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1z
FITA B2 AR i B2 110351 [ 52 77 52 1,800 mg B25¥R 77 (4B 0 2R 35y vl Tk 31 7 00 B

%o EZRIEEMREEFE T, MR TAEZICRIEIka 24, IUARETA (<65
kg) M F¥Chouen CGHEFEMAZETIR) #160%, FAAEIA (>85kg) fK12%. {EARE
>120 kgff)—2e B E T, WP REERC, XTRESEUTRCN . HX—0g
SRR THEARMEE . PEEEESAETRS (<65kg f>65kg), &
111800 mg2h 24 15 bk 45 24 )5 1) Curougn A LU HREE 34 55 4 o B R 2 — B
T R VR BRI UE R R AR B oy, W L8R B AN [ B 18] 1) Crrougn £ 7E A
MR
BALAE
ARUSCEE S 2 W Y T DL S I 7 AH 5% 1R 1 R AR S5 A DG 2 B
{73700
£ RUEEEE
BLRIT - BRI/ IEMER T HE
A BRI RBF MM Y3012
MFAMMY3012& — P cE . BaML. THEAE S e, a2 %
/D ZBIRYT CRLFE S B A TR S R D B A R AR (PD A4
FEYH 77 (IMID D) XU 24 1R 52 R PR B v 22 Ok i iR S b LR T IR R Z L
U MIES 42 (1,800 mg) HiAT ZICRPEIKkE 2 (16 mgkg) WA RUEAN
A ANRIT IR 255 FON: BB LR AR A — IR, SE3-6 IR A — K,
ZJERRARE IR, 28R A— A IRIT RS R I AT H S B EE I B
ETES22M LB 263055 L 220K B %I HRPUE R, 259614 AL
FIRTE S A PUE BRI BRI AL IR LR N D Gt SRR A B . R
HHIRALAERY 67 (E: 33%-928), 55% N, 8% NEAN. HFEKH
PIAKRE T3 kg (JEH: 29 kg-138 kg)o B BRAFR 2 I R ALIGIT LR B N4, it
51%H) B B2 0T B s LA (ASCT), 100% ) &3 Bt #5214 Pl
FIIMIDIX PR 254, K 2 HURF 0T BEAE 4 BT 24, B FPIRIIMID (49%).
ZHEFIES] T IMWGERFRE SR M (ORR) (F11) M3
RE VTR Crougn (W DRGPRZGED 1 HpF) E 22 11
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£ 11: B MMY3012 fcsass B

EEZLEIETRY | REZNAHBKEH
(N=263) (N=259)

FEAQ

SARZEE (sCRHCR+VGPR+PR), n (%) * 108 (41.1%) 96 (37.1%)

95% CI (%) (35.1%, 47.3%) (31.2%, 43.3%)

FEXT RS (95% CD ® 1.11  €0.89,1.37)

CRECEUF MR, n (%) 5 (1.9%) 7 (2.7%)

AW LF IS 73 22 (VGPR) 45 (17.1%) 37 (14.3%)

o & (PR 58 (22.1%) 52 (20.1%)
REE R

AR R, n (%) © 33 (12.7%) 89 (34.5%)

TR, H

HALEL (95% CD 5.59 (4.67,7.56) 6.08 (4.67,8.31)

R (95% CD 0.99 (0.78,1.26)

BT R AETT ANB .

b

A 25 R AR % ) Farrington-Manning & 46 U p{E << 0.0001
HETF 4 M ABE. Cochran-Mantel-Haenszel £ 75 15 46 fP{E <<0.0001 .

HALRET529.34 FIN, I8 ER 2 U B BT iR 2H B A0S 928.2 H (95%C:
22.8,NE), &TE ZICHRPUHIKL 254 A0S H25.6 ™ H (95%CL: 22.1, NE).

GAVERI 245 R CRFRM AR ) 5ik 5 %R N7 AE &
T EPUER R 0 O e A TERRAE — B

MRCTSQ GG EEXRITIEEN EEMELERE) WEREH, 5
P52 I8 TR S LRGBS 25 R AR LG, BES2 ik TR U BB R T R A S kA
TR T . SR, R AR AE (i £ o
BB Z6IT ER M B
LRI RAF FEMMY3013

WFRMMY30132& —IiBEAL. FFcE. PR BRI 2 JoC IR 7L, fEREAE
P2 id B0 1203007 CRUAR RIS BE e A —Fh B B R IR R BRI TS
R BEIR A TP LU B (1800mg) XA H B R Atth S8 K4 (DPA) 515
FERRER G ZERAR VR YT (Pd). S FERE (FERFAN28 KA B 45 24 i HH v 1) 38
121 R H—Wamg DR SHiZE K 40mg/H (B35 >75%, WE N20mg/ ),
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RN KRINGIT I EE 1, 8, 15, 22R R 2. fEARMGHAI IR, ks T
20 mgHh ZEKAMERTUEIT HZ, RIRIIEL LRI T/ dE K
AFIE R B, 20mgHl & A A & B R #F a7 2. R4 =i et
(3 4k 77 A5 2R R Y T R e AT M ZEORAA (R ) . WAL YR YT SR S B itk e, B
B HIA T HZ MR

13045 B H B2 T RENLS 4 DPAZH 1S 16, PAZH15361. TERKIAIT T %
S ) B 5 1 S B 2 FE R 1) R A NI 9 o ARV T B R U A A5, HEBR
WEA IR T ) R AR >3 G0 B 5 1 B3 o A b 2H 5 0 R 2H 2 ] (1 R N 1) e v 2 AR
WIRHEAR L. S R ALAE RS 678 (JEH: 35-90%), 18%MIEH>75%, 53%
NBEEE . 45%HEE A 1SS 10, 22%MIEH A 1SS M. BEARZ T+
RVRIT 2L, P A S S 52 0, £ — Pl B T 41 st 70 R A R R e P R A ¥
7, S6%MIEF 2T T (ASCT). 96%H & & BRAE 52 1 i & e K iR
J7o R B (80%) KIBFENZMN 2, 48% 7% & EBGARHNHI R 25, 42%
FEE XS G B YA T ARG 1 B AR A 2. 1% 00 B R sz 1 2T B
A B LD RIBPENET 2], 32.4% 0] B35 SRR BERE AP 24« BT [ R #id
R LAFH (IMWG) b, WRIETHEEAAAY (PFS) PROIT R

ALY 16.9 A, HFRAMMY3013 PFSH) B 4 4T 7R, DPA4LIPFS
BPAH BA Giit 8 XIS ; DPAAL AL PFS N12.440 H , PAALHALPFS N6.94
H (HR=0.63;95%CI: 0.47,0.85; p=0.0018), F W2 DPAIAYT 1) B KA Bm it
Jee BRAE T 1 XU A 1 37%
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1.0 D-Pd Pd
: N=151)  (N=153)
‘ R R R T 124 69
x Q D-Pd#41 vs PAZL AR EL (95% CD < 0.63(0.47-0.85)
08 Gy P=0.0018
% 'l
pea ".
T
0.6 4
Bl
0.4 < D-Pd
0.2 -
O—TT T T T T T T T T T T T T T T T
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36
A<
A AU fr) 7R 221 e

Pd 153121 93 79 61 52 46 36 27 17 12 5 5

10 00 0 O
D-Pd 151135111100 87 80 74 66 48 30 20 12 8 5 3 2 2 2 1

B1: BFFRMMY3013/PFS Kaplan-Meier i 8
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£ 12: B MMY3013 BT Rkgs R @

D-Pd (n=151)

Pd (n=153)

BARZEME (sSCR+CR+VGPR+PR) , n
(%) 2

104 (68.9%)

71 (46.4%)

pfE®

<0.0001

A% R e 2R (sCR)

14 (9.3%)

2 (1.3%)

TEZM (CR)

23 (15.2%)

4 (2.6%)

AEHLFIER 2 S2f% (VGPR)

40 (26.5%)

24 (15.7%)

Ry 2zt (PR)

27 (17.9%)

41 (26.8%)

MRD FHEZ ¢, n (%)

13 (8.7%) 3 (2.0%)

95% CI (%)

(4.7%, 14.3%) (0.4%, 5.6%)

0.0102

P g ¢

D-Pd=ik 85 Z I BAH-TA T B - M 25 KK . PA=VH 5 5 k- M 28 K4 . MRD=1/ Nk B
CI=E 5 X [A]

a
b
c

d

BT R mET N

p 1HK B T4% 85 2R Z A %1 Cochran Mantel-Haenszel < /51555
MRD P12 I T 2 mva 7 A#EFISE 107

P {3k [ Fisher A& R4 o

TR fREH, D-PAA AL 2SR BN H GER: 0.9-9.1/1H), Pd4

LN H (FEH: 0.9-17.3MH). D-PAARIE R st ia) Gull: 1£
349+ HD, PAANISONH GuRl: 1+524.810H).
BRI RIT MM Y 2040
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BMI<<18.51 i # Al i 220 mo/ D BREH . AMIRTT Frek 25
BE B AN T4 32 (1
- SEREEK L SRR B A ZEKAR B & 2 (D-VRA) 877 #1128
WS A MM . B oKl I R A 2, e 13
mg/m?, TEESLJE R 25 & A W IR A 2. RIS EAE B LR -8 14 R R
25 mg I R4 245 AT R Hh SE KA 7R 3 45 24 B AT 40 mol I 45 24 . A
I7FFSEIT R) g4 T .
N 19961 5 (D-VMPAH: 67f]; D-RA4L: 65%; D-VRdAAH: 671D,
TIMWGHR#E, TN LS E 797 R W5 RFA D-VMPAHID-RA £
FZ TORR LA S D-VRAM 4 i VGPREUE B 122/ (W.313).

# 13: BFF MMY2040 BF7 R4S R

D-VMP
(n=67)

D-Rd (n=65)

D-VRd
(n=67)

B (sCR+CR+VGPR+PR),
n (%) 2

60 (89.6%)

61 (93.8%)

65 (97.0%)

90% CI (%) (81.3%, (86.5%, (90.9%,
95.0%) 97.9%) 99.5%)

PRSI SE 22 /i (sCR) 13 (19.4%) 12 (18.5%) 6 (9.0%)
SR (CR) 19 (28.4%) 13 (20.0%) 5 (7.5%)

JEH LFIE > 22 (VGPR)

20 (29.9%)

26 (40.0%)

37 (55.2%)

Moy 22k (PR) 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPREREIFHIZEM#E (sCR+CR+VGPR) | 52 (77.6%) | 51 (78.5%) 48 (71.6%)
90% CI (%) (67.6%, (68.4%, (61.2%,

85.7%) 86.5%) 80.6%)

D-VMP=1% 5 2% JC 470 B 1 K-S 35 &Ik JE#L s D-RA=1A TR %2 JU S4TSR B -1 26 K
5 D-VRA=1AT Z JC G- 8 KR B - 2K KR s T8 2L HI=DARAZALEX ¥

FHilF; CI=EfE X H .
o BT RARIRTT I E

JR R BRI Ve A
BRI R FLAMY3001

FE—TOF R . BEAL. BH XS BB 78 AMY 3001 R34 1 A S BEAVCd (D-
VCd) JRITHIIT 3. FF6ZE RN B WL B A H2 W 16 5k PR e B ey A
2AFIANEE R I E R R S A OB BN T-TA B (BR3P Mayo 2004
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OMIE A3 BARK I 2 R ARO FINYHA I-IITAZR « HEBRNYHA BV 83 . b
UG TERR28 K — NI 1. 8. 15F122 KIEZ M B K 1.3 mg/mP iz T4 245, ¥R
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mg/30,000 U, fE5518 28R — IR N2y, BB H24f 28—k, N
SE2S T AR TRASE — R, B R B TR GA 24 5 B 24 I o AR R FE K
FATE[R— RGNS, (EAR A ZTIA THIZEKIA20 mg, AFAZ )G 4% T4
B HZERAS (WBEFD . BTG R Ha b AL A 28 G AR S bR A
5E [ MR 2 52 4= 28k (HemCR) 28 LI PR G2 ] 72 HLIk B L 52 B s
BEEACFRERACT IR FIR s 28t LUE IEH ). BN IO IR B (Mayo
200402 73 SRR S5O RSO A2 75 A S A W 2 e R e M R A R 2 S0 1 AT 4 i
Bit (ASCT) WIEZFIEIhEE 2.

388 52 T BN 41: D-VCA41195%1, VCAZH19341. B
TR 648 (JuHl: 34%-874); 58%RZT1HE: 76% R~ AN, 17%£WMAN, 3%
e BANBCAEERE N 23%2 R ARV DIEDY, 40%21, 37%
AR . RAZ TR RN GEll: 1-6), 66%HEE2METZ R, &
M EEIREN: OIF (71%) BAE (59%) RIFFHE (8%). KREZHEE (79%)
KB M RS R B o
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F 14: AMY3001 BTG R 2

D-VCd vCd
(n=195) (n=193)
M 22 5¢ A2 i (HemCR), n (%) 82 (42%) 26 (13%)
pfE® <0.0001
JEF U I R (VGPR), n (%) 71 (36%) 69 (36%)
R (PR, n (%) 26 (13%) 53 (27%)
i ¥ % VGPR B( ¥F 4f M & f# 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBERETLHERAESY o, AKELE 0.58 (0.37,0.92)
95%CI

D-VCd=3AE Z It B0 -0 25 Vi K- BRIk Fiie -1 ZE KA s VC A= 5 Vi K- P Tk - b 2 K o

@ BT REMTRIT AR

> p {3k HF Cochran Mantel-Haenszel & /71556 .

¢ FIRSLEREUR-PFS E XN . RIS OB FEEIET:
D-VCAZHAIVCAZH. 1) 22 HemCR ) AL TR] 7931 60K (JEH: 8K-299K) F185

K (FEHE: 14R-340K) . D-VCA4H ZVGPRELEE 1[I A st A g 178 (T

5K-336K), VCAH AN25K (Gu: 8R-171K). FEARTHF AL FIHemCR A H

RLFFEEIN TH] o
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0.8 = L——— p-vCd (N = 195)

=i ot qit HF A iEE o

0.6 = VCd (N = 193)

0.4 —

0.2

0

1 1 1. 1 1 1 1 1T 11
0 2 4 6 8 10 12 14 16 18 20 22

H
BHENEE
VCd 193 163 134 111 656 44 29 20 10 7 1 O
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B2: BHFFEAMY3001FHMOD-PFSH N Kaplan-Meier BH 2§

WEFE AL BE VT A 11440 H o B AR IA B 2 B8 B by et e AR AT
# (MOD-PFS) MHfifE. S (0S) FHEA . JLWER|56H] HE T
(D-VCA4IN=27 [13.8%)] vs. VCA4IN=29 [15%]).
BT B AR IR 58 R G R 25 R I SR AT b L 3R 3l ORE » A s BEAE ) 78
SR P T A A2 3R AR AR DRI IR 28 R 45 R
Co JUE F A 3 2
BERZRIR MRS TEA, HES S @8 KA EAE AR
fie —TRAER3M S R MIMETE 1 22 & 1 & iR f 2 (WFFEGENSO1) 1 #EAT I T8
WrFe, P T AT (4 mg/kg-24 mg/kg) JERTQTClA W ISLI . AR 2
FRLHTIR B Crnan i, RNV G PK-PD 43 13K B QT IR A ¥ HY B K W -
KF20ms).
[ZzEz]

Z5EEH
CD38y—Ffidk M 4R A SRR 2L 11 (48kDa), BIEZ AV B HEM A0
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FAH B & 02 CD38EAZFINRE, B2 SR, 5 5% 5 LR
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5 R BRI PR A S 7~ 1 B 2 IO B AE T AR (10 3 AR AE IR
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[ 5 T )RR e S5 RO AN IR, B2 NI B R BRI - R 10 0.5 K . A NI% iR
PRty P JE L A SR WA SR R I B ARSI E M. RS AR T, IBHZIURE
SR CREIESRD R SN B R BRI R A ALV o SEZH N7 W T R A 2
AR, BTN AR 24-48 /N A TR
BHEHA

BiLEME.

i T 2 U AR AT A FE R T

HAH N Z B B i A A TR AT

AFETM

TR 2P AR AT AT TR VERT 7T . CD38 i BRI Rs R /1N B H 2 I 7T L 25
JEREAS, 5 AN HERIMKRE . CD38 ZEm BRI T 45 5 R, CD38 &5
TR SN OO, BERfEm 2 ChRD MR BIMIRE A E ().

A N BT RRRE AEA TAE B I JREE R 45T 220,000 U/lkg/ 32 TR
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TNAFIER 45 15, WIEAR-IAER EAR . EER BT, EgR/NREER
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% #K: Janssen-Cilag International NV

JEAMHBAE: Turnhoutseweg 30, B-2340 Beerse, Belgium
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