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R AR S BRI R o AR A R I B R B S K A i R AT AR
RIRRE (4280, NSLEITFRE L SR J5, ISR AdE A (I DR
FE] Al [2£2D.

NIEAGIE A IRR RS, Fr A7 B8 25 0 LA S AR ot J5 IR B Jo 248 [T g bt
G, 1 1 BE P I s s S I SR, AN SR BRI R ST RE, I8 7 R A H
B R NN B SR T L BRI B RE T K2 R H IR
FRER, B2 WA T, R SRR EAT IRENEAL , 2 5 A R BT A A IR T (I
[HEHED.

3 9 A2 i R/ A | RANY 1 A

% R RE 2 3G N T SR YT 5 AR VR 2 ALl RE AN I /N AR R R PR A AR
O IARKFD.

MR A R R AL I SR T AL DT B S, EVR YT STk S0t 0 4 ot 4
M 0 P L B e/ D R A T AR . P RE R B IR R A 2, DAY I 4
M. AR D A R 2 R A A K R T4 T SRR YT
Xof [a]Ee iRk e S (A #E Coombs %) HIF

KR ZICRPIS A (RBC) RIMMK/KT-RIAM CD38 454, THAHSME
5, AIEHUATR A RIS XA, W RE S 2[R H: Coombs 42 A A . KA
ORI P T B ) HE Coombs TR 56 B 1H: 45 JE nT RELEIA & % SR PR KT J5 6
ANHA WREAFAE . IATEZ LIS RBC K45 & ] BRI 35 i IR B HL R
UK EE B, AF2m 855 1) ABO Al Rh il A5
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FHIRIR TR ZICERHRYT 00, BOZE B AT AT PUA TR & o A4 24
Sk, TFHIRIE T ZICRPURIT R0, AT AFERA AL . LLA0M BE R 4y B A 2k
TZICHPUIEN, AT LABER AT

FETHRIG M A LR, R0 A i A oix — (el ek & BRI i TR R &
W LA EAE I D iS5 Z2 R S0, PR 2 1 i 22 55 4 FH R 82
Y HEL I ) ABO/RhD #%F RBC.

KT I ERPUT I M RS AL ] R RRERE (DTT) AbHA57 RBC LA
WA 5K ZICRBUARSS &, B RIUHAR ST M I uE 1) 775 . Kell LA 5
gixt DTT AbH UK, ULEME AL DTT ACEE 240 A HERR B4 € R Fh ik
Ja, R Kell [P B 1 7] DLE R AT R A 0 M BRI 43 2
S PPA 8 A R ) T

KT ZICHBUR P NIEE IgGe B Te BEPUAR, IR B I A s IE M
Fit FH (¥ L35 2 1 HK (SPED A Gz [ 5 Fiik CIFED Al mT AP 334 57 2 00
T O CAYAEAER D 3T 1eGe 5888 M EAME 2 BT, X
— PR SR 56 A SR AR AN 1 R R

FERFEE (AR T 138 o 2 i S b, WM SR IR T U T4, %
FER IR A TR 20 BT e IFE 58 X 430K 57 2 J0 SR ORI 3 i3 o
FIFAR N ETE M EEE, DS & 5 3RAF e A Ef
CRIAT % # (HBV) F#E

TEBRE AR R IT R Rl T C B 2% 8 (HBV) FRE, H et
ISR RLAE T BH AR AR MR TT ATEET HBV &

KT HBV L8 R 25 58 52 BRI 8, TEAR R TR 7 A R] DL S TR 7 4 R
G/ 6 A H W HBV BRI I R AN S48 S48 1E . SO AT (111 PR Fe
EELE . WA RIRIGAE, N5 & R & 5K

TEAR SRIT WA R AE HBY FRBUE B, RO AR A IT LR AT AT £ B 1
RE AT, FFAFHMIART . 5T HBV HS BRI R Ehf gy, N5
A HBV a7 T FI R B AT 8 2 B a6 A iR T
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e
S A LA P A AE RN 175 A PR o S M %5
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A fh 5 mL A1 20 mL /M4 5 0.4 mmol A1 1.6 mmol (9.3 mg A1 37.3 mg)
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) EE IR 2, SN AR RZ R —

[ ZE K F a2 A ]
B U 2 /i 2

B U BRI TR 2 JC S BTIR ST AR AR A 1B IR TR Z IR BTAYT R 3 M
N SRR R B2 4 it o
WY

0 TG VP A 1 B % JC BT AR g S FH 24 AR i) AR BB 08 . 019G Fse
BEBUARTESE — 2 2 JE v i BRIk, SR ORI AE FH A R 2 I b, B
BN AT BESR AOVE T 3 o M 0T AR ) L PRIV £E XU o G SR 5655 2 A5 FH A o A B SR 3k
JS2 4 AR TG ) LT I (R TS E IR o
i

AN RIS T 2GR PUR B R Wk N NREEYFLIT

BHA 19G W Amilb B NFL T, B T HAE B 1 B i AR i, BRI 22
R HEH A LA LG A .

ANV IR TR I IR A ) LB LI o L TEAS A BEFLIR SR LY
AR LLIBIT R BESRIR AR S PR A 1 FLERE AR BT
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LEH
W o AH S HHE WT AR E T8 7R 2 G S ponS B3 M R AR e D BV AE e (L
[EHATD.
[LEMZ]
AR E A RIRTT 18 2 LUT LB T 1 2 2 AT 7 2
[ZERA]
£ 2,397 GRS A SHER I IR T I T, 39%I1 BE R 65-74 %,
15% 1) B HER N 75 B A o AFERBUEE ZRIFFRME BT R EAFE R
S, ZHEBENEAR RN RER S THEREE (L IARKM], R
WD o AERRAMEAAEIR 1 22 R VB #8888 (n=1,007) 1, ZEEE (265 )
HH B R A R e L™ AN RSN A RS I 98 o AE B2 W AN I A B AR T4 i
MAER) 2 KA E 8RB E T (n=854) v, ZHE/BE (375 %) T KA RE
T FAN R N A TR G i 5% o
(Y EAER ]
W AR AT 25 A BT
By 1gGlx FIgREDUIR, BRI B T ARSI AR T 2 PR
TR I 25 WA QU A 2 A AN 2 RO A TR 2 0 ST TS R o il 0
CD38 MURF R AL Rk AN T, FHA & ZIC R PIA & R 2 AU E -
T T 2 JU PR A R R Je 5 A R AR FE R AR BRI PR 265 A3l 0 22 1Al 3R
W, IETE U PSRN 25 181 AT Wi PR AR OGO Z5 W A1 AR LA
FPela IRk E HAL (A% Coombs B4
LB ZICHRGI LA S RBC L) CD38 H-THAHA Mkl A FEH 4 i
A X B (W ESFEHD.
TRIMLYE R R CORT S  [ E FE ik e
FT M2 B e B e R BR AR (MR D) BT 22 F HLUK (SPED M4
[ € ik CIFED A, o] AR BIGA TR 2. x5 TgGe B HEH M &
)&, X e SPE M IFE Ba 45 R SRR TE, AT 2w AR 4 [ iy
W TARA (AIMWG) FRUER 58 BRI 0 EAS -
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[(ZPdE]
AERANAAE
W oA R 2 B I PR FT 2296 - £E 1 TN PRATE 7T P i Ik P9 25 2651 B e v

%I 250 B R R R W SR P, R R AT TN

R SARAE SR, 7 R FFURIE 24 FIXHE G T «
7 EE |
23715

TERE 21K T8 2T 0.1 mglkg-24 mg/kg ki B 259697 1R R AHER 1t
Z RN B R B PN T AT 2B A RE 71 (PKD.,

1E 1-24 mg/kg 1% BRI, B IRG 2405 2D NS R FE WA (Cmax) KERBE
RN A R LG I, 25000 A3 A AR S TG 4 A A LK s R A3
BEJE— R IR UG > Cona I B K TR I AT EL A, SR & ¥R 5 A
SMZIMALE . AUC BN m T RIER NG, JERRE (CL) BE&EMIEM
BT PR, XL IRERM], SR T, CD38 & TR 5, 48
A BRI P 2R IS, TR 2 G BB B R i i R 1961 2k
VEIERR A . ZIRG A5 IS R ZE A BRAR,  1X AT B -5 M8 A7 PR %

LR A A5 7R PR 3G R B A 5 24 I . 1 R4S T 16 mgl/kg S
BT ZI AP AR LW THE N ME BRHEZE[SDD N9 (4.3) K.
JCEHT 16 mglkg AR IXEE 2 J5 AR L MG THER BT, ERBERA 2 T8
FISEM L ARFERER PK M HTEs R, SRR S MRV MR AR DG I P 2 M
(SD) #1918 (9) K W LATIM, %K -3 Wit B 55 A 5 1035 bR 5 A A
J& VAR TR % st R A 2 S 12

FETRAETT 2 JWEA MMY 2002, SR HHEFE VR YT 5 R GRIE A 16 mglkg),
TERF G I RS T, 35 Cmex FI¥ME (SD) 9 915 (410.3) pg/mL, ZINE
UG 2.9 f5 . BAG A RIS RN, SZmiiiE (B IREHE (SD) A
573 (331.5) pg/mL.
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R T IR T Z U AER PK RS, DARSARIE T Z 40 PK RHE, I
PG P A B0 1 T 2 U SR 2 T R R TP AR E R R

TP DU T Z I PR ZEYT IR RIS 223 ] 38 s, BEA PK 4y
Pres FR W, (E3CHRTE 4 SN RASE 5 N AR (BIZE 21 imiERD, 1585
ZIHPUMTER L BT, AR Crax 5 1 IRZA 20 J5 1 Conax HLAE I HI{E(SD)
1.6 (0.5). FRESMERIE (SD) H56.98 (18.07) mL/Kkg.

X 1,765 1455208 T 2 JU ST 5 AN R 2 G 1R T 1 2 R T R SR T b
BEAT T VUTERAA PK 23 #T . B 259697 FIBGIRYT 5, I8 20 BB Ik P2 - ) 1) iy
ZRARML. TEEREVRIT Y, SERNMEIEBR A ORI AR Wk THE R E Dy 15-24
Ko

RAEREAAR PK 4551, (R 2 N2 0 1A R Z IR IE R EA St =
MR, B, T2 REEEEETS, R RES R —FE S S
P o

BRAh, IEHHAT T AR, LLAE 1,309 41 % & M BB R TR KA
T ZICHBUEE 27 B Pl IREE 2 53 W IR 45 2 1K) 7 SR8 IR 45 2 I SRR 48 24 7
LA REN 1 AT L. BALEE RUIESE, BRIAYTTER 1 RN PK RFIERASE,
TR I 53 PR IR 4 25 R0 8 IR 2 I BRI 45 24577 SR 1K) PKORRE LT A T

£ 50 BIREA 52 28 /0 2 264 B PEIRTT 7 R RN R MBI 1 2 R
R T I SZ AR T A T A T U BB SR 2R YT I 2B 1 RE (MM Y 1003),
WA RAEH, AT Z IR PR a7 M2 Reh ) % Rl E b E 2l T 5k
i EZi & (GEN5S01 1 MMY1002) HlEAAH Y. BEARZRE) )% (T
MMY1003 1/2 #8431 22 5 23 # 1) PK Bdi) B2 RFRIFER I, 7R T H
WL TR, 1K ZIU AU B B R e [ 2 b S A [ 2l
A

72 I PRAFF 78 MMY3009 H, 114 511 5 R B VA 7 2 O P e v L 321
FH)PK HARLE R, IR ZICRGT S e K- ZE KA I F B AR ot 10 1L i
2R E S AR EZIRE (EERIERPEA MMY3004) FEAHH Y.

FEEK 3 MAIRGPRIE 78 MMY3011 1, 7 144 BIARIE A B AT 40 fe A 182
W% 2 T B8 2 (R4 114 6 b [ 203D vl Tk TR 2R 2
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RENIHHFFE . BT ZIRIE M E K- C-IR B ECE i, i E 2R
H IS PK RE 53R E 2303 (ERRIERTE L MMY3007) —3, S TRk
AR 7 SN0 LT 2P0k B (¥ A B AR T [ 52K, R Y 7E A R
7t MMY3007 IR EETE I N o R 328 (> 99%) 1EH:%2 6 KB — k452
J BEBIA ] 999 AR LTI (1 #E 55 A, IF BWFFE MMY3011 [977 %A 2 4 ik
i 5 R E 2 il #E — 5L

Rk N\

HEREFIE R

BT AERRZ IR T 2 JC TR 2R YT B PR G R YT IR SR AT 1 Y T
MBI PK T4 5, R GEF: 31-93 %) XHATE %L i PK LEA I

B, HAERERER GER<65 %, n=706) HHRBEESHERFEK
B FER=65 X £ <75 %, n=913; Filk>75 %, n=369) Hi)ZEEAMHLL.

FERER PK 34 eh, MR %0 3 7 22 JC B pT 28 i B I S M AN A I R = 3
13

I AR AE B 491 T S A T O AR B L A 1 SRR AT AR O 1 D gk
I, FEHESZIL T Z U R 20T B R AR YT RSB TR AT T DY I e
& PK i, HAAdE 592 #1'F DhRe b (ULEFEFR 2 [CRCL]=90 mL/4r) &
. 757 Bl EE B EERE (CRCL<90 H>60 mL/4r), 604 & B E B

(CRCL<<60 H>30mL/7}), 34 {51 5 J5 5 451 35 B £ AR ) i 16 % (CRCL<<30 mL/
e RMELHE B B RS ThRE I B WA R IR AR IR
B ESR.

ViElh

W AR AE L 2l o R IR Z Ui IE U 5T . T 19GL 4 F ik
TS IR ARE I IS A, DR BT h R B A KT BB IRIA T 2 G P
THER.

TEREIA TR Z SRR AR YT B P A R YT I AT T Y R4 PK
SN, ALEE 1,742 GIRTDREIEH 1 B CRABLLR[TBIAIR | 14X R AL L
[ASTI<IEH EFR[ULND, 224 #2453 (TB A4 ULN ) 1.0-1.5 {8 AST>
ULN) #1010 B+ (TB>ULN [ 1.5-3.0 f%; n=9) k& (TB>ULN [
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3.0 i n=1) FHFHE B . AW B0 3 AT DI RE 15 8 R R8T 2 JT T
T e AT RA WK S X E ST
N

MR AL 5 A28 B % JC YU 2590 )T B MR G167 1 B3 R b 47 1 DY T3
R PK 4 R, BHEZICEBAEAN (n=1,662) FIEE AN (n=326) ZiXEH
[ 2 e B AL

{i73=209
FEBHIEXR R

FIEE BT & & R s 5 R LRI ZR BB T69T :
A BRI AR T 75 MM Y3008

W9 MMY3008 /& —TF et BENL. PHEEZ0IE 1 it 9, 7fEdelh 2
R BEIR A P LA 16 molkg BRI MG B Hh 26 KAy (DRAD
T 5 R IE FEAMIEA EH ZE KA (RAD VAT . SRIBFERE (4% 28 R[4 AN 1A
JBA, FERA M 1-20 REGH 1K, BKIHIR 25 mg) S1EF & 22K
(DARENEERIK N A 2, 40 mgl&], “E#>T75 o3 1A F5 Z([BMI]<18.5 F &
o TR 20 /D BETRIT . fEARMITEH, HhEEKIAE AT 2
BEAT 45 2. ATARAE AL PR B AR 7 (5 15, o SR T8 P Jhe A bt ZERAR AT IR .
RTT YIRS B R, BUE B A T2

T 737 IR A R 368 4 /) FL#) DR 41, 369 1l 4 FL # Rd 4.
PIANEYT B2 N DV Ge it 2 A REE AR AL . TR AR 73 % (S 45-90
), MA%IIBEER>TS & REZBONAN (92%). B (52%), 34%[H)
(36 E AR SR DMEZL (ECOG) REVTEST M 0, 49.5%[% ECOG A& RRIRASVF
N1, 17%ff) ECOG 1ARE7r>2. 27%HIEF NEFR RS (1SS) 1 1, 43%
DN 1SS 1LY, 29%79 1SS I3 . AR [ BB 68 TAEAL (AIMWG) PRtk
PEEALE (PFS) MUMZELEN (0S) N7

WF5 MMY3008 )3 E PFS A5 R EoR, kv [ 28 N HES, 5
Rd 41HLt, DRd 4Rt f@ ) (PFS) th¥; DRd 4Lkik#|Hfr PFS, Rd
H Az PFS S 31.9 AN H (XU HE[HR]=0.56; 95% Cl: 0.43, 0.73; p<<0.0001),
FonHEZ DR JRYT IR IR0 1k Rl BE T 1 XU PR AIC 44% . BEHTIK) 64 S H Hh
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REBETT AR PFS 43 #r 45 R4k 42 5 7~, DRd 4H B3 11 PFS % Rd 44 fiiftk3% . DRd
HH {7 PFS S~ 61.9 NH, Rd A7 PFS N 34.4 ™H (HR=0.55; 95% ClI:
0.45, 0.67; p<<0.0001).

& 1. MMY3008 BF5tH PFS i Kaplan-Meier Hii£g

1.0 4
0.8 )
3,
TEA 0.6 4
=
i
E :
b 0.4 1 ‘aA D-Rd
R
D-Rd Rd
02 (N = 368) (N =369) Rd
' SR RETFE-A 61.9 344
D-Rdvs.Rd BIRBEE (95%C1) 0.5 (0.45, 0.67)
P <0.0001
0 rrrrnTr1rrTrr1rrnrr177T 177 1T T TP 17T 17T 17 17T 17T 1T 1T 17T 1T 11
0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78
H, 1
AR BEGIEE

Rd 369333 307 280 255 237 220 205196 179 172156 147 134124 114106 99 88 81 64 47 20 4 2 2
D-Rd 368 347 335 320 309 300 290 276 266 256 246 237 232 223 211 200 197 188 177165132 88 65 28 11 3

w7 BE VTR TR A 56 /N H B, DRd 441 OS it + Rd 44 (HR=0.68; 95% Cl:
0.53, 0.86; p=0.0013). H¥if] 64 M H iz OS A4 R4k 4k 7, DRd 41
FHHOS B Rd HA T . DR HAER|F 7 OS, Rd Az OS N 65.5 4
H (HR=0.66; 95%Cl: 0.53, 0.83).

0
0
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B 2: MMY3008 R+ OS [ Kaplan-Meier B

1.0
0.8
0.6 —
%
nd
{5l 0.4
D-Rd Rd
0.2 - iN = 368) (N=369)
My B4 7FER-H NE NE
D-Rd vs. Rd MFFSH ¢95% CIy  0.68(0.53-0.86)
P=00013
0 T T T T T T T T T T T T T T T T T T T T T TT 1T
0 3 6 9 12151821 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 63 72
H,I
B S -

Rd 369 351 343 336 324 317 308 300 294 281 270 258 251 241 232223 213183134 85 42 14 5 1 0
D-Rd 368 350 346 344 338 334 328 116 305 302 297 286 280 273 266 205249 226170118 63 22 6 1 0

N 7 FHH T MMY3008 1 H At e

£ 7: W MMY3008 BIH AT G R @

I7 20T VPAT B R4 DRd (n=368) Rd (n=369)
SRR (SCRHCR+VGPR+PR) n (%) @ 342 (92.9%) 300 (81.3%)
P1E® <0.0001
PR R L TE 2L AR (sCR) 112 (30.4%) 46 (12.5%)
TERGME (CR) 63 (17.1%) 46 (12.5%)
AEH U 4> 2 fiR (VGPR) 117 (31.8%) 104 (28.2%)
o &fE (PR) 50 (13.6%) 104 (28.2%)
CR BRI T7RL (sCR + CR) 175 (47.6%) 92 (24.9%)
P{H?® <0.0001
VGPR B 4S7 2 (sCR + CR + VGPR) 292 (79.3%) \ 196 (53.1%)
PE?® <0.0001
MRD FHM:Z 2¢n (%) 89 (24.2%) 27 (7.3%)
95% CI (%) (19.9%, 28.9%) (4.9%, 10.5%)
ELAE b K2 95% C1¢ 4.04 (2.55, 6.39)
pfice <0.0001

This copy of the document was generated on

24 Jul 2023

Page 21 of 42

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60345 Version: 5.0 Status: Effective Effective Date: 24 Jul 2023 (EST)

£ 7: HFR MMY3008 FIE AT R LE R 2

| TR PRA A R I [DRd (n=368) | Rd (n=369 |
DRd=1% 7 % JU S HT- KM P 12 -t KA 3 RA=JRI P - ZE K K2 s MRD=1 N B s Cl=
AEXIH

o T EMVEIT ANBE

b J#id Cochran Mantel-Haenszel = /7 46 115 p 1

© T 10° HEIME

d ROEFRPER T HE LK Mantel-Haenszel f51HE. HAEE>1 F/x DRA Bl
¢ p{HKH Fisher Kt

TEG AR+, DR 4B A e fEF )24 1.05 A~ H (JEH: 0.2-12.1 M HD,
Rd 4124 1.05 4~ A Gl : 0.3-15.3 ~H ). DRd 411 H A SR Al Fk 2 1] i R A 5,
Rd 410y 34.7 A~ H (95% Cl: 30.8, JEikfhiil).
TIEE B FHHBIEN S EEZLR SWE LK EECRREHR (VMP) B
BT
MK RBIE 58 MMY 3011

WHFt MMY3011 & —TFF st BEAL. PHEEXT R AT, PO 7 A 16
mg/kg BA B oK. RIECHIERER (D-VMP) 5 VMP J8J7 #rizWi A E &
H T2 A 2 R Ve BER AR I A IR QRO . 7E58 1/ 6 A 4524 A

(55 1M 8 IRAZ) h, 1855 1. 2. 4 A1 5 FAHHMTIIE KT (SC) 4,
B 2 %, RN 1.3 mg/m? AR, FERES I 8 /> 6 JA A (58 2-9 J&IH;
AN 4 R 25) H, RS 1. 2. 4 F05 HSR 2y, BR—Ik. 7£ 91 6 Ji JE A
(3 1-9 D M55 1 & 4 K, DRZEZS 9mg/m? SEiL-C 1 60 mg/m? ik B . A

A IR TT RS RO R R B BN BE R B

3t 220 32 F#AT T REHL P AC: D-VMP 41 146 %1 (FFE 114 1), VMP
H 745 (P E 536D, PIANRITAREELZ N DGt A MR R AR ALE
Wy 69 % (Julfl: 57-84 %), 15%M)EHFEE>T5 &, FiPE 60%. 32%FH) & & HY
ECOG 1&REVF4 9 0, 50%f] ECOG 1ARETE/r v 1, 17%H] ECOG RRETE N 2.
B 19G. IgA FIEREERL B 85I B I EL 70 N 57%. 27%H1 11%. 26%H) B3
N ISS 1, 46% 4 1SS 11 3, 29% M 1SS N I, 78% 4 st 4% 2 KUK Abs
fi. 2T IMWG b, VAl VGPR Bk UT 22 il 3 LA K PFS %5,
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TERAENTER, ARV 12.3 N HE, 5 VMP BRI, AT %R
PUBkE VMP JRYTLE PFS J7HR I BA Gt e L D-VMP 4R 3
FifL PFS, VMP A4z PFS 2 18.2 4~/ (HR=0.43; 95% Cl: 0.24, 0.77;
p=0.0033), £/~ D-VMP 321X (1)t B T RS VMP ZHBRAIK 57%

(E3),
B 3: MMY3011 59 PFS i Kaplan-Meier B8

100
M—a
80 - L. »
A - -
% BA AMA A - -AAA
% 60 <
i
K
N
1A
40
D-VMP VMNP
{MN=144) (N=T4)
0 - L.
2 i TR () NE 182
DVMP 0 vs VAP SHRNRELES B (95% CI) 043 (024077
F=0.0033
D -
] | I I ] I T | I I T
o 3 6 9 12 15 18 21 24 27 30
. THEEAETFR (A
B EEE
VMP 74 64 55 41 23 11 7 4 2 0 0
D-VMP 146 131 123 93 58 45 35 21 7 4 0

—&— VMP ---A--- D-VMP

fFEhAIBEY 12.3 M A, #F5E MMY3011 EE 4 7R, D-VMP 41 VGPR
B AT IR RN 74.0%, VMP 414 43.2% (HAE E=3.57; 95% Cl: 1.99, 6.43;
p<<0.0001); H[E ABEMFT RAEM NFF—3 (£ 8).
£8: WFEK MMY3011 KA R R @

¥ TR VPG ) 8 15K DVMP (n=146) VMP (n=74)
22 f# (SCR+CR+VGPR+PR) n (%) 129 (88.4) 58 (78.4)
pla°® 0.0591
PR B S 5E A R (SCR) 35 (24.0) | 4(5.4)
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£8: WFFH MMY3011 BF AT R gs B2 @

7 AT VP ) 2 DVMP (n=146) VMP (n=74)
SEAZEfR (CR) 28 (19.2) 9 (12.2)
e U 1 > %R (VGPR) 45 (30.8) 19 (25.7)
& (PR) 21 (14.4) 26 (35.1)

CR B AES7RL (sCR + CR) 63 (43.2) 13 (17.6)

pfa® 0.0001

VGPR 5 # 4:J7%% (sCR + CR + VGPR) 108 (74.0) \ 32 (43.2)

pfa® <0.0001

MRD JPEZ 2¢n (%) 43 (29.5) 5(6.8)

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

Ee A b A 95% C1 4 6.19 (2.29, 16.75)

pla e <0.0001

D-VMP=1A 5 Z L BH0-I & Ve K-35 O IR Je S s VMP= B e oK-36 15 -1R Je ¥ s MRD=

N R s Cl=EA5 X [H]

o LT REERTT AR

b p K HT Cochran Mantel-Haenszel & /5 1 56:

© 105 MY

SERPAER T IEF A LR Mantel-Haenszel ffii1{H. HEE>1 RR D-VMP #;
o

¢ pA{HEKH Fisher FfifEL%: .

A BRI AR5 MMY 3007

W9 MMY3007 J&—TF e BEbL. FEVEX IR, 1 ARSI, LR T A
16 mg/kg BEE W EK . RIECATLEFA (D-VMP) 5 VMP 1647 Hri2 W i) Aid
A EET A2 Z YR RS R. 58 14 6 HAAAM GE 1A
B 8IRGRZD) h, ERE 1. 2. AR5 JAMHTHIEVOKE T (SCO v, &M 2
o, FIEHY 1.3 moim2 R, TEREG 1 8 A 6 A A (28 2-9 A A
W4 ke h, (E5 1. 20 45 ), FF—IK. £946 HREM GF 1-
9 FAMD M5 1 & 4K, HIRZZE 9 mg/im? F3EC M 60 mg/m? IR JEFs . A RIRTT
FReR & o kR ok tH DU e B2 32 (O B b

H 706 9152 i AT T REHLEC: D-VMP 40 350 5, VMP 41 356 {7, HiA
BT AL N DG A B R AEAR L TR Ry 71 % (JEIH: 40-93 %),
0% B FHFWE>T5 & o REZECNEA N (85%). Lotk (54%), 25%H) i35 1) ECOG
REEVE N 0, 50%I1) ECOG 1RREVF-73 4 1, 25%11) ECOG RREVF 43N 2. i 19G-
|gA Fliz5E LB fiER AR W LU 43 N 64%- 22%F1 10%, 19%I1) 5 1SS |
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H, 42%9 1SS 11 3], 38% 4y ISS 11 W15, BA%HIYH MG A% 7 KUK A G . FE
T IMWG FrifE, 35 PFS Al A A7 HIVEN 7 2L

fEhALREYT 16.5 AN A, BFF MMY3007 1) PFS EE 41 R, D-VMP 4
B VMP AP D-VMP ARk 24 PFS, VMP A RH 47 PFS J 18.1
A~ H (HR=0.5; 95% Cl: 0.38, 0.65; p<0.0001). 7EA7BEYT 40 M H 5, T
(1) PFS T 5 R AR 27~ D-VMP A G351 PFS 2 VMP G Friist . D-VMP
AL PFS N 36.4 AN H, VMP 410 19.3 4~ H (HR=0.42; 95% ClI: 0.34, 0.51;
p<0.0001), FKAHHZSZ D-VMP 677 11 2 1950 3t e BT 12 XU P41 T 58%

B 4: BFF MMY3007 # PFS XEH7H) Kaplan-Meier #i£%

D-VMP VMP
(N=3503  (N=336}
1.0 PUTHRERS (A 364 193
N O DVIMP 28 vs VMP SARIERS Y (95% CL 042 (0.34.031)
P=0.0001
0.8 1
% 06-
5
0 ! e
B g4d L scman D-VMP
_q‘l'
0.2 e
\‘!—-UMP
O+—T—T"T7T7T T 7T 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
H
B MpmEE
VMP 356 304 278 263 246 207 171128110 93 78 67 51 29 15 7 0 O
D-VMP 350 322 312 298 292 265 243 220 207 202 188 173160113 63 26 9 0
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HAZBEVS 40 A J5, D-VMP A7 (0S) i F VMP 41 (HR=0.60;
95% ClI: 0.46, 0.80; p=0.0003), FHWiHE3Z D-VMP Hifyr i & 0T A FE
I T 40%. PIZHIARIEE|H A7 OS.

& 5: HF5L MMY3007 1 OS K Kaplan-Meier Hi£%

=
ih
t,
Bl 044
D-VMP VAP
U 2 - (N=3303 (N=336)
| s o NE NE
DVIMP £8 vs VMP $RRNFLESEY ¢ 85% CI) 0.60 (0.45-080)
F=0.0003
0 | 1 1 | | | 1 1 | | | 1 ] | | 1 ] |
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54
A
BRREHSE

VMP 356 331 325 322 312 302 292 278 269 257 242226198132 73 27 3 1 0
D-VMP 350 330 327 322 318 309301 292 288 283 275270248171 97 40 12 0 0

A MMY3007 1) H A7 204s B0 R 3% 9.
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£9:  BFRE MMY3007 BIHABIT LR 2

7 ROET VAR ) BB D-VMP (n=350) VMP (n=356)
MZE# (SCRCR+VGPR+PR) [n(%)] 318 (90.9) 263 (73.9)
pfa® <0.0001
e 5 e (sCRD [n(%)] | 63 (18.0) 25(7.0)
B (CR) [n(%)] 86 (24.6) 62 (17.4)
JEF W 2fE (VGPR) [n(%)] 100 (28.6) 90 (25.3)

HBr R (PR) [n(%)] 69 (19.7) 86 (24.2)
MRD BIPEZ (95%CD ¢ (%) 22.3(18.0, 27.0) 6.2(3.9,9.2)
U A EE 2 95% C1d 4.36 (2.64,7.21)

pfic <0.0001

D-VMP=iAT5 Z U HT-I B Ve K-S0 B -k Je s s VMP=i & 1 K-35 -1k Je¥a; MRD=
T/ NER B s CI=EL1E X [H]

@ BT EIIeIT NEE

b p {H>KH T Cochran Mantel-Haenszel & /5455

© T 10° 1 BRME

d S EFRAE R T LA ELE EL Y Mantel-Haenszel ftiiH{E. HEEE>1 %8 D-VMP BAk.
¢ p{H>KH Fisher F AL

EZfREY, D-VMP A A RN ) 0.79 ~H (JuH: 0.4-15.5 4>
H), VMP 415 0.82 4 H (JuEH: 0.7-12.6 N H ). D-VMP 41#) -p 1 22 il Fr 2 it
[ AR S|, VMP A4 213 MH GERE]: 18.4, AnIffiil).

Xf>70 & 8 # 65-69 % . ECOG #KeiV/r A 2 4y, BUEFR/NT 65 % HA
WA 2 () H A7 50 B ECOG 1R REVE4> N 2 43 1) Hi 3 (D-VMP: n=273, VMP: n=270)
BT WAL T o Z LT R4 RS B AR N B 45 R — 3. (B 4%, D-VMP
AL R AL PFS, VMP 4147 PFS 4 17.9 A~ H (HR=0.56; 95% CI: 0.42,
0.75; p<<0.0001). D-VMP HHI LG 90%, VMP 41y 74% (VGPR #.:
D-VMP 4 29%, VMP 41 26%; CR Z%: D-VMP 4 22%, VMP 4 18%; sCR *:
D-VMP 4 20%, VMP 4 7%). Z AR Z 2SR E SR NBER 4 R — 2. it
4b, ECOG fRBEVFr N 2 EZ 4L (D-VMP: n=89, VMP: n=84) [{j %41k
SIATEE RS SR AR 45 R — 2
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R M A GHEZR B
S e K BARYT
Hh 1w AR E 72 MMY 3009

W5 MMY3009 & —IRENL. 20 FRRCHE ARG, 758 % sk iA 1t
2% 95 P BB o [ B P LR i 16 mg/kg BB I B A K AT FE K FA 8T (DD
S VORFIHZERIAGTT (VA BERZET (SO HEHMEK GllEN
1.3mg/m? AR A, R X, BN 21 K B D FEEIRYT RS2
2 (55 1. 4. 8 7011 XD, hfest 8 MWL, BE AR M AKGST I (3%
84N [H 1. 24 4. 5. 8. 9. 11 f1 12 K IIARMZEKKS 20mg (80 mg/JH, HA
WIE oK1 3 R T AR 2525 2 JD, i >75 % . BMI<18.5. WEIRIpi {1
AR B A S [T B 9 97 AN 52 1 8 T & 20 mo/ i o TEAS R 2 H . HhZE
KA 20 mg VENHERT 2. A a7 RS 20w ik R B A Re e 32 (1 bk

it 211 BIEREIEI 2. 1 852 TRENLS4H: Dvd 4 141 41, vd 25 70 1.
G 4 5 06 R 2 IR B 26 N VSR 22 AR RFAE AR L, . B I R AT 4E R 61
% (JulH: 28-82 %), %) 1% EEFRE>T5 5. 80%M EH BT 32 & iy
RINHIF] (P (79%35 32 Ml & 12K ), 929% 1) & 1252 3 S % 1 4577 (IMID)

(3500452 KA FENE ) . FLERIT, 64% M) & X i fo —ZRIATT N 2 . 64%I1) 53

AU IMID if 24, 27% 01 5538 0 SR A0 BE iy 24 o %o Wi 85 M DR 243 P S5 2 R Rt
5T

ERAIBEYT 8.2 AN A, BFFT MMY3009 45 8 8oR, 5 vd 4/, Dvd
I PFS FE AT H RIS 0GE: DV A REEIH AL PFS, Vd 411
K7 PFS 5 6.3 ™ H (HR[95%CI]: 0.28[0.17, 0.47]; p £ <<0.00001), F#/R$EZ
DVd 677 1) 8 B0 2 F A T2 XU AH B 52 Vd TR TT 1 B PRI 72% (UL
6).
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B 6: HF5E MMY3009 [ PFS Kaplan-Meier Hi£%
100 H
804
?E 60
i o
F
il
tt, 40+
]l
20 -
O— 1 1 T | | I | |
0 3 6 g9 12 15 18 21
HRE BB R
Vd 70 44 22 10 3 2 1 0
Dvd 141 118 74 43 23 8 2 0
—=e— Vd ---6--- DVd

78 MMY3009 R H A7 245 3R W 3% 10,

2 10: B MMY3009 FH AR 804 R

I7 20T VPAT B R4 DVd (n=137) vd (n=63)
MR (sCR+CR+VGPR+PR) n (%) 113 (82.5) 41 (65.1)
pfE? 0.00527
FERE B L TE RS (sCR) 22 (16.1) 3 (4.8)
SEALERE (CR) 23 (16.8) 4 (63)
A WP s> 2R (VGPR) 44 (32.1) 14 (22.2)
oy & (PR 24 (17.5) 20 (31.7)
B RAIR R GERED ] 0.79 (0.7,4.2) 1.05 (0.7,4.5)
AL R AR SEINTEI L H (95% CD ] NE (NE,NE) 6.9 (53,13.4)
MRD Bi## (95% CD ° 22% (15.5%,29.7%) 2.9% (0.3%, 9.9%)
EAE B & 95% CI¢ 9.58 (2.22,41.32)
pfE¢ 0.0002
DVd= 5 Z IR B e K- FE KA VA= Bl K- ZE K Hs s MRD = /N B

Cl= BfsXIa]; NE= Tt

@ p{EkHT Cochran Mantel-Haenszel & J7 #5465 »

bR RARIT NEE, I AHE N 107

RS ER R F ELE AT Mantel-Haenszel ffiiHE . HEEE>1 /8 DVA B4k

4 pfEKH Fisher FEHHRLK .
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PAETT S AIE R H A7 OS. s AREVI N 8.2 4, OS XU Ly 0.34
(95% Cl: 0.16, 0.68; p=0.00162).

e 37.1 N AN, DVA %23 1) PFS AHEL T vd A2 il FH R ek 4
ABGE XEE (HR=0.36; 95%CI: 0.25, 0.52; p<<0.00001). DVd 4
M vd AR AL PES 230108 14.9 A~ H (95%CI: 11.10, 17.61) f16.3 ™MH (95%
Cl: 427, 8.34), DVd LRIER|F AL OS, Vd HFAL OS H 40.7 M H . FETIH)
HR 5 0.76 (95% CI: 0.50, 1.17; p=0.21289).

A BRI ARAE 78 MMY 3004

W9 MMY3004 & — TP acE . BEAL. BHVEXT R 1 e, 7EstRriezid
/b — 29T I R BHER T 2 R PR R S P LA T 16 molkg BX A S
PR A IER AR (DVA) 5T B VKA ZEKIA BT (V). BE % SC ik
SR IV SER ek GRIESA 1.3 mgim2 AR A, AP, 84N 21 K

(3 ) MEERITEMRA 2 2 GF 1. 4. 8 A1 11 KD, FLFpak 8 M.
BEEAN BRI (384 B 1. 2. 4. 5. 8, 9. 11 f112 K[
Pkt ZEKFx 20 mg (80 mg/ A, FEAMINE KT 3 Va7 42 2 JiD,
>75 % BMI<<18.5. #7342 fill A Bl BE A3 245 [ Wy 7 AN 52 1) 26 3 m ek i 42
20 Mg/ . FEASEEY R, TS T 20 mg shEERIAMENRITERT 2. ASA
I7 FR LT P ke B A e B2 (R B

SLit 498 Il 432 T RENL 4, DV 41 251 151, Vd 41 247 fil. AfHS
X HRZH 2 TR) R B 2 N 1 Gt 22 RN R AR AR (L o 85 1R TR A2 AR 14 64 %5 (L.
30-88 %), 12%[1 - FIE>T5 % . 69% B B2 IS P1 (66% %52 1 i1
k), T6%IMM EE 2L IMID (42%FH: 5250 RIBENE) . FRLRRT, 32%[H) i3
BJE—RIBITI 2. 33% M FH AT IMID i 2, 28%1) 5535 Xt R HS i 24
S B A oK 24 1) S5 3 R B HE LA 9 . T T IMWG ARHER) PFS RS AL
W (0S) WM RL.

FERALBEDT 7.4 AN HIE, BEFE MMY3004 1) PFS E50#r o, DVd 414
Vd 1A Frsst s DV 4RI B H A7 PFS, Vd 411 H A7 PFS 7.2 4~ H (HR[95%CI]:
0.39[0.28,0.53]; p<0.0001) . fEHArfHE; 50 N H 5, FEHTHI PFS 73 B 4h R EF4E
28 DVd ALEF ) PFS B vd A A ik . Dvd A Az PFS Oy 16.7 M H,
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vd 44 7.1 M (HR[95%CI]: 0.31[0.24,0.39]; p {£<0.0001) , F M 5#3Z vd
RITIEE AL, #2252 DV ¥RYT B O R BE I KBS PR T 69% (A
7).

B 7. W5 MMY3004 f) PFS Kaplan-Meier BiZ%

D.Y4 1
(N=251)  (N=24T)
1.0 iR (B 167 71
DVd2R ve Vd SARIFLES Bl (95% CT) 031 (024038}
" P=0.0001
0.8 1
7 -
G 0.6
fe
{7
Y
o]
0.2 4 D-vd
D e St
’TT T TT T T T T T T T T TFrr
0 3 6 912151821 2427 30 33 36 39 42 45 48 51 54 57
A
=Rl ph e =a

Vd 24718212974 3927151 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

FRAE BE VTSR] A 73 A~ B BF, DV 25 OS T Vd 244 (HR=0.74; 95% Cl:
0.59, 0.92; p=0.0075) . DVd 44 OS N 49.6 ™ H, Vvd 414 385 MH.
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& 8: HF5E MMY3004 H OS f¥) Kaplan-Meier Hi£¢

e D)-Vd
D-Vd vd
0.2 - s (N=251) (N=247) vd
fLRETFE-H 49.6 385
D-Vd vs. Vd BJREELE (95% CI) 0.74 (0.59-0.92)
P=0.0075

0

rr 11111 1T 1T 1T 1T T T T T T T T T T T 1T T 1T 1.1
0 36912151821 242730’4’4’13?)34911’*4851 54 57 60 63 66 69 72 75 78 81

B M BE G5 i

Vd 247219206 192184 172 1591561 144 138 129121 113110104 97 93 84 78 73 68 67 63 54 34 13 2 0
D-Vd 251231225211 207 201 189 182 172 159 154 150 144 138 132 128 120 113 109 107 103 100 96 88 54 24 9 0

R MMY 3004 1) Aty 7 2048 80 N 3% 11,

£ 11: BT MMY3004 FH AT R045 B

T AT PP E) BB DVd (n=240) Vd (n=234)
MZER (sSCR*CR+VGPR+PR) n (%) | 199 (82.9) 148 (63.2)
plE® <0.0001
PR B U FE RS R (sCR) 11 (4.6) 5 (2.1
e (CR) 35 (14.6) 16 (6.8)
WP 4y 2% (VGPR) 96 (40.0) 47 (20.1)
Horszfk (PR 57 (23.8) 80 (34.2)
W BRI EH GEED ] 0.9 (0.8,1.4) 1.6 (1.52.1)
W R MR RF AR TRILH (95% CD ] NE (11.5,NE) 7.9 (6.7,11.3)
MRD [H#:# (95% CD ° 8.8% (5.6%, 13.0%) 1.2% (0.3%, 3.5%)
U AE EE K2 95% CI¢ 9.04 (2.53,32.21)
pfE ¢ 0.0001

DVd= XHZ AP BV ZEKFN ;. Vd= BB K-HZEKKS; MRD = UMk B
Cl= Bf5XIH; NE= Jikfliit.

@ p{E>kHT Cochran Mantel-Haenszel & J7 1546 »

b BT EENEIT ANRE, ImAHE N 107

o fii 3L [A] LB EE 1Y Mantel Haenszel ffitHE. LA >1 X8 DVA Bk

4 p{E>KH T Fisher L
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55 R T BE NIRRT
A BRI ARAE 78 MM Y3003

W5 MMY3003 & —TOT78cE . BEAL. BHPEXSIE 1k, 7EREAE 2 /04
523t — 2RI YT IS R SR T 2 R T R A TR LR T AR 16 mgrkg SRR FE
FEAMEF B ZEKAL (DRAD BEAVAYT 5B B F AMISFI SR H FE KR (RdD B
TBIT . RIERE (FERA N 28 R[4 B EZ SRR 1-21 REH—
Rk 25 mg) S5GHIE (40mg/f) HiZEK (>75 %58 BMI<<18.5 [ &3 Al
A 20 mg/ D BEG 4R 2. TEARMEIE K, TJass T 20 mg HiZEKMAVE i
FERTHZS, REARF RS Y. WHBEFFEEZRTT, R HIEmtE
BN AT HESZ R EE

Jtit 569 ] %% THENLS4H: DR 41 286 %1, Rd #H 283 #i]. A4S
X HEZH 2 AT B 28 N 11 Gt OB R AR AR AL o S8 TR R LA 4 65 5 (Fi -
34-89 %), L1%HIEHEEWR>T5 & KEpEE (86%) BEfE#E1d Pl, 55%}H)
BA AR IMID, HAa4h 18901 &3 BEA B2 1 R AL 44%I1) (3
BEAE B2 0L PLRT IMID IXPIZRZ54) . BEZRIT, 27%00 B8 X i Ja — ZRIRIT TN 24 .
18% 1) FEAENGT P TR 24, 21% I £ 38 6 B 5 17 K 24 o SXot SR P et 243 1) A8 2
HERR AR 7T I T IMWG AR PRS FLEAEAEHH (OS) PFMIT 2K

fERALREYE 13.5 AN AR, #F7E MMY3003 H PFS (= E 404 &Eo~, DRd 4
(¥ PFS % Rd 204 fircsi%; DRd 4LAEF 47 PFS, Rd 44z PFS Jy 18.4 1
H (HR=0.37; 95% Cl: 0.27, 0.52; p<0.0001) . fEA7fED 55 AN H G, B
(1) PFS 73 it 25 R 742 7 DRd 48 1 PFS %% Rd ZHA ATl . DR 4L 47
PFS 2y 45.0 N H, Rd 414 17.5 /> H (HR=0.44; 95% ClI: 0.35, 0.54; p<0.0001) ,
R DR VYT I B R A SR T I KU IR T 56% (LI 9) .
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B 9: HFF MMY3003 i PFS Kaplan-Meier {28

D-Rd Rd
(N=2861 [N=233}
1.0 % PR () 0 s
.. iH vsRdg 93% CIL 044 (0.35-0.54
\ P=0.0001
0.8+ >
yP g
% 0.6
fE
%
i D-Rd
t 0.4
o
. e
0.2 'ﬁm. Rd
D I I 1 1 | | I I I I 1 1 1 1 | I I 1 1 1 1
0 3 6 9121518212427303336394245485154576063
H
ARSI

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

76 80 MAMIFFAIBE G » 5 Rd AL, DRd B/~ OS fi#(HR =
0.73; 95%Cl: 0.58, 0.91; p = 0.0044). DRd 4.+ 17 OS } 67.6 N H, Rd 4
518 1A
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B 10: BFF MMY3003 H OS HJ Kaplan-Meier BiZ%

AL

D-Rd Rd
0.2 ) (N = 286) (N =283)
' FRBEFE-B 67.6 5.8
D-Rd vs. Rd BYXELE (95% Cl) 0.73(0.58-0.91)

P=10.0044

0

rrrr r T r 1T r 1T 1T T 1T 1T 1T 1T T T T 1T 1T T T T 1T 1T
0 36 91215182124273033363942454851545760636669727578818487

A
B KB BE B
Rd 283273 258 251 239 229 220 206 196 194 189 184 174 160 153 151 145138 127 124 117 114111105 95 90 81 31 4 0
D-Rd 286277 271 266 260 250 236 231 222 215207 198 193 186 180 175 168 160 151 147 141 140136133130 127111 40 8 0

98 MMY3003 R H A7 54 3R W3R 12,

F£12: W5 MMY3003 HIHABT 84 R

IT AT YRA B B AR # DRd (n=281) Rd (n=276)
MR (sCR+CR+VGPR+PR) n (%) 261 (92.9) 211 (76.4)
pfa® <0.0001
PR R U TE 2L AR (sCR) 51 (18.1) 20 (7.2)
TEAEZM (CR) 70 (24.9) 33 (12.00
A L 5> 2R (VGPR) 92 (32.7) 69 (25.0)
Horezfig (PR 48 (17.1) 89 (32.2)
W BRI R H (95% CD ] 1.0 (1.0,1.1) 13 (1.1,1.9)
H R AR TRILH (95% CD ] NE (NE,NE) 17.4 (17.4, NE)
MRD FAPE#R (95% CD ° (%) 21.0 (16.4,26.2) 2.8(1.2,5.5)
ELAE b &2 95% CIe 9.31 (4.31, 20.09)
pfa¢ <0.0001

DRd = A ZIC AP R E - FE KA Rd= RIS HZ-HZEKFS; MRD = Nk B 5
Cl= Bf5X[H; NE= Jifliit.

2 pfE>kHT Cochran Mantel-Haenszel < /51556 .

b BT EENET AR, ImAHEA 107

o i 3L A bE{E EL ) Mantel Haenszel ftitH{E . HGAE L >1 &/~ DRd Bl

4 p{EKHT Fisher FHik L -
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HAIRIT

T ST TR FUAIE 52 1 A i B 290 T S R RIHME Va1 22 i kRl BN
RTINS AT 280R 22 A, T e S5 28 W A 0 52 A 48 i 0 A 0 ) 70 60 e 88 84 79 )
9T, IF BAE RS — IR YT I H B R
A BRI PRAT 75 MMY 2002

W MMY2002 J& —IIEREA 52 T 2/ 3 Zeyhyy CELHE B (1 A0 ) 7 A0
G YT 7)) B X 1 T A ) 70 R G R 7R R iR 24 1) 22 R P R R
I TR TR U ALY RO 2 A S 2l TG RARF 9T . 106 15
RV PEZ R B BER B %% 16 molkg ASMAYY, BELESIRHHE. BEW
HIRLAERS A 635 2 (Jul: 31-84 %), 11%MIEH>T5 &, 49% A B, 79%H
FNo B LB BER 2SR N 1gG Y (46%)+ IgA B (21%) FIEEEER (28%).
I3 A 38%ITI A 1SS 4 v 2 WIAN 3 H.35% M A 21 10 NEE A
13%I1 B A RS K AR . B MBI B BN R AL R 4.8 G
1.1-23.8) F, BEFBAEREZIDRIT LB P Ay 5. 80% M) B BE T H1d B
T AMIFE R (ASCT). 38 B2 i I7 G FE I & K (99% ) SIS FE i
(99%). LK (63%) LARRIAEMK (50%). HEZREF, 97%I1) 3 0 BEAE 4%
AR E — RIRIT N 2, 9% ) A 3 et B 1 T A 1) 3R R0 S e 1 T 40 2
TTY%I1 80 A T 24, 63% 1Y) 35 X 15 BE G 24, 48% [ f & X R AEMK
M 24 .

RIS EZ AL (IRC) VPAl &5 S HEAT TG TR A b 2T 7 ks
W R 13,

% 13: W MMY2002 F IRC YRR 304 1

TR R A5 16 mg/kg
N =106
MR T (ORR: sCR+CR+VGPR+PR) [n (%) ]| 31 (29.2)
95% CI (%) (20.8,38.9)
FERS RO SE 2R (sCR) [n (%) ] 3 (2.8)
SERLEE (CR) [n] 0
EH MR %MH (VGPR) [n (%) ] 10 (9.4)
YR (PR [n (%) ] 18 (17.0)
IfR3KZE % (ORR+MR) [n (%) ] 36 (34.0)
W R EEt i [H (95% CD ] 7.4 (5.5, NE)
R RALR I GERED ] 1 (0.9;5.6)
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U A IR B R T LR
Cl= BEXI; NE= At MR= BUNER

AN B AT 2 1 SRR S A (B SRR VR T, T MMY 2002 H () A 22 i
R (ORR) L.

FEPALRE VTN (8] 14.7 AN I AEAIRBUSE B, Az S A A7 (OS) 25 17.5
ANH (95% Cl: 13.7, ki),
A BRI PRAT 75 GEN501

W9t GENSO1 & —TAE BEAE 32 &5/ 2 iR RIFUIR 5 KA IT H 2480 %
A HA AT B I B R B VA P 2 R M B R S A VRN IR T R L TR A
722 AR E RIS . TFEOR%E VI MG RIE 78 . A FErh 42 153 R Fiuk
A2 RS B E 2 16 mo/kg AMIRTT, BERERIEE. SEPAE
iy 64 % (JulH: 44-76 %), 64% N TE, 76% NE N . & LK ERBERREN
IgG B (57%). IgA B (10%) ARER (21%). 52%HEHEEZ T 10 MEH
PSRk 10% 000 B8 1T BEAMK IR . B MATUGS I BN R A7 B ) A 5.8
(JaFl: 0.8-23.7) 4. B BEAEZI BT REI P ALECH 4. T4%0) B #E BEAE
B32id ASCT . BEAE 16T ELFE A 2 122K (100% )« 3K T B2 i (959% ) 1 T FEE 4 (36% )
PAR AR AR K (19%) . FEREZGI, 76%) i wf REAE 1252 03 B i Je — B T i 2,
64% 1) 553 0F B 11 A 400 1) 0 0 8 Y RIS 24, 60% ) £ 38 b ot 4 7T 24
36%0 1) B3 X VH G FEIET 24, 17% 1 38 0 -R AR K 25

SR M Bo%, #5532 16 mglkg A IGYT )5 ORR %% 36%, CR
N 5%, VGPR N 5%. PTALEZEMNEY1AH Gufl: 05-3.20H). wHARik
B P AR FF ARSI (95% Cl: 5.6 N H, ik,

FEPALRE VI (8] 15.2 /N H FAAPIRGLEE B, Rk F| Az OS (95% Cl:
199 MH, TEWFAL), 74%1 2R E RS -
Co I H A 3

R —MRSFEA, B R0E R A B R ER . — 5
15 83 IS R ANHEIE ME 2 R B iR 23 (WP 9T GENSOL) kAT i s 1 A 7
i, VR T AR SIE (4-24 mglkg) 55X QTe [AIARIEENA . FEAR i1k B Conax I
LR IR A PK-PD 201 B QTe [RIAIMEE A HILURIEE I (RI2KT- 20 ms).
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NK 40fi#i% CD38, XfikR ZICHEHIN T IS wAE UK. B %0
ByLaZifE, AMEMAMEREF RS NK 40 (CD16'CD56") Fliffih NK i
(CD16"CD56%™) (2%t v+ % LA K H 43 o nl LA

B ZICHBPUN R FHEA, B8l BAEH KT ReEECN . MG
AE I PR B R B $2 7818 B G B AP AV AR I 0 3 B AR SEBAE
BER

BALFM. BE 2PN AR T R AL I A

AR AT ZICRBUM AR EAT AR A ERT L. CD38 DR R /N B AR
AT DL R, S AR E . CD38 K b sh At Fu 45 SR B,
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HIEIG AT (.

BoEtE: A FHZICRPUHARIEAT BUR AT 5T
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mg JE T % IR
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400 mg A Z P,

AR 1/ .
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RI 125

2441 H
Fik Jei

MDD F BE R, BRARFT R /R R 10 75 125 Re 8 FIE BRI AR P e P LR
75 W 82 S RS P A o A SRANRESZ BN, p A P 2 6 B0 A U ) T A7 T
[N S5 A, TEVEL (2°C-8 CHOBE LS4 A P I A AT 24 /N, Z JGTE=IR (15°C
25°C) M=ENIBIALME NS 15 A CRFEHER D . R ARFEKE
B, L2 HT NIRRT
[ AT HrE]

25 e bR 7S20220048
[t 5]

100mg/5Sml/jfii: 20190029

400mg/20ml/Jff: S20190030
(255 B RE A]
ZFr:  Janssen-Cilag AG
VEMibE:  Gubelstrasse 34 6300 Zug Switzerland
(4= 4]
4 FR: Cilag AG
A= Hidik: Hochstrasse 201, 8200 Schaffhausen, it C[AJS 6 57 ki)
[EABRRTA]
YRR VLA AR 25 TR A F]
Mtk BRVEAE V22T R X R R R R B DU 19 5
MBS : 710304
FLIE5iS: 400 888 9988
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FEE S, (029) 8257 6616

M3k: http://www.xian-janssen.com.cn

***END OF DOCUMENT***
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