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226 TR BT AR S 254, DARRARAS S A G I B (IRRD MKy . 2
R SCHER G I AR OGRS H A [ R F ).
HiE
GRS R AR a 257677 (4 S — TGRS 25 75 ) UURBEZG76
ITHIBR LS 25 77 5 «
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HARMBE AR5 mmmEMes 2577 20 Dkl .
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¥ AR MMY1001, MMY1002, MMY1003, MMY2002, MMY3003, MMY3004,
MMY3006, MMY3007, MMY3008, MMY3009, MMY3011, GENS501 fl GEN503.

VE: SETHRIATE I 16mgke B IKHITEBLE AT S AT I 2397 112 M BB
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B A O RS

FEIm PRI T CBRZG¥aY7 L& IRTT s N=2,397), A EIR (16 mg/kg, 2
1 JED i A e SO Ay AR O¢ S B R A2 260N 35.8%, 58 — A ER N 1.9%,
JE SRR R BAUR AR 5.4%. TEE — I BUE SR kAR 3 5L 4 G A
R EFH AL 1%

R SR ALES TR 1.5 /NS G 0-72.8 /N o RIS B 8 B 11
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RS A1) 2958 7.0 /NI 4.3 /N % 3.4 /A
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FERZA B EIRIT B T, s TN 3 ek 4 Fikss:

B REMER B EH I DVA: 33%, Vd: 24%; DRd: 28%, Rd: 23%.

HFZWH B EF: D-VMP: 29%, VMP: 17%; DRd: 32%, Rd: 23%.

SR it 28 A2 S S B AR A B EE (3 Bk 4 B RSk, 7R PRV A
o, 1-4%0)EE RURGLZRIRTT o BOEMEIR G 32 SR B i %% .

PR IR TR ZICRPUR A IRIT R E b, el 1 OUTF B EG: (5 20:

HREAEEEREN R : DVd: 1%, Vd: 2%; DRd: 2%, Rd: 1%.

Wi B F: D-VMP: 1%, VMP: 1%; DRd: 2%, Rd: 2%.
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BifeoK-KiEC-IRER .

%10 It



AR 2 FEOE

2) A% EE RS T RS, R 1% EE RS T 3 e 4 BFEH.
ORI 2 R A 38U 2 IR T BUAE T
G % R

FE B 2GR YT AV T I ARG L2 A IR T 0 2 R Ve B R R (8, A
B 1%01 B MU Z IRy,

SR, BT U g VR AE IR 8] U BB R BE I 100 S Al 00k 5 2 JU B i ik A
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AR ] B 5] E A AR OGS R (IRRD, A3 R i s B OO RSB D
IXEEA RN A REfE B A, O SRS R R

JSLAEREA L A P R BT B R R R IRR O T H BT A5 4% IRR H
B, AREETE A 5 4k SR I I FRE R R .

FEMRARIRI Y, B AMIBTT T E 83, 20 —FME T IRR.

KRZHIRR RAAE & OGERS, MEREEN 12 % (W IARKMD. 4%
R R 55 IR R DA BB R R A TRR o AR O 3 S S L S A R 2 L A
PR PR o AL s WK TR s o LA AE AN AR AN R N (R ik 4% %
I SR S A A B ORI . R R AR S TR R R
FEM XA O BONE WAADIR AR . B8 R A E.
FEFE . AR EAEAERT (W, TARRBLD. 3£ R 5 S IRR.

TEA SR IRTT BT .26 T AR T 2E i 25 « 38 #AGRIRN Bz o 248 [T e P4 (109 97 R L 24,
PAREARSZ A AR IRR AU o dn SRR AR AR EE 1) IRR, B2 W AS it
H, IRAE R ES TAWRIT SR YEIRTT « MR 1. 2 B3 40 IRR R,
ERT AR T S BRI R o G R A R I U B S % A i AT A
KRIRE (4280, NALEITFRIE 0 S o5, IFRSZ K AdE A (L DR
H=] Ml [Z22D.

NBEAGIRRNE IRR YRS, AT 582 0 L AE 4y A it J R R I S T ot
A1, A1 1 BE ZE P I s s SR I SR, A SR BRI R GG R, I 7 5 R AT
B R O N B SR T RIS KA. R H IR
FRER, B2 WA i, HF S BT IRBNEAL, 2 J5 AT E IR AR TT (I
[HERED.
% VA28 3 R A | IRANY 7 A b
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ARG A = R R AL BRI AL T U8, FETR YT S R] 5 ST 0 4 1 4 B v
W) P T A B i B TG AR o P RE TR BB AR A 2, LAWK I 4
Mt B AHER DA SRR 2B R A M AR K R T s T SRR IR T
B

ARG E, fE KA EGE R (L AR D.

TEBSZ A SR YT RTRIA YT WA, 25 1) s I 263 ) B AR AE R IR, FRR T
EMRYT . N RRTEIRIT T JAYT WA SR T S AR VA YT 4 R TR M s g
iy (0L DRVEAED.

X [ Bk A e ([RIHE Coombs 468) T4k

REZIUHPE A4 (RBC) RIMK/KFRIAN CD38 454, THHAN
WG, EFEPUAIT AR XA, PR S BUREE Coombs R0 45 R L RHME. ik
TIPS B A8 Coombs TR FH 14 45 S T e 7EIA T 2 U S PR K )5 6
AN HWFREEAFAE . IETF I APLS RBC 454 T BERLIH 3 I35 o R B 1)
PUAKIINA R, ARgm 53 (¥ ABO #1 Rh (LA 5E .

FFURIR TR %IRRT 00, SO E S LA AT P IR A o A4S 2 1
SEER, FHUAIATE ZICBTIRTT 20T, AT LU IERA A . LA 4 B 20k
THZICHPUIRENT, AT LABER AT

FETHRIG ML A LR, S0 A i A Ooix — (A ek & BRI i TR R &
W LA EAE I Do a5 T 2R S, PRSI 2k 1f 22 g 15451 4 FH R 658
Y HEL L) ABO/RhD #H%¥ RBC.

A TR IR 0 B A S ] AR5 BEEE (DTT) & EERF RBC LU
WA H 51K 8 ZICRBUARSS &, B RIUHAR ST M3 30 uE 1) 775 . Kell M5 &
vt DTT ACFEMBUR, KA AL DTT ACB 2040 o HERR 51 % & R R ik
fa, RiARHE Kell FHPERAI M. B2t a] A5 BEHEAT 3R B 4 sl R IR 4 2
S PPAL 78 A G ) T

AT LSRR — P NIRE TgGr B vl BEHUAS, PR T W0 I J i M2 ()
Fit F B L3 2 UK (SPED Al A2 8 5 HELUK (TFED Rar S mT DABRIN 213 B % 00
gL L DA EAER D XT3 eGr BB M &AM EE s, X
— P AT R 57 A S A L 2 R [ 5
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FERFEEI AR H 1 10 oy SR B b, R MR BRAEAE IR TR Z IR PITHh, %
FER 4 B0 IR B Z S PR F v IFE 56 X 41k 5 2 U B iR 8 2 1ML v
AR AR TE M B, DU S 2 BT E 2R .

IR H i EE (HBV) FUE

FERZ AR SR YT B R 7 LB 25 (HBV) B, Horh A dE%L
BIBFCwH . AR A B TR A SR IT AT EAT HBV fif .

X1 HBV L& 2R 45 5 R RAPER 3, RIAEAS a7 R LA R R 7 45 R
JEED 6 AN H AN HBV F0E I PRA S5 2 48 40E . SOARYE BLA R I PR 5 R
BB . WAAIGIRIRIE, R IEE W 2500 L 5.

FEAR SRIRTT SR R A HBY BRI S, SRS AR iR 7 LS AE A FE Bl 1
KEREATT, FFATHNIAIT. T HBV G H R EmnE s, Ny
A HBV 677 B AR I B AE THR & B BB F A AR SR TT
AR

SRR A AL ) AR o B LE I PRBIE S0 RN b7 S5 22 A 1 2 v R M 1% 22 4
KRR
Eiiibas

A EAWLREE . BRARLA0LE, B B RBEAT % (HFD &
H A A A

TEL T ARMZHT, WACRERG] B T HFLIER I 41000 L
BothiZt =

B TR INER IR R A 2 A, AR AR AR SR A
X 25 WUORIL 454 58 7 R 52

ul

AN it X6 25 BRI L& 3R A R E AT oM B L R I m] g ANV o SR, A7 (A A
A IR, BB AR I %5 S — k.
[ Zd R AL E 2]
B e L/ A

B i Lk AR A 2 JT R pTIR TR AR A 1R iR R LRyt T R 3 A
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1 TG VA 8 T 2 0 BB S AR P 24 AUSG: 1) N AR BB 8 . 50 1gG L e
BEBUARAE S8 —Za i 2 e v AR A DRk, S UR AR AN A6 F A T 2 0 b, [
BN SR B A6 7 3R R I A ) L PR 7 IRV o SR 56 5 T A58 FH S ot O TR e
S22 i ER TR ) L THT I R T 7E XU o
e

W ANE SR IAE ZIC TR B i N KBS YR .

BRA 1gG Il 2 NFL, (H R T HAE B il rh B i R AR, BRI AN 22
KEHNF A LHEE LIARIERR
AN R IR TR U BN BT A LB LIRS o I TE AN A B L M 70 4 L)
Rk LUSVRIT R BESR IR G5, P8 19 LRI LB AR IR
EN= D]

0 T Bt T AR R 1A B 2 T BB T M ko e R T A R e (AL
[SEHAD.

[JLEAZ]

AR E A fIRTT 18 % LUN JLEF 12 2 PE AT 2L
[ZFEMZ]

FE 2,397 BIHEEZ A M HER R IGIT I B, 39%M BFHFEEN 65-74 4,
I5% M B F AR 75 Z A o ARG B 2 R R WS BT 3 B AFAE
RZEER . ZHFEBEEAR RN ER S THRESE L UARKRRBY, DR
WD o FER R PERIHMEVG 1 2 K Vi 898 B (n=1,007) 1, A (265 )
o R R A 1 AL AN RSO ARG I 98 o FE RIS W AN IE A AT 4
B 2 R AR R E T (n=854) 1, ZHEBRE (275 %) Pl RAN R
™ AN RSN A SR G I %

(2 EAER ]

AR AT 290 AR AL

1B 1gGlx Hripehiid, B HEMRI B A S AR R A T IS &
TEERRIEAS . BRI T 250G (1 AN 22 B ik B U BRI B o |l T4
CD38 JRFRAL M kAN T, TR E ZIC B HUA 22 R 25 ARG .

Bk

t
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K H S JU AT A SR i 0 e oK A M KA Bl PR 24 X80 0 2 P A R
B, I8 2GR G IR LNy 25 2 TA)ACA Wi R AH 50 B 24 4 8] AH ELAE P .
TP EGURE He (E$ Coombs %))

IATEZICHRPLAT LGS S RBC L) CD38 JETHLAHAMER I, SFEHAkIRE
M X B (W CGEEFTD.

TP L7 i PRk A B 8 (] H R

FIT e D s B s B S e ke (M R D BTSSR F K (SPED M4 s%
[t 52 Uk (IFE) Aill, m] DASRIN BTA T Z 0. x5 IgGr B iR M &
HREF, XAIHETE SPE M IFE 5045 5 2ARBHTE, A 2 AR 4 [ br -
o LAEAL (IMWG) FriEXRT 76 e w0 PRt .

(g E]
SR A AE
W TCAT S 25t B G PR ATF 72 2256 o 78 1 TR AR A 55 Hh i ik v 45 24 77 i Bt v
15 24 mg/kg.

KR Z UG 255 TR R R R . R I, N I R AR AT AN
RSN ARGEREAR,  FEILEI TR A6 4 IR XAEIR YT o
(PR 253 ]
R 1

FEF IR T % JUHAT 0.1 mg/kg-24 mg/kg BHIKATE L2576 9T (M & R AHE VA TE
2 R NE B B B E ORI TR IR B 15 (PKO.

£ 1-24 mg/kg HI&BAFIR, H R4 245 )m 2GS IR FE WA (Cnax) KEHE
FREE RN R LG I, 25K o0 A AR S TR o0 A A IR s = AR 2
B — IR BIRUTE S 5 Conax S0 B LUK T-F0 B G AT LA, X755 8 i/
FHZYALE . AUC FISEINLL ) m TR e Eesl, J§kR% (CL) BEEIER
BN PR . IXLEWEEIRRN], R T, CD38 Tk jq, 42
FLAEER BRI R [ 22 e fIC,  TAH 2T BP0 B A T 53 IR TeGl 2k
VEIRER R . 2GR IIRERR LR, X a) fe 5 R 7 AT K.
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2R e IRA A 77 K G AN B 45 2 TR N RS T 16 me/kg RS
R ZICHEPU AR L HERME GrdEZ[SDD A9 (43) K. IBH%Z
JCEHT 16 mg/kg RIRL 2 5 AR LRI THER Frgm, EREEHEA LT
AR ARYEREAE PK M ATas R, SRR S SR T B A ORI A

(SD) £19 18 (9) K W LATRH, 124K -3 Wit I 5 A 5 1038 B 56 A A
JG LA SO TR 2L E A A JE 1 .

FT B30T 2 BB FE MMY 2002, % HERE 6T 7 R GRIE N 16 mg/kg),
TERE A 25 25 A BRG5 PRI, I35 Crmax II3ME (SD) 8 915 (410.3) pg/mL, ZINE
UG I 2.9 15 . RG2S R, SZ5mmiiE (B8 IREHE (SD) N
573 (331.5) pg/mL.

R T IR T Z GBI EEAR PK Y, DARSIRIA T U0 PKORHE, JF
PPAG B8 B0 1K T 2 U SAULE 2 R M R R TP AR E R R

BET W IUR T Z U BT B 2R T IR RIS 223 49 s i, B4 PK 4y
Pres R, TEICIRE 4 FB N RAE S AR (BIEE 21 K4ERD, 5%
ZIHPUMLTER LB, FRASET Crnax 5 IR 215 1 Conax LA I HE(SD)
N 1.6 (0.5, RENMERLIME (SD) N 5698 (18.07) mL/kg.

X 1,765 01455215 T 2 UL 5 AN R 286G 1R T 1 22 R T R SR T Ab
BEAT T DUIREAR PK AT . SRZGIRIT MR ERYT S, I8 T 22 U SR 0 Rk - I
ARl TEECETRIT Y, SERMEERR R R AR W THE A 15-24
Ko

RAEREA PK 045251, (RS0 N2 W IA R Z IR ISR R A St =
SRR, B, 3T 2R E R RS TS, R ES RS S
2R o

BRAh, SEHEAT T AR, DUZE 1,309 612 kB BEIR B TR R HERE A
TR ICHBUAE 207 R E RS 2 53 W IR 45 25 1K) 7 SR IR 45 2 N BRI 48 245 5
R AREN 12 AT B . AULAE RUIESE, BRIATTER 1 R PK RFIELRASE,
B VR I A3 TR VR4 25 R0 TR A 2T R YR 48 25 )7 2210 PRSHAE ) LT AR ] -

1E 50 BIREAEHEZ 28 /b 2 R4 By PEIR YT 7 SRR R PEBORE VA 1 2 R P
BitR b [ 2 i PR 1A R 2B PR 2GR T I 25403 ) A RHIE (MM Y 1003,

g
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WRFCAE RAE W, 188 ZIC PR 2507 (M 2080 ) % B g BAE 2l T 5k
HFEZ i #H (GENS01 il MMY1002) HEEAHM Y. BEARZRsh 1% (LT
MMY 1003 1/2 #8409 22 1526835 1 PK 8 ) Biilss RIRIRER I, 7EHERE I
W PITTRTY, IR ZIC B G 5 B AE b [ 20 T S AR b [ Sl b
A

7E b I PRAFF 78 MMY3009 w1, 114 51 5 R B VA 7 22 % P e v L 52
HF PK HIRLE RERY, IXE ZICEGT S e K-t SE KA I F AR AR ot 14 1ML i
2ikEE SRR EZRE CEERIERTEA MMY3004) F:AHH .

FEMVK 3 Wl KRB 78 MMY3011 HY, 78 144 GIANE & B AR 40 Rt 82
Wit 2 KM B8 2 E CFE 114 01 E 2D horl TIA T ZICRb 2
RENJIHHFFE . BT ZIRIEME K- L C-R B BE FHZR, hE 2R
H IS PR ORFE S 3R E 23 (A BRIGARIT I MMY3007) —(, TR
2N 7 SN LT 2P0k B ¥ A A AR T e [ 32K, R Y R 7E A Bkt
7t MMY3007 IR FEJE LA o Ko 20 (>99%) 1EH:%Z 6 IREEJE— IR 2
JE BEEIE ] 99% IR AL T (¥ #0 ;S A, IF BT MMY3011 [Ry7 20 22 4k
i 5 b H 2 il — 2
Rk N\ B
RS

BETAEH 208 T % U PR 20T B M R T IR S T gk AT i DY TR
MBI PR T 5, R GER: 31-93 ) XHATE 26841 PK L EA I
R X, HARERER GER<65 ¥, n=706) HHIR#EE SERFEK
B (FFR>65 B 2 <75 %, n=913; HFil>75 %, n=369) H[HFE =ML

FEREAR PK 3oy, PRSI 16 5 2 JC A0 Bk R B (R 5 M A BAT I PR S
B

I AR AE B 451 B S T T J Ak B 2 U AR I U AT AR O 1 D fgd
Y, FEEZILTE Z U A 2R T B PRI A VR YT RSB T AT T DY I e
R PK 434, Horh 4 592 B iR IER (VLG FR % [CRCL]=90 mL/7}) )&
&, 757 Wl SR EEE (CRCL<90 H>60 mL/4}), 604 {75 i B i

(CRCL<<60 H>30mL/7}), 34 151 53 B 451 35 B2 AR 1 9 6 % (CRCL <30 mL/
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). AR EHFH BH G R IE R B E AT 2R 2R EFEA R
Vg%

W ARTE T 2l o R IA T Z IR e 7T . BT 1gGL 2 F Uik
TSR ARE I A IS AR, DRI 3 i BB AN K T BB S MALIA B 2 G B L
THER

TERZ IR T Z USR5 I0 T B2 R A VAT (1 58 TR gh AT T DU T4 PK
M, ALEE 1,742 GIATDREIE H 1R CRABLR[TBIMR IR RER AL
[ASTI<IE® EFR[ULND, 224 #2453 (TB 24 ULN [ 1.0-1.5 {8 AST>
ULN) B A 10 4 & (TB>ULN ] 1.5-3.0 fi5; n=9) s&EE (TB>ULN f
3.0 fi%: n=1) I A AOWLEE B FF40 5 AT Th A% IE 7 S5 (AR 76 2 JC i
R EAAER A IRIRE L2 R
NP

MRYELEHE 208 T Z I 0 241097 B2 PG BT 1) B b EAT 1 DY T
R PK T4, IEFEZNHBPEAN (n=1,662) FIEHN (n=326) Zk#EHH
[t 2 i = AH AL

7370059 |

BT E R B

TIEE BT IER S Z 2R LA 5HHRERIIZR I A 10T :
A BRI PRA 75 MM Y 3008

WS MMY3008 & — TPt BENL. FRTEZG0 IR 10 et 7e, fEdsih2
KR BER R P LA 16 mg/kg ICA RN FE I RMIE R & Hh 28K A2 (DR
TBIT 5 R AN B AR B FE KAy (RAD 697 . SRAVEERE (5F 28 R[4 TN 14
JAH, TERANEARIEE 1-21 REH 1R, BXROR 25 mg) HGE IR

(ORERE Bk NG 2, 40 mg/JH, T8 >75 & aliE R B8 B BMI|<18.5 K&
. RN 20 mg/E)D) BEEIRIT . FEARMETEH, HEEKRAE R T 2
BEATEA 2. ATARAE AR PR (AR 7 (5 5, T SR T8 8 Jie A bt ZERAR AT I .
IRTT YIRS B R, BUE B A2 .
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ATE 737 1B FE A BENL; 368 FilH 43 FLE] DR 4, 369 4 FlF Rd 2H.
FAETT AL B2 N CVGETE 22 AR R E AR . TR AEERS SN 73 5 (S 45-90
), 4A%KIBEFER>TS & RZHBOVAN (92%). B (52%), 34%H1EH
()36 [ AR ER IR UM EAL (ECOG) AREVE X9 0, 49.5%H) ECOG 1ARERZSTE D
N1, 17%M ECOG #REW7>2. 27%MEF AEFR RS (ISS) 1TH, 43%
N ISSILH, 29%79 ISS I M . MR E B &R LIE4H (IMWG) FriERITE
BEE AL (PFS) MU (0S) T 2L

WFFE MMY3008 ()3 22 PFS 7t R R, ALBEYI A 28 MHE, 5
Rd ZHAHLL, DRd HRIEEEAGH (PFS) X3%; DR 4LAKiEE|H {7 PFS, Rd
HHH AL PFS N 31.9 AN H XS FE[HR]=0.56; 95% CI: 0.43, 0.73; p<<0.0001),
FonHEZ DR VAT IR A (R 03 i3 R BOVE T 1) XU B AIG 44% . TEHTIY 64 /N F
PR AN PFS 43 BT 4 R4k 42 BoR, DR 43 1) PFS %% Rd 44 ficii . DRd
i PFS N 61.9 ™ H, Rd A 4L PFS N 344 A~H (HR=0.55; 95% CI:
0.45, 0.67; p<<0.0001).

B 1: MMY3008 FF A+ PFS ] Kaplan-Meier BHi£%

1.0 4
0.8 )
3,
£ 06
0
£
@g i
4 HAA D-
+ 0.4 D-Rd
R
D-Rd Rd
02 4 (N = 368) (N =369) Rd
' R RETE- A 61.9 344
D-Rdvs.Rd (REELE (95%C1) 0.55 (0.45, 0.67)
P<0.0001
Or—T7T T T T T T T T T T T T T T T T T T T T T T
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78
H.n
BRI BE6E

Rd 369333 307 280 255 237 220 205196 179 172156 147 134 124114106 99 88 81 64 47 20 4 2 2
D-Rd 368 347 335 320 309 300 290 276 266 256 246 237 232 223211 200 197 188177165132 88 65 28 11 3

Hh AT Bl DT TR A 56 AN H IF, DRA 201 OS it T Rd 40 (HR=0.68; 95% CI:
0.53, 0.86; p=0.0013). FFTH 89 > HH iz OS 7rirai Rk iyx, DR A&
FH OS # Rd A Freks. DR Az OS N 90.3 N H, Rd ARIH4Hr OS A
64.1 ™~ H (HR=0.67; 95%CI: 0.55, 0.82).

0
0
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B 2: MMY3008 FFRH OS ¥ Kaplan-Meier Bk

1.04

0.8

b3 0.6 1
b
5
1
0.4 4
0.2 4
0.0 _—
0 & 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96 102108
R
BRI BE B

Rd 369 343 324 308 294 270 251 232 213 194 182 164 149 138 120 59 11 2 0
D-Rd 368 346 338 328 305 297 280 266 249 246 233 217 206 195 168 90 21 O W]

T 7 A TR MMY3008 [ H Aty ks .

£ 7: HFR MMY3008 AT R R @

7 30T VA B B DRd (n=368) Rd (n=369)
MR (SCR+CR+VGPR+PR) n (%) @ 342 (92.9%) 300 (81.3%)
P1E® <0.0001
PRSI 5E 2% AR (sCR) 112 (30.4%) 46 (12.5%)
FEARLRE (CR) 63 (17.1%) 46 (12.5%)
R IR 7 %R (VGPR) 117 (31.8%) 104 (28.2%)
o 2efif (PR 50 (13.6%) 104 (28.2%)
CR BRI 7 R (sCR + CR) 175 (47.6%) 92 (24.9%)
P1E°® <0.0001
VGPR 55 #J75%L (sCR + CR + VGPR) 292 (79.3%) | 196 (53.1%)
P1E® <0.0001
MRD FtEZE 2en (%) 89 (24.2%) 27 (7.3%)
95% CI (%) (19.9%, 28.9%) (4.9%, 10.5%)
U A EE 2 95% CTd 4.04 (2.55, 6.39)
plac <0.0001

£ 21 W




£ 7: HFR MMY3008 AT R R @

PR IR B B I [DRd (n=368) [ Rd (n=369 |
DRdA=1X 75 % JU PRI L L - FE KA s RA=2R TP B - Hh ZE K% s MRD={/Nik B i s Cl=
BIEXH
o BT EVEIT ANBE
b J#id Cochran Mantel-Haenszel = 7/ 46115 p 1H.
¢ BT 1075 ME{E
4 RAEFRPEHEH T HAE LR Mantel-Haenszel f51HE. HUAEE>1 I8 DR 84 .
¢ p{H>KRH Fisher FHAIE K

TEGZ R, DR AP A7 BRIz 1A] 9 1.05 > H GEHl: 0.2-12.1 ),
Rd 44 1.05 ™ H GE: 0.3-15.3 AN H ). DR 20 1) A7 22 fifFF S0 ] i R s 2],
Rd 2009 34.7 ™ H (95% CIL: 30.8, JoikAliil).
TIEL B TFHBEIEN EEEZLRSWEEK, FECHREHK VMP) B
BT :
WK AR 58 MMY3011

BHFE MMY3011 & — TP isciE . BEAL. FEEEXT R L JABR T, LU 7 AR 16
mg/kg BEETIEK. EZECAK BN (D-VMP) 5 VMP {67 iz A aE &
AT AR 2 RV R B R QORI 7E28 1A 6 JH4 25 A

R 1 AW 8 IREAZH) v, FE55 1. 2. 4 A1 5 FIRHTIIE KR (SO 4T
B 2 %, FEN 1.3 mg/m? AR, TEBEEI 8 /> 6 &AM (58 2-9 F;
AN 4 AT h, 5 1. 2. 4 M5 BEZ, BE—R. 794 6 AR
R 1-9 D M5 1 2 4 K, DIREGZ) 9 mg/m? £iECH 60 mg/m? ke . A

A IETT RS 2 R U BN RE B I B

J£ 220 B2 iR E BT TRENLAAC: D-VMP 41 146 1 (RE 114 1)), VMP
74 6 CRE 538D, BIANRITAMMEEL N DG =R RFEA L. AP AAE
Wy 69 % (JulH: 57-84 ), 15%MEEFM>T5 5, TP 60%. 32%H) EHEH
ECOG &RETF/3 4 0, 50%[] ECOG fARETE/r N 1, 17%I¥] ECOG 1AREVF/r N 2.
B 1eG. IgA FIRREEAL B 5598 85 LR 70 A 57% 27%H 11%. 26% 1) 3
N ISSTHH, 46% A ISSTIHA, 29% 4 ISS IIT #T, 78%I4H Bt 1% 2% KUK bk
fa. HET IMWG i, PEfl VGPR BUE UFHIZE AR LU PFS %5,

TESAR AT, OB 12.3 N HBS, 5 VMP SBRIT AL, AT 2L
PUIKE VMP 187 7E PFS J7 R BA G iH 7 L D-VMP 410K 5)

£ 22 W



h{7 PFS, VMP 97 PFS N 18.2 ™M H (HR=0.43; 95% CI: 0.24, 0.77;
p=0.0033), I/~ D-VMP A2 K5 it b T MU AL VMP A FEK 57%

(K 3),
B 3: MMY3011 BFFH PFS ] Kaplan-Meier 2%
100 4
M—ﬁ
80 -
8 o - -
% .Iﬂﬁ A - =AAA
%‘E; 60 -
i
K
F
i
40
D-VMP VMNP
{MN=144) (IN=T4)
09 ppmsmeEm a) NE 182
DVIP £f vs VAP sARAFEGEE (95% CI) 043 §0.24-0.772
F=0.0033
D =]
T | | I T | | I T
0o 3 6 9 12 15 21 24 27 30
o TLHBELETFE (B)
BHERZEE

VMP 74 64
D-VMP 146 131

55 41 23 1
123 93 58 45

---A--- D-VMP

ERAIBESS 12.3 N AR, BF5 MMY3011 EE 4581 E7x, D-VMP 4. VGPR
B I R 2R 2N 74.0%, VMP 28K 43.2% (AR He=3.57; 95% CI: 1.99, 6.43;

p<<0.0001); HE AR RONLEAR N2 (3R 8),

= 8: BF5t MMY3011 AT G R »

7 BRI VR4 P A5 DVMP (n=146) VMP (n=74)
MZEH# (SCR+CR+VGPR+PR) n (%) 129 (88.4) 58 (78.4)
pfa® 0.0591
RS = X 5E A ZfE (sCR) 4(5.4)
AR (CR) 9 (12.2)
A U B o> 2R (VGPR) 19 (25.7)
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£ 8: BFR MMY3011 [H AT G5 »

¥7 AT VP E) 28 DVMP (n=146) VMP (n=74)
& (PR) 21 (14.4) 26 (35.1)

CR (A7 2L (sCR + CR) 63 (43.2) 13 (17.6)

pfE® 0.0001

VGPR 83 A7 R (sCR + CR + VGPR) 108 (74.0) \ 32(43.2)

plE® <0.0001

MRD HIPEZ 2¢n (%) 43 (29.5) 5(6.8)

95% CI (%) (22.2, 37.6) (2.2, 15.1)

U AE B K 95% CT1¢ 6.19 (2.29, 16.75)

plae <0.0001

D-VMP=1A T Z LB PT-I & e K- 15 -1k e KA s VMP=t 81 K-35 -k JE A s MRD=

TNER B s CI=ELfE X [H]

o T RERET NEF

b p {EHKH T Cochran Mantel-Haenszel £ /51656

¢ FF 105 EME

& SRR T LR G EC A Mantel-Haenszel ffiiH{E. L EE>1 Fx D-VMP %%
o

p {3k & Fisher KAk .

FALEEDT 41.2 AN, D-VMP 677 A] 3 50 3t g BRAE T KU A1 65% (HR
=0.35; 95% CI: 0.23, 0.52; p<<0.0001). D-VMP Z1F1 VMP ZLf¥# {7 PFS 4
il 38.7 A H AN 19.2 A~ H . D-VMP A VMP A ¥RIEFH 47 OS, OS ] HR
N 0.60 (95% CI: 0.35, 1.03; p=0.0600),

A BRIm R A 75 MMY 3007

W9 MMY3007 J&—WFchE . BEAL. BEEEXTHR . T SO IE, LREC 7 AN
16 mg/kg BRA T oK. £IECAK RS (D-VMP) 5 VMP 1877 B2 WA id
HHEETARBEEZ KR RN R, 58110 6 ALZ/AM 514
B 8 IRGRZD h, TEER 1. 2. 4 RS FAHHTINEVOKRE T (SCY VS, &M 2
W, RN 1.3 mg/m? AR, TEREJEI 8 AN 6 J& A (58 2-9 F: A
W4 mes) h, 25 1. 20 4S5 FEY), BE—R. 94 6 FAM CF 1-
O D M 1 & 4K, HREAZ 9 mg/m? £5ECH 60 mg/m? ik JBF . AIATT
Fral 2 it IS RE S 32 I B b

3t 706 B2 R F AT T BEPLAYBC: D-VMP 41 350 %1, VMP 21 356 f5il. B4
TR ZE N O GE i SRR R AL AR, . ALy 71 & (GEH: 40-93 %),
30%H)EFFRE>TS B o KEHCNAN (85%) Lotk (54%), 25% [ 3 1) ECOG

o
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RRETESI A 0, 50%F1 ECOG 1RRETE T A 1,25%M) ECOG 1RRETE A 2. & IgG-
IgA FHEREE AL Rl B I EL 73 008 64% 22%F1 10%, 19%I1) &N 1SS 1
H, 42%9 ISS 14, 38%y ISS I M5, 84% M4l Mg A% 7 WK A5 G . F
T IMWG FrifE, 35 PES AL A A7 RN 7 20

ERAIBEDT 16.5 AN HIF, BFFE MMY3007 ] PFS £ 0 # R, D-VMP 4
B VMP AP ; D-VMP A ARk #9147 PFS, VMP A7 PFS 24 18.1
A~H (HR=0.5; 95% CI: 0.38, 0.65; p<0.0001). fEHAifEY 40 N H G, FH
(1] PFS 7 #r4 R B~ D-VMP 21351 PFS % VMP H A k3% . D-VMP
AL PFS SN 36.4 N H, VMP 44 19.3 /N H (HR=0.42; 95% CI: 0.34, 0.51;
p<0.0001), FKIH5Z D-VMP 1877 K 3 BB 2 R BUAE T2 AU BEAIR T 58%.

Bl 4: BFF MMY3007 H PFS EE 547 Kaplan-Meier Bi£%

D-VLIP VP
(N=350} (N=336)
1.0 i THEE TR () 36.4 193
N DVMP #§ L’E\WEPiHE’ﬂELﬁbP {85% CI 042 (0.34-0.513
F=0.0001
0.8
% 06-
=
;tﬁ . ) e
B o04- L bcmen D-VNP
.*‘.'
0.2 .-
\\n—- VMP
D I | | I | I I I I | I | I 1 | 1 |
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
2
AN S

VMP 356 304 278 263 246 207 171 128110 93 78 67 51 29 15 7

5 00
D-VMP 350 322 312 298 292 265 243 220 207 202 188 173160 113 63 26 9 0

HALE YT 40 N H JE, D-VMP A a4 A (0S) £+ VMP 41 (HR=0.60;
95% CI: 0.46, 0.80; p=0.0003), KIS D-VMP HiA77 I B MIFET XU
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KT 40%. HA2BEDT 87 ™ H 5, D-VMP 4347 OS A 83 4N H (95% CI: 72.5,
NE), VMP A id 47 OS 5 53.6 N H (95% CI: 46.3, 60.9),
& 5: B3 MMY3007 # OS K Kaplan-Meier Hi£%

1.0

0.8

0.6
7(::;
e
tk,
B 044
D-VMP VNP
0 2 — {N=3503 (N=336)
| etz om) NE NE
DVMP $B vs VP $BRIEESEK (85% CI) 0.60 {0456-0803%
P=0.0003
0 | 1 1 | | I 1 1 | | I 1 1 I | I 1 1
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54
2
B EE

VMP 356 331 325 322 312 302 292 278 269 257 242 226 198 132 73 27 3

10
D-VMP 350330327 322 318 309 301 292 288 283 275270 248 171 97 40 12 0 0

it MMY3007 B HA7F 2 B L £ 9.
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£ 9: BFR MMY3007 AT R B »

7 30T VA B B D-VMP (n=350) VMP (n=356)
HZER (SCRTCR+VGPR+PR) [n(%)] 318 (90.9) 263 (73.9)
pfa® <0.0001
TR B K e 22 R (sCR) [n(%)] | 63 (18.0) 25(7.0)
M (CR) [n(%)] 86 (24.6) 62 (17.4)
R IR > R (VGPR) [n(%)] 100 (28.6) 90 (25.3)

HRr R (PR) [n(%)] 69 (19.7) 86 (24.2)
MRD FATEZ (95% CD ¢ (%) 22.3(18.0, 27.0) 6.2(3.9,9.2)
FUAE B 2 95% C1d 436 (2.64,7.21)

plEe <0.0001

D-VMP=i& & % JUH G-I B VK-35 - IR JEfA s VMP=Hl Bi VK365 & -Ik JE#a: MRD=
N B s CI=E A5 X [H]

o T EENATT N

® p{E3KH T Cochran Mantel-Haenszel = /715 -

¢ T 107 EIE

4 IyERPAA 7L E A LT Mantel-Haenszel flitH{E. AL >1 RI8 D-VMP Al
¢ p{HKH Fisher KiK.

FEGEfE T, D-VMP A AL =82t a 2y 0.79 MH GER: 0.4-15.5 4
H), VMP 415 0.82 NH (JER: 0.7-12.6 N H Do D-VMP 4111 -h 3725 fift 47 2
[ ARILE], VMP 408 213 M GEM: 18.4, AAfliit).

XI>70 % 80 65-69 % . ECOG KREVF N 2 77, BLEFR/NT 65 5 HA
W2 PR FF A7 B ECOG AR RE P43 N 2 43K 58 (D-VMP: n=273, VMP: n=270)
BAT I LH AT o Z L YT ks RS B R N BRI 5 R — 8. fE % P4, D-VMP
HAL B AL PFS, VMP A AL PFS N 17.9 ™~ H (HR=0.56; 95% CI: 0.42,
0.75; p<<0.0001). D-VMP I EZZMHAN 90%, VMP AN 74% (VGPR #.
D-VMP 4 29%, VMP 4 26%: CR #: D-VMP 4 22%, VMP 4 18%; sCR F:
D-VMP 4 20%, VMP 4 7%). ZWAHK ZeEE RS SR ARS8 R —3. 1t
4b, ECOG 1RREVF/r N 2 M T4 (D-VMP: n=89, VMP: n=84) [HJ%&4E
ARITECE SERSPSY NSNS Sk T8
BRI 1 Z R M7
S e KA R YT
Hh [ i AR T MM Y 3009

WF7E MMY3009 /& —JBEHL. £t R 10 30iR56, 768 R s ia it
% R M R P R B 16 mg/kg TEA I Ve K R ZE KA R TT (DVAD
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HE KRR ZERIART (VA BEEZE T (SO HHMEIK Gl
1.3 mg/m* MREAD, AWK, B 21 K QD MESHITEhEY
208 (B 1. 40 8 F1 11 KD, FLHRpsk 8 AN, B e M B KA T R (3%
84N HIEE 1. 24 4. 5. 8. 9. 11 A1 12 KR ZEKK 20 mg (80mg/fE, HA
BRI 3 BRI R R 2 2 D, FR>75 % BMI<18.5. BEIRIixH]
AL B RE AR 8 B v 97 AN 52 1) S8 PR 22 20 mg/ 8] o TEAS R H, e
KA 20 mg AENHERTHIZS . AR SR yT PSR 2 0 ik e B A e B 32 (1 B 1
it 211 BIEE I 2. 1 & TRl 4 DVA 4 141 %, vd 4 70 .
G 415 3 R 2 R (R BE 28 N OV SR 2 A RRAE AR Bl . SR (MR AT 4E I 61
% (Gull: 28-82 %), 29 T1%MEEFI>T5 5. 80%H) B & BRI #5215 i
AAMEIF (P (79%3EZ B 1K), 92%H g 4532 5 4 s i 3577 (IMiD)
(35%4E 321 RASFENZ ) o FLLN, 64%M) X e fg —ZIRTT TN 2 . 64% 1) B3
A0 IMID T 24, 27% H) 8825 0 SRS FEE Jg i 247 0 0o 00 5 A R 247 1) S8 5 g1k ok
AT 7T
ERAIBEY 8.2 AN H R, #FFE MMY3009 4 BB R, 5 vd 4k, Dvd
1Y) PFS EEHT A W RIS 20 DV 4 iRiA 2|47 PFS, vd 4t
K7 PFS N 6.3 N H (HR[95%CI]: 0.28[0.17, 0.47]; p {E<<0.00001), FTREZ
DVd V¥ I B 195009 13k e BAE T U A LU 4652 Vd VAT IR B B AIC 72% (UL
6.
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& 6:

BF5E MMY3009 f] PFS Kaplan-Meier fi£%

100
80
X
% 60 4 .
b
A
[;t 40 <
1
20+
o
(I} (IB é é 1I2 1|5 1|8 2l1
B R i 2825 151 5% R
Wd 70 44 22 10 3 2 1 0
Dvd 141 118 74 43 23 8 2 0
—&— Vd ---G--- DVd
WL MMY3009 AT 25045 R W R 5% 10
% 10: HFFE MMY3009 AT R 8
7 30T VPAT B R DVd (n=137) Vd (n=63)
MR (sCR+CR+VGPR+PR) n (%) 113 (82.5) 41 (65.1)
pfa® 0.00527
TERE B L SE RS (sCR) 22 (16.1) 3 (4.8)
SEAZMH (CR) 23 (16.8) 4 (63)
A TP 2R (VGPR) 44 (32.1) 14 (22.2)
o G2 (PR 24 (17.5) 20 (31.7)
ZEMRRRARE GaED ] 0.79 (0.7,4.2) 1.05 (0.7,4.5)
HRALGFRFEEITAIL A (95% CD ] NE (NE,NE) 6.9 (53,13.4)
MRD [ATEZE (95% CI) ® 22% (15.5%,29.7%) 2.9% (0.3%,9.9%)
FAE b K2 95% CI¢ 9.58 (2.22,41.32)
pfa¢ 0.0002

DVd= & ZICHRPT- oK FE KA V= BB AOK-HZE KL MRD = TNk B«
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Cl= Bf5IXIH; NE= Joiffliit.

@ p{EXKHT Cochran Mantel-Haenszel 77 #&5: -

b TR AR, ImFHYE Y 107

¢ RH T EHFE I [E L AE L ) Mantel-Haenszel f5 1118 . HGAEEL>1 &8 DVA 841,
¢ p{HKH Fisher F5HIHL:.

PIANIBIT HERAIE B P AL OS. HALEETT N 8.2 N, OS KR EE N 0.34
(95% CI: 0.16, 0.68; p=0.00162)

HCEEYS 37.1 S A, DVA A3 1) PES AREL T vd A2 il #FH gk A
BB EE (HR=0.36; 95%CI: 0.25, 0.52; p<<0.00001). DVd 4
M vd A AL PFS 4305108 149 A~ H (95%CL: 11,10, 17.61) F16.3 ™H (95%
Cl: 4.27, 8.34), DVd 4LRIEH|F AL OS, Vd AL OS 4 40.7 S H o FETIH)
HR 4 0.76 (95% CI: 0.50, 1.17; p=0.21289).

A BRI PRAJE 78 MMY 3004

WAL MMY3004 & — TP cPE . BEAL. BV R I iAEe, et ATzt
Z/b—2RIRYT I R BURIA T 2 R RER R AR 16 mg/kg BRE TN
VKR ZERFNRTT (DVA) SO BV MHIERIAETT (VA BEHZ SCIE
SR TV HE S oK GRIEA 1.3 mg/m? R TEHAD, MRAPIR, AN 21 K

(3D MESETHBREZ 2 A G5 1. 4. 8 F 11 KD, FLkRrgk 8 NEM.
BEETAN BRI (GE8 /) M 1. 24 4. 5. 8. 9. 11 fI 12 R
MR ZEKFA 20 mg (80 mg/Jil, BEAMIE MK 3 JRIT A4 2 2 Ji)D, Fi
>75 % . BMI<<I8.5. B JRp 45 il A~ Bl B A 288 (] By o7 AN i 52 0 28 35 ] ek = 22
20 mg/fH o FEARSETEMR, TS T 20 mg HhIEKIAENRITERT 2. A5A
7 R SE B ik LA e B2 (B

it 498 BB F 2 TRENLAY4L; DV 41251 %1, vd 41 247 B, A4S
S HBZH 2 A1 B 28 N 11 Ge it OB R AE AR (0L o S8 A P L AR08 Dy 64 % (VB
30-88 %), 12%MIEFFWE>T5 & . 69% 0 EH BRI P (66%% 32 il &
kKD, T6%H) 321 IMID (42%35E 321 RASENZ ) o FLZRIS, 32%H) 2%
A —RIAITTN G 33%M1 AT IMID TR 24, 28% 1) £ 3 it Sk 8 i e it 245
S5 A KT 247 1) SR B FIE R R AR 9 Sl 2R T IMWG ARAER PFS FLEV A A7
i (OS) PHNT AL
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ERAIBEYT 7.4 A, BHFR MMY3004 /() PFS EE0H s, DV 4%
Vd HH ATt s DVA AR IE B 47 PFS, VA 4L 47 PFS b 7.2 4~ H (HR[95%CI]:
0.39[0.28,0.53]; p<0.0001) . fEH{iFETT 50 N H G, HEHM PFS 20 Mrah Rrs:
E7~ DV HEH ) PFS B vd HA . DV A4z PFS 2y 16.7 1 H,
Vd 408 7.1 ™ H (HR[95%CI]: 0.31[0.24,0.39]; p {£<0.0001) , FH H5#:5Z vd
RITIEE AL, #2252 DV IR B R R BOE T AR BRI T 69% (I,
7

& 7: Ht5 MMY3004 1] PFS Kaplan-Meier B2

D-y4 v
(WN=2513 (N=24T)
1.0 AR () 67 7
DVAR ve VALABIRBSEY, ¢ 05% CI) 031 (024039}
" P<0.0001
0.8 4
* a
S 0.6
&
i
¥ 04
il
0.2 1 D-vd
e eean g
or——TTTrT7T—7TT"T T T T T TFrTT
0 3 6 912151821 24 27 30 33 36 39 42 45 48 51 54 57
2]
AR EEE

Vd 24718212974 39271511 9 8 7 6 5 4 2 1 0 0 0 O
D-vd 251215198161138123109 92 85 77 68 61 54 50 48 46 38 20 7 0

WAL RE TR A 73 AN H I, DV 201 OS AT Vd 4 (HR=0.74; 95% CI:
0.59, 0.92; p=0.0075) . DVd A AL OS N 49.6 ™MH, Vd 4l 385 MH.
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& 8: W MMY3004 F OS K Kaplan-Meier BH%%

n -V
D-vd vd
02 s pasmm-p == v
D-Vd vs. Vd BREELE (95% CI) 0.74 (0.59-0.92)
P=0.0075
0IIIIIIIIIIIIIIIIIIIIIIIIIII
0 3 6 9 1215182124 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78 81
BEREREEBIE A
Vd 247219206 192 184 172159 151 144 138 129121 113110104 97 93 84 78 73 68 67 63 54 34 13 2 0
D-Vd 251231225211 207 201 189 182 172 159 154 150 144 138 132 128 120 113109 107 103100 96 88 54 24 9 0
B 58 MMY3004 I HARST 248 R W T3 11,
£ 11: B9 MMY3004 [ ALT s 8
5T ORI VRAS 1 B2 5 B DVd (n=240) Vd (n=234)
MR (SCRTFCR+VGPR+PR) n (%) | 199 (82.9) 148 (63.2)
pfa® <0.0001
TR R L TE MR (sCR) 11 (4.6) 5 1)
TG (CR) 35 (14.6) 16 (6.8)
AU R 5> ek (VGPR) 96 (40.0) 47 (20.1D
oy g (PR 57 (23.8) 80 (34.2)
AL BRI H GERED ] 0.9 (0.8,1.4) 1.6 (1.5,2.1)
LSRR RFEERT AL (95% CD ] NE (11.5,NE) 79 (6.7,11.3)
MRD MR (95% CD) ° 8.8% (5.6%, 13.0%) 1.2% (0.3%, 3.5%)
e AE B &2 95% CIe 9.04 (2.53,32.21)
pfE ¢ 0.0001

DVd = 5% ZEHH-M B VK- IR Vd= BB FR-HIZERFY: MRD = /N B
Cl= BEf5X[H; NE= JTi&fhit.

@ p{ERHT Cochran Mantel-Haenszel | /745 5 »

b BTG AR, ImAHEN 109

© AL [FE UG LE Y Mantel Haenszel ffi1{E. HEEE>1 78 DVd &l

4 p fE>KE T Fisher fEHIKK:
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BRI B HGR B R YT
A BRI PRATTE 78 MMY 3003

WHFL MMY3003 & — TPt BEAL. FEVEXT R IO 0A5e, 7EREA: /0

—ZRIAYT IS R B VA P 2 1 R AR P LB T AR 16 mg/kg s SRS BE
FEAMEF B ZEKAA (DRAD BEARYT 5K BB I A FI S 1 ZE KPS (RD) BEA
BT . RIBEERE (FEREAN A 28 R[4 JHWE S L2 AT 1-21 REH—
WA 25 mg) 5K E (40 mg/f&) HLFERF (>75 &8k BMI<18.5 fIE#H 1]
e A 20 mg/ D BEG4R Y. TEARMBE SR, /a4 T 20 mg HIZEKMAE A%
HATHZ, REEHTERAS Y. WAREREEZIRT, B2 HIRRERE
BN AT I EE A

it 569 B 252 THENLA>41; DR 41 286 151, Rd 41 283 fil. A4S
S HBZH 2 AT B 28 N 11 Ge it A OB R e AR DL o S8 A P L AR08 D 65 % (VB
34-89 %), 1%HEEFR>T5 & K BE (86%) BLiEIERIT PI, 55%H)
BRI IMID, HAadE 18%0 B B RS2l RIS E NG 44%0) 8
WEAEH32z 0l PI AT IMID X PHRZGY) . FREIT, 27%H) B R B Ja — IR T i 245
18% 1) F & AN PTIN 24, 21% 110 58 2 S 5 42 KT 247 o e A0 P i 245 11 785 4
HERR T 5T .l BT IMWG ARdER) PFS FLEVAEAFH] (OS) PEMIT AL

e fIBET 13.5 AN AR, BFFE MMY3003 ' PFS (£ E 412 7~, DRd 41
[¥] PFS % Rd 2047 i3 DRd 4LKR&F 947 PFS, Rd AL PFS 75 18.4 4
H (HR=0.37; 95% CI: 0.27, 0.52; p<0.0001) . fEFRA7BEDT 55 AN AJE, B
(¥ PFS 70 #r 45 474 7~ DRd 45 1) PFS % Rd 4HA firs% . DR 417
PFS N 45.0 ™H, RAd 4N 17.5 ™ H (HR=0.44; 95% CI: 0.35, 0.54; p<0.0001) ,
R332 DRA VAT I SR R AR 2 e BB T R R BRI T 56% (L 9)

% 33 W



B 9: HFsT MMY3003 ] PFS Kaplan-Meier H4%

D-Fd Rd
(N=2863 (IN=283)
1.0 1 AR () 150 175
.. 0 vsRdg 83% CI 0.44 (035054
\ P=0.0001
0.8 1 ..
T -
% 0.6
f#
=
i D-Rd
kb 0.4+
i
;| e -
0.2 ""\—.. Rd
D | ] ] || | | | 1 ] | || | | | | | ] | || 1 |
0 3 6 912151821242730333639424548 5154576063
A
AR 2 E DS

Rd 283249206 181160144 127112102 91 83 75 66 63 53 48 45 40 28 5 1 0
D-Rd 286 266 249 238 229 215 204 195 184 168 156 151 143136 134131125115 76 16 3 0

7 80 MH MR ALRE VG , 5 Rd 40, DR HE/RH OS % (HR=
0.73; 95%CI: 0.58, 0.91; p=0.0044) . DRd ZHAIH 67 OS N 67.6 N F, Rd 4.
HNS51.8 M H.
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B 10: HFF MMY3003 & OS ] Kaplan-Meier B2k

=
R
It
D-Rd Rd
0.2 - (N =286) (N =283)
) PREEFH-A 676 518
D-Rd vs. Rd BJRB&EEL (95% Cl) 0.73 (0.58-0.91)
P=0.0044
0IIIIIIIIIIIIIIIIIIIIIIIIIIIII
0 3 6 91215182124273033363942 4548515457 60636669727578818487
B
B R B E G5
Rd 283273 258 251 239 229 220 206 196 194 189 184 174 160 153 151 145138127 124 117 114111105 95 90 81 31 4 0
D-Rd 286 277 271 266 260 250 236 231 222 215207 198 193 186 180 175 168 160 151 147 141 140136 133130127111 40 8 0
BEFE MMY 3003 BYHART R R TR 12,
R 12: FEF MMY3003 (AT s R
i GRS ) Bk DRd (n=281) Rd (n=276)
PR (sSCR+CR+VGPR+PR) n (%) 261 (92.9) 211 (76.4)
pfE® <0.0001
PRSI 542 fif (sCR) 51 (18.1) 20 (7.2)
SE4 iR (CR) 70 (24.9) 33 (12.0)
AR 0P R 4> 22 /R (VGPR) 92 (32.7) 69 (25.0)
R (PR) 48 (17.1) 89 (32.2)
AL BRI EILH (95% CD ] 1.0 (1.0,1.1) 1.3 (1.1,1.9
HRALGFRFEETAIL A (95% CD ] NE (NE,NE) 17.4 (17.4, NE)
MRD FAPEZR (95% CD ° (%) 21.0 (16.4,26.2) 2.8(1.2,5.5)
EAE B K2 95% CI¢ 9.31 (4.31, 20.09)
pfEd <0.0001

DRd = A Z IR R -HUZE KK s Rd = RIS RE-HLZEKKS; MRD = /N B 5
Cl= Bf5IX[H; NE= Jifliit.

2 p{E>KHT Cochran Mantel-Haenszel & J7 155 o

b BT EEET AR, ImFHEY 107

o Af A 3L[E LU E LE Y Mantel Haenszel 1l t1H{E. GG >1 3278 DRd 54k .

4 p{EKH T Fisher kL.
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HRIGIRYT -

T TGO TR FUAIE 52 T A i B 290 T SR RHME VA P 22 R BN
RTING RTT 280R 22 4 M, T o S0 8 WA 0 52 o A 38 1 A 0 ) 70 60 S 8 845 790 )
WBIT . HAERSE — UCRTT I LR .

A BRIIm PRAT 75 MM Y2002

W78 MMY2002 & — /e REAE 8252 1 5270 3 23R 9T CELIE 2R (RO 3 1l 75 A0
G B YT 7D B X 1 A ) 7R G2 1R 1 7R U iR 24 1) 2 R P R R
I TR TR Z U AT RO 2 A 2l IR 78 106 115
RAMEIE V2 KB B i H 552 16 mg/kg AfbiaTr, BHEREHEWHE. BEM
HIRLAERS N 63.5 2 (JuHl: 31-84 ), 1%MEE>TS &, 49% AN B, 79%H
HAN . B B BRI ZRADN 1G B (46%). IgA 4 (21%) FIEEERL (28%).
S 38% I 1SS 43 1y 2 BN 3 H1.35% M # A 2T 10 MEE R AL
13%I1 B E A RESN K AR . B ABIZ T BN R AL R 4.8 GE:
1.1-23.8) . BEFBRATZZ ISR LB T A ECY 5. 80% K BFH B2 A
T4 (ASCT). BE AR K T BAEM K (99% ) RIARBE iz
(99%)~ WL B (63%) PLIARIAEMK (50%). JELRT, 97%[H 2 0t B 4%
SIS B G — R TTIN 24, 95% 1A HB 3 ot B 1 IR (A4 b 50 R S 28 VA 1 R340 T 245
TT% BB X BEACTIT 2, 63% I 3 0 1) BERETI 2, 48% [ &3 W R AR K
i 24 o

WRAE RS H A Z A2 (IRC) PPAl &5 S HEAT T v 0 T Hh 40 B (907 sk
W 13,
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2 13: BFF MMY2002 F IRC YR BT30S R

g &= 9= A5 16 mg/kg
N =106
MZEREZF ! (ORR: sCR+CR+VGPR+PR) [n (%) ]| 31 (29.2)
95% CI (%) (20.8,38.9)
YRS B SRS (sCR) [n (%) ] 3 (2.8)
FERZEHE (CR) [n] 0
TP 2% (VGPR) [n (%) ] 10 (9.4)
B8 (PR) [n (%) ] 18 (17.0)
IfARIRZEZE (ORRHFMR) [n (%) ] 36 (34.0)
WAL R RR R Rl [ (95% CD ] 7.4 (5.5,NE)
REMMIRALRT R GERED ] 1 (0.9;5.6)

VEBY A A (E BB SR TR
Cl= BEf5XIH; NE= Jikfliit: MR= M

AN A R A I WA 2R A R B BERVA YT, BT MMY 2002 T 1 S SR iR
# (ORR) Hifh.

FEPARLBE VIS 18] 14.7 AN H I AEARIRBUTE B, AL S A4 (0S) 2 17.5
ANH (95% CI: 13.7, Tk,
A FRIm PR 5 GEN501

W7t GENSO1 J&—T7E A 325 /0 2 RO RIPUIOR 5 I67 B4 a0k
A FARBIT R B T R B M 2 R Ve B 52 i VPN A T RO SRR A
7 22 AR E IRARIRES . FFBRZE VI AIRPRIE 78 . ARBIFE i 42 9155 R Rl dk
AT BV E R BB 16 mgkg AAIATT, HEERIEE. BEPAE
W64 5 (Jill: 44-76 ), 64%NHIE, T6%AH N e W& BRI N
IgG B (57%). IgA B (10%) FIEFER (21%). 2%MEHEHFZT 10 MEFE
Mgkt 10% 00 B3 1T BEAMK AR . B WIS I BN o A7 B ] A 5.8
GGEH: 0.8-23.7) . BFBAEREZ BT BRI EBOY 4. 74% 0 838 BT
B2k ASCT . BEAE G YT B 3G B 172K (100% )« KRB BEf% (95% )« 1H B FE % (36%)
PAKARAREK (19%) 0 R, T6% ) 830 BEAE e 32 i e Jm — EIR TN 24,
64% 1 55 5 Xof 2R 11 A o 7R R S TS TR 24, 60% 11 A8 %o e A AT 24
36%[1) B X T PRGN 24, 17% I 53 3 P K 24
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SR M R, 5% 16 mg/kg AMIAIT )G ORR i) 36%, CR
N 5%, VGPR N 5%. TALEZMNAY 1-H Gul: 0.5-3.2DH). ARk
B P AL RIS IA] (95% CIL: 5.6 N H, TiEVEAL).

FERALRE I 8] 15.2 A H B AEAIRGE S+, RikBH 4z OS (95% CI:
19.9 MH, TIEW, 74%0 2 RE TR -
o JUE H A 3

RER—FRSFEA, B RRE RAEH EAE R R Bk, — 0
1E 83 B R A2 R EHR B E (WHFL GENSOD) *RE AT R Ui 5t
PN T A (4-24 mg/kg) JEXRT QTe RIS . 7EAS fhis 2 Crnax BT
Ze IR 4 PK-PD 203K B QTe [MHAXIME A HIBUKIESE I (BPKT 20 ms).
[ZjEEH]
ZEEH

CD38 Jy— i AN CELE 2 R Vi R 4 i AN L e gl S 4 RTR
LRSI (48kDa), CD38 KA ZFIThEE, FlunZia/ FHIRHE (55 %
T UL K ARG S PR R Y A ER R EPUE — A BE S CD38 45 & i 1gGlk
NEA B iRESUA, ATEE0EE Fo M SIS 2R TAIEAH, Wl
MRS A IEEEN (CDO). HTiE i 4i i EEH] (ADCC) Ui i 1)
MpAEAERH (ADCP) SN 2R A0 A e R, #HI2i% CD38 i fit
AR AR Z U PTAT B RER B HI 20 (CD38'MDSCs). HF1 T
gHH (CD38'Tregs) A B 4l (CD38 Bregs) /Ko

NK 4iffi#i% CD38, Xfik ZIUHHIN-F I EwAE UK. BHE %I
BPAYifE, SMEMAEREHE NK 4108 (CD16'CD56™) FliGfit NK 4i i
(CD16°CD56Y™) [t vt A K H 53 E ] WA

BEZICBPIUNR FEA, HES Sl BRI TR IEECN . MG
I PR B PR A S8 T 2 JC B U E T AR 10 B AR ISR AE F
HHEPFAR

AR B ZICERHUM R AT B G B VR 5T

AEFAREYE: AT ZIURBUM AR BT AR A AR AL . CD38 FEDR R/ R H AR
AT DL 2 B, S N AJEATKE . CD38 I [H i Fh sh i AU i 70 45 SR o,
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CD38 25 TR KMATT CVNRD, BHR-BAAF 52 CNERD FlRH]
MG RE (.
BORME: T8 U RPN AR BT BUE T AT
[5E]
UKFEVIE (2°C-8°C ).,
THIIAR .
BT R AR B AE
KT U MR fE A6, WS TAVEHE]
VR A S TBPE L ZE S R A 1) 1 7
(2]
WA AR B 3 Jst FEFTER 1) 2 4 1) 1 BB /N, N2 S mL IR, Herb 100
mg X ZICHEP.
ARG 2 B FE RIS 1) G R s 1 1 B3R/ N, 9 %€ 20 mL W, H
400 mg X ZICHBT.
BRI 1 /&
(Epie )]
AT A 20
36 M H .
[ ATARHE]
BEC 25 E AR 7S20250050
[t 51
100mg (5mD /fifi: EZ5i#E5 SJ20190029

400mg (20mD) /ffi: EZj1EF S120190030
[ ETWHWAIRFA AL
% %%: Janssen-Cilag AG
VEMHIE:  Gubelstrasse 34 6300 Zug Switzerland
[ 4740 ]
k& Fx: Cilag AG
=ik Hochstrasse 201, 8200 Schaffhausen, Fijt:
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[HEHTTEA]

ZRR: PRI 2 R A

VL BRIP4 P 2 T e X R R R B B UK 19 5, BRPE
78 22 T v T X L 4 SV E B 17F

Rt : 710304

HIE 5 i9: 400 888 9988

FEHS: (029) 8257 6616

W3k: http://www.xian-janssen.com.cn
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	不适合自体干细胞移植的患者接受本品与来那度胺和地塞米松联合治疗：
	与硼替佐米联合治疗：
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	DVd = 达雷妥尤单抗-硼替佐米-地塞米松；Vd = 硼替佐米-地塞米松；MRD = 微小残留病；CI = 置信区间；NE = 无法估计。
	a p值来自于Cochran Mantel-Haenszel卡方检验。
	b 基于意向治疗人群，临界值为10-5
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