y AT REERYE L. ELORAE
Rt U C B,
o UTOEEDCSZL EHL—2IAET S, ATAEREZET DES,
> MmEMEF 7 05g/dl B E
> REMZ 37 200mg/24h LA E
» MFEBFLCT vEAIZEBNT, FLC LA 10mg/dL (100mg/L) LA ETH V. MmiEFLC RN EH
s BREARXIBEMBRELABROWTAAOFILY VEE/CT 7 4 AEBERIZISIT D BCMA REE|ISLL
TICEETHBE",
» %— |k A: BCMA RIREE 50%LL +
» /N—KB
v 33—} 1: BCMA 3B EE 50%3FiE
v 3d— k2 : BCMA E3REE 50%L +
v aid—h3:BCMARBRIISIEIRERL
e  ECOGPS X7 0XIL1DESE,
<BROVEHE>
o WHEMBEMBEIIEERMICERRT Susf F— 22875 XEREROH HBE,
o FEEEMERARIRREAE UM AT DB FIREOERED H 5 B,




[« EAEmicEXRZ PIRHER (ONS) EEOBERXZIRMAEET 2 BHEL |
*] . IRBREMS A ENETE SOMRICBNT, N—FBOak—k 1 R 20 BCMA BRESIELIHENER S
. BCMA OEFHIESAE LT3 aHR— F3MEMENT, BB, UEIORTIEZaR— b1 XRT2IZBCMA
FIRES 50%LL RN 50%KRimNDBEES 105 EHAANDZ L LI TWE,
*) . VRBREMSEMNETE 4.1 FRICHE VT, MM-001 RBRICH ¥ TR EENET S iz, URTOR TIIHixss
BRAOEBOBREREZAT 2BRFIIFRA SN TV o7,

AKLORAERVCEEXIIMEAFEX, 23—+ A TidH BCMA CAR T#fg& LT 50X 10°f&, 150
X 106{E. 450X 106{E X (L 800X 105{H A& BREHE L L CHREFRAKRGTHZ LI, ~~—FB
Tii/8— b A CHEX N7 RP2D T 551 BCMA CAR T HIAE & LT 150X 106 {8 XX 450 X 106 & %
HEAEY L CHERIRANKRS T2 a8, EEORSEIREIN-BERED L20%E
THRINT,

I, EENTORSOEERCHEELREET S Z L2 B/, AILAEE LTLTO LD bLFE
EEIT, LD LBEEOK T A6 3 ARICAMERETHZ L L&, £, RaoRELHMT
Ry he— A ODONEEERE (7Y v VL 7Bk NEREINT. T vy VU TEE

1T LDLFREORB LY MBAIETIZETTHI &b i,
(1) BiT4LE D LD {bL3E

S BARAT 7 I R300mgm RUT AL T EY30mgm?EWVTnt 1A 1E, 3 B3R ARFIRN
BE L, $7=. BEORE (BHEEES) KLU TILVE 7 ORERBORBENITONT,

(2) CRB-401 B D FERRAE

AEMEIZDOWT, 20204 7BF—4 v hA 7EERIZBIT D IMWG EZ#  (Lancet Oncol 2016;

17: €328-46) (ZE-5< IRCHIEIL L 5 2FPIEADRERIIRSDEBY ThHoT,

%5 IMWG EBIZESEBRNEDE (RCHE, AREEEM, 20204787 —F Ay v 2 7)

FlEx (%)
e 150 X 108~
50X 10618 150X 10818 450X 10%{& 800 X 105 & 450 105/ £k
343 18 51 38 il 3 451 62 %51
56 3

sCR 0 6 (33.3) 15 (39.5) 2 (66.7) 21 (37.5) 23 (37.1)

CR 0 0 0 0 0 0
VGPR 0 1 (5.6) 11 (289) 1 (33.3) 12 (21.4) 13 (21.0)
PR 1 (33.3) 3 (16.7) 6 (15.8) 0 9 (16.1) 10 (16.1)

MR 0 1 (5.6) 1 (2.6) 0 2 (3.6) 2 (3.2)
SD 2 (66.7) 4 (22.2) 3 (79) 0 7 (12.5) 9 (14.5)

PD 0 3 (16.7) 2 (5.3) 0 5 (8.9) 5 (8.1)

NE 0 0 0 0 0 0

#%) (sCR, CR. VGPR XiZ PR) 1 10 32 3 42 46
N 33.3 55.6 842 100 75.0 742
i\ﬁj‘ﬁ%'{é'\ (:A’) [0.8,90.6] [30.8, [68.7, [29.2, 100] [61.6, 85.6] [61.5,
[os%CT] (%) 78.5) 94.0] 84.5]

* - Clopper-Pearson =



3.3, EFRIEFF MR (BB2121-MM-003 3E)

SERREE, S oT TV AHERR Y SV AT EEST 2~4 LI A CORIEEREET A8
FEIUIEEIRED MM BE & JRITARS L BERROF IR R % i+ 5 ER LR S IAER
B (AT, TMM-00338R) ) NEMIN, ETRBIR - RIBEEITR6DEBY Thoto,

#o B - RAENE

<BIREHE>
o UTOT_TOREREZET2FEIBIAED MM BE,
> 2~4 LTVAVO MM XTI RRNERERNSH 5 (EARE, EnNSMABEEUHSRET 1 LoAvE
T3),
> HRERHE, To77 Y- LEEFRY DARA ZEDATEEELE T2, HFLIALOBEYAL 7L
12, ZNFEE 234 7 U EZ T TV RIT ISR S A,
> EIRORNERICR U CEHEE (RET XI5 HE% 60 B LANIZ PD #ER) .
> AL 1 OORIBRICALAOEERSE MRULE) BRBHLHATVS,
* UTOEEOLZES EL 1 2RARTRETHERESET 285,
> MEMEZ 7 05g/dl LA
> REMF 87 200mg/24h BAL
> MEFLCT vEAIZBWT, FLC L~ULds 10mg/dl (100mg/L) BAETéH Y, Mmig FLC h|NEE
« ECOGPSHOXIT1DEE,
<BRAMEHE>
. FREELFHIRBIE. BAICKHT 2EGETFHER. DA 2858 X BCMA 218/ & L7150 =i
BobsbEE,
o PRMERZ (CNS) ICEBERE 2 55%E,
*  EEERMIICERZPEMNRFR (CNS) EREOBERXIIHFEs T 38%E,

KBOREROCHAEXIIFEA G L, $1BCMA CAR THIRZ & LT 150 X 106~450 X 10{&> D&
#FACHERFRNB ST L Ehis,

T, AN TORGDOEERVHEHEEET S 2 L+ BHIC, FiILEL LTUTO LD L%
EZTD, LD EFEREOKR T D 3 BRICAKEZRET LA Z L L ENF, -, REORERREH
WS Na— O O EHIERE (7 v VU 7EE) BNEREINE, TV vy SEk
i, BEOEEDEHAE LV VA L IZESE | (BRBETEMOHNTIC LY, EERERO(LEREL

Y EEOBREROERY LT, 450X 10980 +20%DFEFN TH 5 540X 1068 E CHRIREE L Shi-,
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22y (DPAY | DVAY | IRd® . Kd? XX EPd® ) @5 bWk 1 A 7V FCERT S Z
LlEn? | LDILFREOCREBIV 14 BAIETIIETTBI & &S,

EHESEBORERVCAEXIMERAFEZ, EEALE 1 BE»S, BEOEEORHAEL VX
VCESE BRECSEMOHETIZ X Y, DPd. DVd, IRd, Kd XiXEPd® 5 bW oLk
LA UEERINT, 720, EEEBEROBEIL, IRCHTEIZELY PD AR EN, hOoRERE
DERENHREINT-HZAIC, BRELEMMCOOEFICESERGLD Y 0 A A —/"—F 510 H3F]
REL XN,

(1) BB O LD {LFEE

I ERAT7 7 I R300mgm ROTNAE T EY30mgm2 e\ Tt 18 1E, 38 HEAam#EIRN
BEL, $7=, BEORE (BRERES) SLTIAME TV ORSEDRENTHONT,

(2) MM-003 X8k 0 Bg PR B

MM (I FEOBRE TIIRESRELRER 2BV IRTEEEOKETH Y . EBEATHME (U
F. [PFS] ) OERIZLY . EROHE, RBETORLE, KIGEKE COHBOERFVHRFS
nNaZent, ARBROTEFMERB T PFS & &, PFS IXEER{L bR OREEIT XIFFEN
FEbLARVEEOWTANREVESE TOMM L EZ SN, APEOEEMITITIZ, IMWG K

(Lancet Oncol 2016; 17: €328-46) (2%t~ 7= IRCHIBIZE S IBRMET —F AV bz, FEFT
fHIEE THDHPFSDFER Q024 18AT—FHy b47) BRTRVRK1IDEBY THY, &
HETREREIC KT T A AR BEOBERMEIR ENT (Al p(E<0.001, FEAKERE 0014, BRlnsZ
JIRTE)

D 194 sA%28BRE L LT, DARA 16 mglkg &, % 1~2 9 7 /T8 1, 8, 15 RV 22 A BICEIRAKRE. H3
~6H A ZATE 1 RS B EICERIRPRE., 5794 2V LERIEE 1 B BIC#IRAES. POM4Amg %, &3 A
7ADE1~21 BBICRAESE, DEX40mg (75 LOBETIE20mg) %, VA7 ADE 1, 8. 15KT22
BBRIZEE,

S 1442 N%21 BRI LT, DARA16mgkg %, F 1~33 A 7T%H 1, §RVT15 B BICHIRNIES, $4~8F
AZNEE 1 B BIEHIRNIES., B9F A 7ALUBET 1A 270228 AFE LT, &1 8 BICHIRMNZRE, BTZ
13mgmi%, B1~8F A7 NMTE L 4, SR BEKKETES, £V 7V UBRREEZTIET S, DEX
W0mg#h. B1~8H A7 AOE1L, 2, 4, 5, 8, 9. 11 RV 12 BACHEE (7581, BMI 18.5 kg/m? K, #E
RFASHITAT oA FIGRICHT 2 BAMEICFEN H 5 BE THEA 20 mg) . & 9 ¥ 7 VLRI DEX 0ok&
kY3,

O Y7 A% 28AME LT, XAdmg%E 1, SR ISHEERARNHZESE, LEN2Smg 25 1~21 H BIZEARE,
DEX40mg %% 1. 8, 15SRU'22 A BICROKES,

NIy A 7% 28 ARE LT, B1H A 7L TIZCFZ20mgm?* 28 1 X2 A, CFZ56 mgm? %% 8, 9, 15 RV
16 A BIC&ARNE S, 231 7 VLKL CFZ 56 mg/m2 2 &4 Z /D% 1, 2, 8, 9, 15 RV 16 B BIZERARM
5, DEX20mg &3 A 708 1, 2, 8, 9, 15, 16, 22 RU'23 R RicRAKE,

O 14470 28BE LT, BIRO2YAZATIZELO 10 mgkg 255 1, 8. 15RU'22HE, E3H1 7L
B G BELO 20 mg/kg &% 1 B BIZ#IRAE LS, POM 4 mg #55 1~21 B BB OHRE, 75 MU T OBEIZE,
DEX 40 mg (75l LD BRETITE 20 mg) #5 1. 8, 15 kU22 HRICEPO®RE, ELO%RE A D% DEX 28 mg
BO#%5 RO 8 mg #RNZE S,

O ITTEMOARE24HD S L 23 FNRT Y v P FBER STz, 7)) v PV 7RETRE SN EAHERIE

W (25%LL Lo BEFICHE) 1Z. POM 48.4% (123 ) . DARA 31.9% (81 ) KRTF ELO 26.4% (67 #il) TH -

1=

HEAEILREE D 10T AR D/ 1 A A — A—5REI LTS, 161 GEL) £BR< 9 FlIICAMLIKT 7 = b—

SAMER SN, 9B FET 246, REEECRES 26, RERE 26, BERKIF, T2V M TR

TARGBEEHO 26) B 0 FlIRERBEEShE (2022F 481887 —% v A7)

10
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£ 7 PFS OHEMRIGER
(IRCHIZE, ITTE£M, 202248 18BF—F v +F7)

FNY 3 IEIRTREE
254 431 132
PFS 1~ b (%) _ ) 149 (58.7) 93 (70.5)
PD (%) - 129 (50.8) 89 (67.4)
PD #FRRTDTET (%) 20 (7.9) 4 (3.0)
hRfE [95%CI] (7 A) 13.3 [11.8,16.1] 44 [3.4,59]
AN — R [97.2%C1] ! 0.493 [0.365, 0.666]
S 18l p fE*2 " <0.0001

*1 R (6SEERIST 65 ML) . MMICH 4 2RIAEL YA VE 2, 3 Xt 4) RUE I 27 OfiaE
BEEHREE (¢ (4;14) | t (14;16) XiZ del 17p) OFEZERIRAF & L7-ERI Cox il PF— FEF L

*2 i (6SHRMRIZ 65 L) . MMICHT BRIIEHEL A 2, 3XiE4) RUEY 227 oMiag
BEMETE ( 4;14) .t (14;16) XiTdel17p) DEEZEBRIEFE LB/ S /7 RE

*3EERERM0.014, RBREEOFEAKEL LTHM 0.025 & L, BT & BRBITOMORBRENS
EMEDOFHEEHE L LT, O’Brien-Fleming B o B M %2 AV -,

1004 =
90 4 %

s

80 4 L N
Tae ARELRE
60 e

50 u k1]. "‘l‘ :

40 A Ty

(S ias S
30 - “ ty gy
PEHATETE

70 A

EHMBEFHE (%)

20 -

10 -

0 -

0O 3 6 9 12 15 18 21 24 27 30 33
S MENLOME (I A)
VR REE
ALRE 254 206 178 149 110 62 40 22 14 4 2 0

WHERRRE 132 75 42 32 25 13 10 7 6 2 1 0
E1 MM-003BRICIBT 3 PFS O Kaplan-Meier Bift (ITT 4M, 2022445 18BF—F b v b3 7)

OSIZOWT, 2023 4 A 28 BF — 4 B v b A 7R OFER K O Kaplan-Meier #ifgi3. #hEFh
HERUK 20DEEY THol-, BB, 0S11222 4 Xy FHPEX =R A CREMBITNEm I B
BTHY ., REFENTILZD 74.0% (164222 4 X2 b)) DNBERINWFFATERINT,
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#8 OS DFEE (MM-003 A%, ITTEM, 2023442885 —F Vv b4 7)

AR EHERIREE
254 43 132 {3
T (%) 106 (41.7) 58 (43.9)
s [95%CI] (W A) 41.4 [30.9, NE] 379 [23.4,NE]
AP — KR [95%CI] * 1.012 [0.731, 1.400]

* - D (65 BARTEIL 653U L) . MMICKT T ARBIRL U A v (20 3 X3 4) K
VEY 27 OMIEGEFHERTE (¢ 414) |t (1416) XiXdel17p) OFEZEHIRF
& LB Cox leffi ¥ — FEF N

100 { -
] ‘\
/
80 / ERETL TR
3 70 A sl .
s e e
@ 601 HEH ———
g 503 / e —depr bt ot i T'-'!‘”\’;\,g.,. o
ﬁ 40 1 4.
PR
30
20
10 -
0-
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
F v E LM b OB (W A)
YR BE

AEBE 254 240 223 208 190 175 169 161 143 103 75 48 44 30 13 4 0O
BAETAHRRE 132 128 120 114 103 91 81 75 59 45 32 24 18 11 4 3 0
2 MM-003 RIS IT 5 OS O Kaplan-Meier Bifg (ITT£H. 20234 2887 —F b v +47)
ARV VA VERIOBHEORERIL, RIDEBY THoT-,

=9 AMARL VA UEBOESE
(IRC H|5E, MM-003 8, ITTE£H, 20244 18T —F Iy v F7)
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2LV AV 3LV AY 41L2R EXLN

AEEE EEREE  OAGH  BERRE O ASEE EEARE AREE EHERERE

78 Bl 39 B 95 {3 49 51 81 ffil 44 {5 254 {5 132 {5
PFS A~ b (%) 41 (526) 26 (66.7) 57 (60.0) 37 (75.5) 51 (63.0) 30 (682) 149 (58.7) 93 (70.5)
FafE [95%CI  (H15.1 [12.7, 48 [32, 125 [108 32 [23, 112 [74, 49 [32, 133 [118, 44 [34,

A) 19.7] 13.3] 17.7] 5.7] 14.1] 6.9] 16.1] 5.9]
Y — FEk [95% CIT  0.511 [0.311, 0.839] 0.445 [0.292, 0.678] 0.580 [0.364, 0.923] 0.493 [0.377, 0.645]
BEIGEDR
(g (%) )
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 32) 1 .0 1 (1.2) 0 8 (3.1) 1 (0.8)
VGPR 18 (23.1) 6 (154) 23 (242) 3 (6.1) 14 (173) 4 (9.1) 55 (21.7) 13 (9.8)
PR 7 (9.0) 9 (23.1) 10 (10.5) 13 (265) 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 (122) 48 (364)
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)
=% 58 20 66 17 57 18 181 55
(sCR, CR, VGPR
XX PR)
£FUEIE [95%CI] 744 [64.7, 513 [35.6, 69.5 [60.2, 34.7 [21.4, 704 [60.4, 409 [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]

AARAEFOEDEDOHKRIZ, HI0DELBY ThHoTz, 2023F 4 A 28 BF—FH v hF 7S
IZF1T 5 0S OFRME [95%CI (W A) ITARMLEEY TNE (3.1, NE] | #ZAJEHEEZ) TNE [NE,
NE] THo7-,

1D Kaplan-Meier i1 & BHEICE-S< EEAILE 6, 12, 18, 241 A, 30 VAR U36 H AATOREFREIZH
Zh75.0%, 50.0%, 50.0%. 50%. NERTUENE T - iz,

12) Kaplan-Meier %510 X BHEEICES EEA{LZ 6. 12, 18, 24 A A, 30 ¥ AR 36 4 ABEA CORAETERT VS
nb 100%ThHot,

13



#£10 BRAEFHL22EEROFSEOHE
(MM-003 3B, IRCHIE. ITT4£H, 202564 18AT—F Vv +27)

AAANEH £REH
N TERETR R N7 3 EAEVRIRRE
4 {52 5 3172 254 51 132 #i
PFS A~ b (%) 2 (50.0) 1 (20.0) 149 (58.7) 93 (70.5)
g [95%CI] (5 A) NE [2.0, NE] 20.7 [NE, NE] 13.136 HI.S, 44 [3.459]
Y — K [95% CIJ 5.21x107 [0.000, NE] 0.493 [0.377, 0.645]
REBIOE (B (%) )
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 XiZ 2 2% 181 55
PR)
LEEIS [95%Cl] (%) 50.0 [1.0,99.0] 40.0 [0.0, 82.9] 71.73655.7, 41.570'1[33.3,

*1:
¥z
*3 3

*4

ILY A VOFHEEREO®H 526K U4V Y AV ORIEERO H 526,
2P A L ORHERBOH B, 3L I X L ORTEREEDH 226K V4L T 2 ORNGRED & 5261,
LD{bFIRIERLART (RiniE5AT) IZPDEHIEE NIz,

3L AVOBTABREOS A16] (VGPR) RU4L YAV ORTEREDH 514 (sCR) .
*5 3

2L T4 DORIEEREOH 216 (PR) RUBL YA L DRTIEREOH 5161 (PR) .
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[Z2ft]

3.4. EEiLFE S TR (BB2121-MM-001 2R5)

BFEZRIZEZAE 150X 10618, 300X 1068, 450X 108 TEFINFH 4/4 F (100%) . 67/70 15
(95.7%) ., 63/63 5 (100%) (ZFRH B, BIVEAIZBEHE 150X 10518, 300X 105 {&, 450 106 {&
TENLI 44 B (100%) . 67/70 il (95.7%) . 63/63 5l (100%) 2D BN (F—EFH v hA
ZH:2020E 12521 B) , BERESEKTES L— FOXRBAEED 5%LL FOBWERITFR 11 0 &
BYThHoT,

#£11: BERAESE (150X10450 X 105H) TLF L — FORBREAER 5%LL EOBIER (MM-001 X, 57—
Fho hZF7H 20204612 4 21 H)

B (%)
150X 1068 300X 10518 450X 106 {& =N
BERKSE 4 % 70 % 63 #i 137 451
HAFE 4 U —F3 £ J1—Fk3 = 1 —1F3 £ JF1—F3
(MedDRA/J Ver. 22.0) JL—F LE FLU—F Bk JU—F bk ZV—F Uk
2EIER 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63(100.0) | 50(79.4) | 134 (97.8) | 95(69.3)
REREE 2 (50.0) 0 S7(81.4) | 6(86) | 61(96.8) | 5(7.9) |120(87.6)| 11( 8.0)
YA b AA HHEERE 2 (50.0) 0 S3(75.7) | 4(57) | 61(96.8) | 3(48) |116(847)| 7(S5.1D
Ky o7y miE 1(25.0) 0 7 (10.0) 0 8(127) | 2(32) | 16(11.7) | 2( 1.5
MR LY v R_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)
A P ERBD SE 3(75.0) | 3(75.0) | 34(48.6) | 32(45.7) | 45(71.4) | 45(71.4) | 82(59.9) | 80(58.4)
/MR FE 3(75.0) | 3(75.0) | 26(37.1) | 22(31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54(39.4)
21 4(100.0) | 4(100.0) | 26(37.1) | 22 (31.4) | 22(34.9) | 20(31.7) | 52(38.0) | 46(33.6)
H I BRI AiE 2(50.0) | 2(50.0) [ 19(27.1) | 17(24.3) | 17(27.0) | 17(27.0) | 38(27.7) | 36(26.3)
Y BRI E 0 0 8(11.4) 6(8.6) | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)
FEENMELT P ERIBAE 1(25.0) 1(25.0) 3(43) 3(43) 4( 6.3) 4( 6.3) 8( 5.8) 8( 5.8)
—i% - EREER LRSI O 0 0 28 (40.0) 0 15(23.8) | 1(1.6) | 43(31.4) | 1(0.7)
HKEE
95 0 0 14 (20.0) 0 8 (12.7) 0 22 (16.1) 0
FEEL 0 0 10 (14.3) 0 4(63) 0 14 (10.2) 0
& SIHE 0 0 4( 57 0 4(63) 1( 1.6) 8( 5.8) 1(0.7)
ERARIR A 1(25.0) | 1(250) | 24(34.3) | 7(100) | 17(27.0) | 2(3.2) | 42(30.7) | 10( 7.3)
C—RUGHEEREM 0 0 8(11.4) 3(43) 4( 6.3) 0 12( 8.8) | 3(22)
TANRTGELVBET I/ M TR 0 0 6 ( 8.6) 2(29) 5(79) 0 11(80) | 2(15)
7 =7 —¥HMm
TIZ=VTI/ AR T 2T 0 0 6( 8.6) 2(29) 3( 4.8) 0 9( 6.6) 2( 1.5)
—EHEMm
B L OREEE 2 (50.0) 0 12(17.1) | 2(29) | 18(28.6) | 11(17.5) | 32(23.4) | 13( 9.5)
BEREE 0 0 7(10.0) 0 4( 6.3) 1(1.6) 11( 8.0) 1(0.7)
I&H U AME 0 0 2(29) 0 7(1L1) 0 9( 6.6) 0
K > Bl fE 0 0 1(14) 0 8(12.7) | 8(12.7) 9( 6.6) 8( 5.8)
K7 b U D AMmAE 1(25.0) 0 2(29) 1(14) 4( 6.3) 2(32) 7(5.1) 3(22)
HRREE 0 0 17(243) | 1(14) | 10(159) | 3(48) | 27(197) | 4(29)
REBIE 0 0 4(57) 0 3(4.8) 1( 1.6) 7(5.1) 1(0.7)
JibisiE 0 0 2(29) 1(1.4) 5(79) 2(32) 7(5.1) 3(22)
BBIEE 0 0 14(20.0) | 1(14) 5(79) 2(32) | 19¢13.9) | 3(22)
T 0 0 7(10.0) 1( 1.4) 2(32) 1(1.6) 9( 6.6) 2( 1.5)
TEEE 0 0 10(143) | 1( 1.4 8(12.7) 1(16) | 18¢(13.1) | 2( 1.5
SEELIREE 0 0 6( 8.6) 1( 1.4 7(11.1) 0 13(95) | 1(0.7)
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B (%)
150X 108 {8 300X 105 & 450 X 10518 £k
BEHKSE 4 70 4l 63 il 137
EAE £ FL—Fr3 £ ZL—Fk3 £ F1L—FK3 £ ZL—F3
(MedDRA/J Ver. 22.0) FL—FK PAE TFr—FK Pk v —FR Lk JL—F P E
M= 0 0 5(7.1) 0 3 ( 4.8) 1( 1.6) 8( 5.8) 1(0.7)
1K 1f £ 0 0 4(57) 0 3( 4.8) 0 7(5.1) 0

A OFEEED S 8 BELUNOIET L, BIZAE 300X 100 E & TN 450X 1088 TEHEH 2 Hl Kk
V3 FICERD b, BRI, BIEAE 300X 10° E THREET R U A b A1 UHHERERE 1
. BREERE 450X 10°{H THREBEIT. [EIMT7 A~ FNLRAERVEBHMEE 1 flTH- T,
DL, REXMT RV ENLRIE, YA ML UHBBEEREEROCBEBHLOL 1 FliX, A
DREEZENEEENR Do, AGROPHE®RSHL 8 BEZBX TRBRALZAEERICLAET
X, BERE 300XI108AR TN 450X 108 TENFN 4 FR PR S HICRD bz, LRI, BERE
300X 108 B TH A b AT a oA VAR, BULE, MHLEOHBRERS 1 4], BEAE 450X
108 B CRERE, MUEMY s v 7, BIRTLE, #EYEEEROMLERE 1l THhoTz, =
DO, A AT TA VAN RIIRR EORRBELTEIN o7, T OM, FEETT
W2k BEAE 150X 105{E. 300X 105{E, 450X 108 CZNF 2 B, 2741, 12H23, TOMDE
Fick v BEAE 300X 106@ET 44 GEL, ZHE, MELEROUARHE £ 14) . BERE 450X10°
ET66 GELROARHE K24, BMERCHEMEMEE MRS 1F) BT L,

3.5. HESLE 1 AR (CRB-401 #BR)

HEEGTIEZEHAES0X 108, 150X 105{&, 450X 1051&. 800X 106{8 CZNFN 2/3% (66.7%) .
13/18 8 (72.2%) . 37/384 (97.4%) . 3/3% (100%) (ZRH 5. EMERIZEZHAE 50X 105,
150X 106 &, 450X 106 {&. 800X 10¢ A TEFNFI 2/3 ffl (66.7%) . 13/18 #5] (72.2%) . 37/38 #
(97.4%) . 33 (100%) TR b o= (F—F by bAT7H 2020848 70) , BEAESK
T2 L— FORBREEN 5% U LORWERIER 120 &80 Th ol

F12: EEAELMK (50X10~800X105fH) T2 L — FORBREIEA 5% U ELOBIER (CRB-401 R, 7—%
By hFTH 2020648 7H)
B (%)
50X 10¢{E 150 X 10¢{& 450 X 10°{& 800 X 105 & 123;(113:% £k
BERIKE 36 18 6 38 Gl 36 56 4l 62 il
HAFE £ VaZaly £ JU—F £ FL—F £ FL—F 2 JL—F 2 Fr—FK
(MedDRA/J Ver. 22.0) FL—F| 3Bk | Zv—Fk| 3L [Zv—F| 30LE |FVv—F| 38E |7V—F| 30k |Z/v—F| 3LE
2E{ER 2(66.7) | 1(333) [13(72.2)]| 9(50.0) |37(97.4)|26(684)] 3(100.0) | 3(100.0) [ 50(89.3) 35 (62.5)| 55(88.7)|39(62.9)
RIEREE 2(66.7) 0 7(38.9) 0 35(92.) | 3(7.9) |3(100.0) ] 1(333) [42(75.0)[ 3( 54) [47(75.8)| 4( 6.5)
FA FHA HRHBERR | 2(66.7) 0 7(38.9) 0 35(92.1) | 3¢ 79) | 3(100.0) | 1(333) [42(75.0)| 3( 54) [47(758)| 4( 6.5)
Ky /o7 U miE 0 0 1( 5.6) 0 3(7.9) 0 0 0 4(7.1) 0 4( 6.5) 0
migs LY v AREE 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(643)|31(554)|39(62.9)]34(54.8)
57 BRI iE 0 0 4(222) | 4(222) [20(526) [ 16 (42.1)| 2(66.7) | 2(66.7) | 24 (42.9) | 20 (35.7) | 26 (41.9) [ 22 (35.5)
/MR E 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)
& 0 0 5(27.8) | 2(1L1) [ 18(474)[13(342) | 1(33.3) | 1(33.3) [23(41.1)]15(26.8)] 24 (38.7) | 16 (25.8)
TS s 1(333) | 1(333) | 3¢16.7) | 3(16.7) [12(31.6)]10(263)] 1(33.3) | 1(333) [15¢26.8)[13(232)|17(274)]15(24.2)
) L SERRAE 0 0 211D [ 21D | 8¢21.1) | 7(18.4) 0 0 100179 ] 9(16.1) | 10(16.1) | 9(14.5)
Fe BN T R BRI AiE 0 0 1056) | 1(56) | 4(105 [ 3(79 | 1(333) [ 1333 [5(89 [4¢71) ]| 697 | 5(8D

16




Bl (%)
6~
50X 10518 150 X 1058 450 X 1018 800X 10°f& :g’g::gﬁﬁ £k
R 341 181 384 36 56 451 62 il
EXE 2 |7rv—r| 2 |[7v—¥| 2 |7v—¥| & |Z1—F| 2 |[rv—¥| 2 [ri—F
(MedDRA/J Ver. 22.0) Zv—F| 3L [Zv—F| 3BE |[ZL—¥F]| 3Bk [ZVv—F| 38E [FU—F| 38E |ZVv—F| 3L
—% - EHFEEBLORYE 0 0 7(389) | 1(56) [19(50.0)] 4¢105) | 1(33.3) 0 26(464)| 5( 89) [27(43.5)| 5( &1)
B O REE
E 0 0 4(22.2) 0 15(39.5) 3(7.9) | 1(333) 0 19(339)| 3( 5.4) [20¢323)] 3( 4.8)
=EE 0 0 1( 5.6) 0 4(10.5) 0 0 0 5(8.9) 0 5(8.1) 0
SN 0 0 2(11.1) 0 3(79) 0 0 0 5( 8.9) 0 5(8.1) 0
KEEEEE 0 0 0 0 4(1035) | 1(2.6) 0 0 47D | 118 | 4(65 | 1(1.6)
R REE 0 0 6(333) | 1(56) |18(474)| 1(26) | 2(66.7) 0 24(429)| 2(3.6) |26(41.9)| 2( 3.2)
BEYS 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9 (14.5) 0
IR 0 0 1( 5.6) 0 5(13.2) | 1(26) 0 0 610 | 1(1.8) | 6(97 | 1( 1.6)
EEPEDFE 0 0 2(11.1) 0 2(53) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
KRB LUSREES 0 0 2011.1) | 1¢56) [14(368)| 4(10.5) | 2(66.7) | 1(33.3) [16(286)| 5(89) [18(29.00[ 6( 9.7)
16 ) B E 0 0 1(56) | 1(56) | 7(184) | 3(7.9) 0 0 8(143) | 4(7.1) | 8(129) | 4( 6.5)
K773 v IE 0 0 0 0 5(13.2) 0 0 0 5(89) 0 5(81) 0
& Y & A ME 0 0 0 0 4(105) | 1(26) [ 1¢333) | 1(333) | 4(7.) | 1(1.8) | 5¢81) | 2(3.2)
FAREGR 0 0 1( 5.6) 0 2(5.3) 0 1(33.3) 0 3(5.4) 0 4( 6.5) 0
BEFR R AT 0 0 2011L.1) | 1(56) |12(31.6)| 1(26) | 1(33.3) 0 14(250)| 2(3.6) [15(242)| 2( 3.2)
FIAT IS ER 0 0 1( 5.6) 0 3(7.9) 0 1(33.3) 0 4 7.1) 0 5( 8.1) 0
BIREE 0 0 6(333) | 1(56) | 6(15.8) 0 1(33.3) 0 12(214)| 1(1.8) [13(21.0)] 1( 1.6)
B 0 0 5(27.8) 0 4(10.5) 0 0 0 9(16.1) 0 9(14.5) 0
TH 0 0 1(56) | 1(56) | 3(79) 0 1(33.3) 0 4¢7.1) | 118 | 5(81) | 1( 16)
REHER X U BIE 0 0 4(222) | 2(1L1) | 4(1035) | 1(26) | 2(66.7) | 1(333) | 8(14.3) | 3(54) [10(16.1)| 4( 6.5)
- RE R 0 0 3(16.7) 0 3(79) | 1(26) | 1(33.3) 0 6(107) | 1(1.8) | 7¢11.3) | 1( 1.6)
B KRB LU HREE 0 0 2(11.1) 0 7(184) 0 1(333) | 1(333) | 9(16.1) 0 10(16.1)| 1( 1.6)
=
R 0 0 1( 5.6) 0 5(13.2) 0 0 0 6(10.7) 0 6( 9.7) 0
Dk E 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 Y (14.5) 0
SRR 0 0 0 0 4(10.5) 0 0 0 4(7.1) 0 4( 6.5) 0

ARenOFEIESEH 5 §EFLANDOIFET I BEZAE 150105 T 1 FlIZFED b=, JEERIIIET T,

Kin & ORRBEBRIIBES N2 o7, RaOPE®RS»S § BE2BA TRALELAEERIZL
BIC X, BEAE 15010818, 450x106 &, 800x108{A CZ 4 1H, 241, 1 BLIRD Shi-,
FERIT, BERE 150x<10°E CEERYLN 141, BEERAE 450x108 @ T:LIHEIE R UL IEEFEER S
FEMEREN K 15, ERERE 800x10¢E CTALa—LEN 1 I TH-T2, WTH AR E OREERIE
EE&NT-, ZOf, FEEITICL Y BAEAE 50x106 {8, 150x106 &, 450x10¢ &, 800x106 {H TE#
Za 3, sl sHl, 1HIABFET LT,

3.6. E R RS MR (BB2121-MM-003 2A5)

FARRTALBICE VAT ARG ZRE SNERE 225 flicBW T, BEHROFEFHRV
BIVERITES (100%) (@B onlc (F—FHy bA7RH 2024 10H 3 B) , &7 — RO
MENED 5% EORWERIIR 30 EBY THH-T-,
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#£13: £V L—FORBHEN 5% LOBIER (MM-003RBR, S—F by hA7H 20224610 A 3 )

F|EIXRSE Bl (%)
EEFE N=225
(MedDRA/J Ver. 25.1) LI —F JU—F3UE
2BIER 225 (100.0) 211 (93.8)
MR L) SR EE 203 (90.2) 197 ( 87.6)
$F P ER A E 182 ( 80.9) 177 (78.7)
2 1 131 (58.2) 101 (44.9)
/R FE 120 ( 53.3) 95 (42.2)
A i BRI AE 65 ( 28.9) 64 (28.4)
Y BRI E 66 ( 29.3) 64 (28.4)
FEAE AT PERBUE 16 ( 7.1) 16( 7.1)
EREE 201 ( 89.3) 15( 6.7
B A Mh A HHEER 197 ( 87.6) 11( 4.9
Ky Z a7y ifE 19( 8.4) 2(09)
BIEEE 143 ( 63.6) 9( 4.0)
Eh 55 (24.4) 2(0.9)
TH#I 67 (29.8) 4(1.8)
&5 39(17.3) 0
IEH: 29 (12.9) 0
—% - 2HEER LR SHALORE 131 (58.2) 21( 9.3)
il 49 (21.8) 2( 0.9)
B 49 (21.8) 2( 0.9)
FAEPERIE 28(12.4) 0
EHAE 17( 7.6) 1(04)
s 15( 6.7) 0
N@B LUOREEE 141 (62.7) 79 (35.1)
& U o AiE 67 (29.8) 11 ( 4.9)
1KV > I fE 75(33.3) 49 (21.8)
{f~ 7 % v LMJE 46 ( 20.4) 2(0.9)
BARBOR 37 (16.4) 4( 1.8)
BB 7 b MIE 41 (18.2) 10( 4.4)
K5~ Y v smE 23(10.2) 10 ( 4.4)
U 7)€Y FifE 22( 9.8) 5(22)
HER AR L O AREES 111 (49.3) 14 ( 6.2)
Sk 39(17.3) 1( 0.4)
HiRE 30 (13.3) 0
)3 21( 9.3) 1( 0.4)
ek 13( 5.8) 0
HAET 13( 5.8) 2(09)
RIRIER L UFERE 123 (54.7) 48 (21.3)
L ROERR 22( 9.8) 1( 0.4)
fifi ¢ 21( 9.3) 14 ( 6.2)
COVID—19 12( 5.3) 3( 1.3)
PR L 12( 5.3) 2(0.9)
R REE 104 (46.2) 13( 5.8)
i) 41(18.2) 0
BN FE 23(10.2) 1( 04)
MEREE, J9ERE L UMHEEE 93 (41.3) 13( 5.8)
R R B 27(12.0) 3( 1.3)
WK 27 (12.0) 0
O FENEERYE 14( 6.2) 0
FRARIRE 81 ( 36.0) 26 (11.6)
TI3=2T3) W7 A7 27 —EHEMN 21( 9.3) 6(2.7)
TANTGEUEET I /) VT VAT 2T —EEN 20( 8.9) 6( 27
Y= NEIN T RT =T =M 20( 8.9) 10 ( 4.4)
EERL 14 ( 6.2) 0
M7l ) ARA7 74 —E8EM 14( 6.2) 2(09)
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RERRSE Bl (%)
HAE N=225
(MedDRA/J Ver. 25.1) £J71—F SV —FK3LE
C—RIGEEFEM 13( 5.8) 0
mEEE 71 (31.6) 19( 8.4)
= 32(14.2) 16 ( 7.1)
[EfLE 32(142) 3(13)
AR 57(253) 7(3.1)
IRAE 24 ( 10.7) 0
EEELIREE 21( 9.3) 3(13)
R& B LU THEMES 57(25.3) 1(04)
MEEIE 13( 5.8) 0
LIEEE S51(22.7) 9( 4.0)
HER 20( 8.9) 0

AMBICE D T oA EZEE SNHHRE T, RE5% S EBLNDOELCIE 5 6] 22%) 1252
o, ERIE, REETROERRALE 1 fIENICEEESRN 3 6 ERIE. b FHEK
MmfE, A bhA UHREBEER & 16) T, WThOFEERLAKE ORRBRIIEES e
o, Ram¥FEENG SHEMEEZ T 6 W ALINICEERE LZTIX 156 (6.8%) [ZRD LI, REE
T3 10 B, FERRERDS 3], BEESEMN 241 (MM EREROMHRAE & 14]) Th-ol, FHHumn
SE 1HHIEARS & ORRBENTE I N1,
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4. Iz HOWT

AGOESEICITIEMEKRTY 7 2 L— ANRNERT & LD b FEERK L OB EGICEB L TEEREE
HENBDDONDFTEENE N b, REDOBREREYBEZZH - ﬁmt AEOEEIT
I EEREEANRKRLEBICHRT A EAMKRETHDE, LzdoT, BRI TFOO~QD
FTRCEBEETHRICBWTERTALNEND S,

® MRRIZHOWVWT

D -1 FTROM~@DTRTIEYTIHERTHDZ L,
(1) UFOWFRANCHLT S &,
o  BAAYEM - AEMIAKEFSNED ZBEERRELEDCLTOHEE 2l 2K
ERENTIV—1) BT HHEF

o BAAEM - AEMIUEEFSNED IBERZAREEED > L, FEM (K% 331 K
wxm)\%ﬁ REE (E%32.1) RUBHEz—FT 4 x—%— (E#343) Lstox
TOHEB%#H-T2EN BESTIV —2) 2FT HHER

o BAMEM - REHERIEFANTEO D BEMRBEEED S L, FEM (B 331 K&
332 . BHEREE (FE#E321) . BlEa—FT 4 F—¥— (E#¥343) RUBHEE
ﬁ(%ﬁ4l&042.ﬂ%®éf@@ﬁ%ﬁt? SEE GRENT IV —3) AT D
)i

o AR DRSO ENEHERR

Q) BEFLRICHTIEFEENTRER ICU S2F L TNE I L (A30] FELTIBFELT L
(1 Bizo%x) M) BEETRESSEL 10 (4] BEERREREEER}4OWVTIDIE
BITH WA EFEEEE) |

BR) T7=L—ABBOERICRML-ERAY v 7 (EA, BHEM, BARREREIUIER
T#H+4) PEBENTEY, 77— RAPcidi b 1 £OEERRY v 7 (EAN.
EAT. RN IR L) (2 X 5 ERERRH & O E~ OB A 235 -
TWB I L,

(4) AROEHERCEEMICET 2EREZNET 5720, BEFRL
KD TBREBRGATAL (LPR M) | ICBREREERITO & &
WABIERGRAEZBIICERTSH I ENARETHD T &,

DEEO T TEEIND
HiZ, AEICHEE LT

@ 2 ZRUEHHEODE. BERVOCARES - BIEARAROMBICHA AR ERREZAL, R
EEREEENERT S, REOFERICHI > TOREBZR2ET LEEMA, BEOCELELZED (HE
BEABBINTWAZ L, BEMIZIE, & 14 O(D)~Q)DTRTICEY T HEMBIGEROELE &
LCIABRBENTEY ., ZOMICE 4OWICHKETAIEMS 14U EEREINTNSEZ E,

#£14: BROFEEZCHTIEH
[(() EifirmREE. o EU LoBEESREZA L, S E3FULE, MFEEEONHEZITo TV &, ]
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() EMMEBEIETIHECL2Z2RERVER 1FULEDY . VERRREFMEHNZEBL VWA
Ly
(3) FEEMMEBEOBREBNSHLULSEZ &,

@ BRNOBAEREMGLICET HHEREEOERICONT

BAEREMNMICHATIFREBCHFT 2 HLUENRESL, UERFTEELLOERED. &
it - ZEMFICETIEROFEROEMEICHT 2 IEHRIEME. FES - BEABREL-EE

DB|EIRIEBEENFECNIITON D EKENESTWE T L,
® REE - BEA~ORRIZONT

®-1  HERMAEHICET 2 EH

HERAES - BWEAVRAE LB, 24 BEREEHIO T, YR UDEERRICWT, X
HLUEEERISE U TAREBRROLELRREOBRENY AFIZE SN, B BT a2 A H»n
BoTWpdZ e, FRIZ, CRS ORABMICEZ T, MU X<7 (BiFHEMBZ) OEERASES
AR STV D Z &,

@2 EREEEICLIAERS - BHEA~OXRICET 284+

ZRUEBHEOCDRICEL 2EMANLABEAVEELE T ERREENAFLS - BWERADE=4
Yo7 B0 FERELBERE A CEITF—LAEREERBFBEINLTWNEZ &, BB, FOMEEIC
DWW, BEEFZOFREIFSICEARENTHE T &,

®-3 FES - EHEROBEXRIZE LT

ARG - BWEAICH LT, SZERSULESBEROFMEL A 5 EAM L EE RIEROZITX
JMCE L THRERVXBEZITONA2REFICHEZ L) L, EHICHEY LB T 5 KH %o
TWsZ ek,
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St

BEXNRLRDEBE

[Fhiic B4 5 5E]
QO TEHOBETKLOEDMENIER SN TV,
BRI EEO LR EMIE 7L, UTOoWTn L8512 R 5,

BCMA FURZBRI & L=x A THESFEESR T MIREEREORERER 2,

FIEREGEE, SuT 7 Y — ARERR UG CD38 £ / 7 o —F LHFEF 2 & 2 2L ED
AEEREZE L, 7o, EFORGEICK L TREEITHERD b= B RBICHER L
7= (2B, IRBREFIIERORNEEICT L CTIRER IR E®R 60 BLINIZ PD SR I
BA. B ER L, )

@ TRICHZYTHIEEIIAMOREHRLITRDR,

FARARIE R (CNS) ICEBEREZA T2 2 LABHONTWIEBE,

UTK#ZYT2EEBEXATAOXIBEROH 2 8F  BEMIBEALK, YVTF R b L—
Aewrnrad Y MfE, POEMSERMIIT I o F— R ) BERZIERES

FfEELSHHEBEOIBREDH 5 BE,

BB THoOEMEE2A L, MOEHEENEEIEMICEREFE L2, B2
BEMLTCWARWERE, L., FEBEoREEEMIE, FERTFLERE, TEEME
BAREXITAE EERNENRTIR LA, aLREOBRERZORTR (TNM BERAH
ST Tla XIE Tlb) %7 LIRS AREIMRIG L7 BE 2R <,

[Z2tizBd 5 HEH]
@ TREEZYTIESEIAFORENER - HBELINTWBEI b, BEZTORVWI L,

o —EMRLIAKMERRRELZEES
o BEITKMDEDITH LBBIEDRERED) H 256
o JFEHMEE LTRWICEB BRI M BEZERY, BEAANLUADLOTHLEE

® TRICZYTHBREFICHTAREOEEIZONWTIE., KAOEZEMNEIINTE LT, &AM
DOF|ERB LI L0,

® ECOG Performance Status'® 73 2~4 O BFE

13) ECOG Performance Status

Score

et

0

SR EHTE D, FRATEALREEESHRAE<ITZ S,

1

PIERICE L WEBNIRIR SN 525, RITHET, BIFRE > TOERIBITHI LN TE D,
Bl . BVWRE, FEHEE

2

ST TESOZOE Y O LT X TAFEEMMEEZITITERY, AFRO S0%A LTy FATEIT,

3

BONZESDEDEY DI L LHTERY, BFED OB EE Xy KIRFTIBZT,

4

£<ETRY, BSOFOEY DO LiFLEL TERV, TRy FOBRT TR,
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BRECBRL THEETNEHE

WTXEZFICMAZ, BERTEEEDRETIEMBZCESEIARLOFERUCEESRR DO DI
VERERZ FOICEBLTILERTDZ &,

@ BERBICKL DL, BEXZITOFRICADEROEREZ TSICHA L, REZ/RTH L&
545z ¢L,

® FREWERO~=XT AL MIZ2WT

infusion reaction, '3 v 7., 7T 74 7F—0RNHobN2I EBHBDT, BEOWR
BE2+DICBETE LI, EERROoNEEIR., BURLEEITS 2 &,
infusion reaction DU A7 ZM 2 A7, REDFEEH 30~60 oFiic, 7T N7/ 7=
VROV Tz e RIIUNITEOMOE A X I Hl SREERESZRETBE L,
HmEERNTRARFERE, BIBRREA T FEIMERLZ2WZ &, TF 74 7%
—ZOTEEIHEIEEOEREPREILEGEIMA, MBBEEBEOEHL LT Z &,

CRS BH oD ENHDDT, REOBGIZH--TiE, MEREEZERL, &
2 KIME, SR, BE, C-RIGHEREMN, BBEFE. BBR. BYEOBKERICS
WT, BRE2+HDITITHIZ e, £, EEARDOLNTHEIIE, BUERFTES HERME
THEHD CRS BE7 N ITY XLRV CRS ITHT AEFTOBRICHE, BEEILRLES
TH5Z &, MM-001 RERR " MM-003 FRBR A S E X 7 CRSEBEET VT X AFTRISD &
B0 THD, 7o, MM-001 3BR. CRB-401 B KX TN MM-003 FHERICB W T, ALK
HBtE2> 5 CRSOPIEIFRIRE TOHH O P RIE (&) X, NN 10 (1~12R) |
208 (1~198) XO'1.08 (1~148) Tho7, F/-, CRSIZEETZEEDER L
LT, ODEME)., BROFREEEFERE, KOE, KEBRE, DEEEMEY o SHEBERE
BHREINTWA,

#£15: CRSEH7TNVIY XA

T HER (385CLUE
ORERBMIIMAZT, &
D BH, BRE. R
., BERELHESS

175 QBT TS, 800mg #EBX 2V L) |

REHEZE 2L EZRBLTVSEE -
SEERIEETT 9,

CRS Grade = FU RS BBEERTF el N
Grade 1 AEIEE% 72 BERBEOBRS - B/
SIEFEOHLELBEL | REICELT, ) AvT 8 mg/kg DEFARNEE %

ELELTA, @ik
LLFEAED 1 20
EERICRIET 5&M0

A8 D, )

Grade 2 b2 U X=7 § mgkg DFRABREE1T O QA BENT [TV AFZ 2 10mg © 12~24
FERBPEEON AL | s, 800mg #renI ) BRI OBRRNBZS 2 EET
HEE L, ARG 5,

T2,

Fi02 0.4 R OBEFHZS
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CRS Grade *

L [ BBEEATBA F

E. XIZ Grade2 Dz
EHE,

RO T 24 BEEILARIC CRS OHENRD LIARWVIGE, XITEFEICELT H5E

P YR T72BEERSEL, TIFAFYV L ORABRVBRSHEELHETS Q0mg % 6
~12BER 2 L ICBIRN RS

LLEDIRE T 24 BEEILANIZ CRS OMENRD b iWiEE ., XiTaE LB #HET 5
e

AFNAVT L R=vVBeYy Qmgkeg&5#%., 2mgkeg % 1 B 4BICHEIRE) ICBIVEZ 2,

BIEREAT oA NOBRSZEEBLIEGAIE. Al b 3mpEEssifkil, KX 708
B C#itT sz &,

B, hU X7 oBREREERIL, 24FE T3[R, AEH4EIETET S,

Grade 3
ERPBEERINANE L
Zr L, AARRET
el

FiO2 0.4 LA L DFEF K5
PUELTH. BHAE
b LIFEROFEE
PMLEETHEME,
Grade 3 DEFREME. X
X Graded D T AT

b2 ) X< 7 8 mgkg DFFRANTZEF1T) (I RENT | THFRI ALY 2 HBETD
THE, 800mg BN L) . (8] : 10 mg % 12 BERE 2 & 12Ff
IR E)

FEOWHBFET 24 BRRLINIZ CRS DHENEH LR WVIFE., FIRRILELT 254 -
PNV R TE2HEREL, TXVASYVUCOREBRVEEHEEZEET2 20mg & 6
~12 KRR O & BRI S .

PLEDIRFRT 24 BERILAIAIZ CRS DWENRED b WEE | UTREREMIMESET S
BE
AFNLTLR=VBar QmgkgiREk, 2mgkg % 1 B 4 BENZ5EIRE) L8V B D,

ANLMEREZZY A — b2
VB XU Grade 4 Dl
RBEME (FPF72AT 2
F—¥ L7 EERL)

IF—ELEE, BIBREAT oA FORSERFELIZEET. Db 3EKEZHEmEL, &RNT7 A
2T TEBT 5 2 &,
RE, NIRRT OBREEEERIE, 24FET3E, AF4EETLET 5,
Grade 4 kY X=7 8 mghkg DFARNIZS EITH (1 BEENT | TXF VALY 20mg & 6 B
kB ITER THE, 800mg #EBxR2\W\WZ &) . L ICERIRNBET D,

RO T 24 BERALAPNIZ CRS OHENED bR WEE, JUTRERICELT 254
MU R T EBEREETS, N AT ORESEEEKERIZ, 24 T3E., &454E
FTET D,

Lo y55E - 24 BERILINIC CRS OEGENRTD bh 2\ W84 -
AFALTLRF=Vay (I~2g, YEZECTUFHILICRERS ., BRNICLERE
AIIERD) I TMMasEE (/7 aRA 77 I F1S5ymE) #EET 5,

7 : Lee b ® CRS Grade ¥J7ERLHE (Lee &, 2014 4F)
* AU X T OREICHTES T, FY R TOREORMNYE, BEFERANA FEFRSETAZ L,

o MRARFENDHOLLNDIILNHDLDT, KGDKRFIZHI - TiL, $HELIREE. NAE.
REEEE. AR, REHREL(L, #E. BR, RE, R, ERLLVOET, EEAE

=, BEHE,

M~ =

NG EITIL,
FRIIHTHIRFTOERIEN, BEURLEZITI Z

REEEZEOBRKRERIZOVT, B2 +2IdTH5 28, EEXRBDDL
BLERCEEEDRETIEFOMRREZER T LT Y XL RUHRHR
&, MM-001 B L TN MM-003 7

BAPE 2 - HRRESEET AT ALIR 16D ERY THS, 28, MM-001 AR,
CRB-401 B K Y MM-003 FRERIZE W T, KiLDHFK 5B b HBRREZOYIEZEEE

TOHROPRIE (FEH) X, £hTh 6.0 H

(1~720 B) . 6.0 H (1~451 B) KW

508 (1~394H) TH-oi-,
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F16: MBREEEETNIY XA

Grade & XL

Grade 1

AinZE5% 72 BERIRBOBE -
FHEY ALY 10mg & 12~24 B Z &1 2~3 ARG+ 5 2 L2 EET D,

R EH 2EFERUERB L THWAEES
RBEEHET 5,

Grade 2

FTEXYAL L 10mg = 12FFE 2 L2 2~3 B GERVBMET 25812 Eil L) #IRRES
T5. RIBKREAT A FIREHENE 3 B2EX 254 1ERAZET 5, IFMHED Grade 2
OFFBICIIRIBEEAT oA FOERITHEIRZY,

24 FFFLAICHENRD N AZ2WEE, NIHBRREENENL LGS
THXVALYV VORBROBRSEESRK 20mg © 6 I & FCEiE4 2,

Grade 3

THRY ALY 10~20mg % 8~ 120 Z L ICFFIRNIE S5, MO Grade 3 DEHFIZ LA
BEERAT A FOEMIHEE SRR,

24 BFELIAICEN R bNRWIEE, IR REENE(L LIZEE
AFAT U RF= o0 OBRNESICEVEZ D Qmgkgik5#%. 2mgke % 1 B 4[EIZHE(#H
5. 7 BLARICHENR) .

HFENELNDHEE. BRJFEERVEREEREZER T . BHEOAFALT L F=
voar (1~2g, LEIZRUT 24 BEE I EICRER S, BENICLERGEITIER) KOV
BERAT7 7 I K15 gm? ZHRNEET 5,

Grade 4

TXY AL 20mg F 6 BEfE Z & ICFIRNIZR ST 5,

24 FERILINIZERR D bW IEE. IHEREENEL LSS

FBHEBOAFATL F=Y o OBRAREIZT &2 (I~2g, REICISTT 24 BRI
ICREHRE, BEMICVERSEAIZERE) » 7R A77 3 F1.5gm?O&ERAZES L EES
B

MEERRDLNLD GG, BRIFERVEREEFELEET S, GAROAFALTL K=
Yar (1~2g LEICKRUT 24 BRI L ICRER T, BROICLBERBEILERE) KUy
nhRA7 7 I K 1S gm? #5IRAKZS T 5,

7£ : NCI CTCAE E#% A\ 3,

BEERHLDLNDZENHDHDOT, KOBEGIZHIZ-> Tid, BRIEREZHERL.
BREEDITTO 2 &, BEMEORRYME UIRIEMR BN H D HEIT. RLOKSITIT
Dz b, ME. EERVUVANVAZILLPEEOREENH LONDIZERHD .,
FCICE TR REIN TS, £/2, REMHFERBIERSLDONE Z 03D

5, BEORELZTDICEHEL, EESRDHONEEAITE. MAYEORSEDHEY]
IRAEEITY I &,

BAFFRUI CHRFR VANV AT ¥ Y 7 0OBRE IIBEEREEIZBANT, HFRIA LA
DEEMECEN DRSS H V. HIV ERFICBW T T A L AMBENT 2 FREMEL H
B, Flz, VA MAF O U ANVABRIZE YR BE O TICE TR FEIL TS
e, VA PAFTRTANVAOEESEIIZOWTEHE L, BEULRABEITY Z &,

HMERT 7= b — RE2E BT I, A AT a oA LA, BEFEIALR, C
BFRDANVAROHIV BROEELMRTE L, FRUVANAZ Y U TOBREXT
BRI E ARG E2 &G T 2561, FREREESHA VA NA—T—DFE=4]1
VT RITHE, BEIFFR VA L ADOEFEMELS C RFROE OBESCIER ORI E
BT3ZL,
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ALBEERBOARLL Eich- 0, FhERED. m/MRED . Afn, V2 oSEREOE oM
HKRELRHLDONEZZ ERHEDOT, KEOBEIZHTZ- Tk, EHMICIEREZIT
. BEOREXTIHICERTAIL,

1&7&1:7)/&&{”75)&36%3%6 EBRBHDHDT, BEORELTDICEEL, REDR
RO LNFHAITITHEDRLE (RET T ) CHAREEZEHNITIE) 21T
& BT, WQ%I”GD{%&’% R ABEETHITITI 2 &,

EEREERRAOLDONEZEBHDIOT, KGOREIHIL-> T, MFETERE
BEORHERVEHERELZITO %, BB T0ITT 2 L,

BEHRELSCOEREREEOMBERERNHOOND 2 ERH IO T, KELFFEDE
FICIEDHEEGOARE O WBOBECHESIERVLOEET O L,

26





