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BI, 28 1 KRAEE 2 K7 8 mglkg, UL R 3.
£ 3: A (16 mg/kg) BHRIBTEER

WEER FIsGHE 2 HRERE " BRHE R
(1M
inp)
1 B
VEIRE Y ¢ P,
ERNEERIPS 1,000 mL | 50 mL//NEF | 50 mL/NEF, /N | 200 mL//N
(16 mg/kg)
T2 (KD
EBNEE RPN 500 mL 50 mL//NEF | 50 mL/ZNiF, /N | 200 mL//NF
(8 mg/kg)
F1HFE 2R 500 mL 50 mL/NEF | 50 mL/ZNEF,  AFZNEE | 200 mL/ZNE
(8 mg/kg)
F2/H Qemg/kg) BWE" | 500 mL 50 mL/NEF | 50 mL/ZNEF, AR/ | 200 mL/ 7N
Jastk (% 3 FIFEE, 16| 500mL | 100 mL/ME | 50 mL/NEF, &R/ | 200 mL//N

mg/kg) B
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7 SRR M) B R T, FOR A A AR S A IO RT I 268 O DR
RE D
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7 FHRE ) R TR R SRR
o IRIGH (RN 4 EM 650 £ 1,000 mg).
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25 PRI, WRAEA s e 5 O HE T 119 500 S UE 10 B i 2R e 1 ()
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FEKFA (DR, n=35[HT 5T GEN503]DVR YT , Bid% 32 I8 R % LB P #2575 77 (n=106[
FMMY2002]; n=45[HF5tGEN501]; n=5[FF 5t MMY1002]). iLfFE T G AR
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7 A MMY1002. MMY1003. MMY2002. MMY3003. MMY3004. MMY3008.
MMY3009. GENS501 1 GEN503.

T TSR T 2R YL T B SR T 1,240 Bl 2 R AEB BER R

SR AH DR RN

TEIRARIREE T CRZGIRIT MIBEAIRTT ;s N=1,240), AFEIR (16 mgkg,
LD A AT AT G i A 6 S S R AR 26 43%, B8 JARERT N 2%, 5
SR 1 RBUR AN 4% 1E58 A BUE SE  R AR 3 5 4 G R
RLH B FH AL 1%

ZRA R LAY 1.5 /N (FEFL: 1-4370 20450, BRROSI TR HE5:
IR HEZE N 39%. LL 16 mg/kg FIFIEIATES 1 . 28 2 DL RS 84t m b 4r
FEGNS (B 43 2000 7 /NS 4 /NIE B2 3 /I

7 (A S SR SO R AR L PRI I L MK K SRR R
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AR B RS . BN BN, ORI BEEAE  IRIL R WL, . R,
PRI SRR AT ah L i

Z
I

TEIS T Z LU B R YT IR KBV PR R T T, 3 Bk 4 UG K
ARUT: DVd: 33%, Vd: 24%; DRd: 28%, Rd: 23%.

TR YA T 98 2 S 70 e i S IR (3 B 4 0 Y. TE X IR
FOH,  1-4% 00 S DR 28 IR TT o BRI R 5 R R 42

TEIL T ZIU PR A IR M S K BOER B E T AT, BOEME&E (5 20
MIRAEZRIT: DVA: 1%, Vd: 2%; DRd: 2%, Rd: 1%.

Hing: D=IAT Z UYL, VA=IlEB K- ZEORAN s Rd=2R 8 B M- Hh ZE K A
THORIEZ FHROE

Yy 4% BEWE T RIS, HAR 1% EEWME T 3 Hak 4 HFEE.
wRAEZ ORI S BUR F A RIR T BUAET
G5

T EAZIA TR ZIRPLRZRIT (n=199) MIELAIRIT (n=1051) M2 kM
H R A, TEIRYT AN 2 AN 8] 5 A BRI T 45 R 8 RN UIA T Z It
MHUARRLE . AR ZICHRBURIT TR fE, BCETRYT 4 1051 H1EE A 2 Bl
AR S UAAS I R E T, 2GR A PR B R A TRIT AL 1 B R
AT A S R A A

L FEImRE L HI, HF7 MMY1003 16 mg/kg 2H 76 A FH ) 50 s v 8l .

SR, BT I 8 VA AE IR T Z 0 P s iR FE IS I A Bl T 2 L s ik A
ARRYE. I, Podd B IR R A 20T BE ok Al FE L 5E

Ak, fE R E I ARHE 7 MMY3009 0, ZIfAH L H AR, A PR REAR 1
51 B F BRI PUA S PURPHIES o ZFFCR A T E 501 25 52 M
SR AR RS I 7 A BT TR 2 TSR A B2

LT ESE
FKEAH TIEEZI AP LG RIS B A RSN R AR 1% 2L
ThrtEE X T (=1/100 « & (=1/100 £<1/10) « &3, (=1/1,000



£ <1/100) . FW (>1/10,000 £<1/1,0000 . +4r5 W (<1/10,000, EFEIR
SERIRTD AR O s P RA R AR o« RS, IRIEETH
AR BRI LR T R 36 PR 7 A SR AR I (DT o 1)
BN TAR KR,

R 5: & ZICHEYIK LR A B R M

REH/EDR T HAMERNREN ETIRKRKHRERKK
AR eSS e ES S
BB RGN
R R FH AR
BG RARGRIIN
ZIURT R B S FH i L
[£z]
XS A I 8 BSAT AT AR 19 03 BB L P R 2 A W
[EEFEI]
B AH 5 S

A AT BE S ™ AR SR N (IRR) , A R Uy (W DR R
JRBEY D o IXEEAR RNV REfE K A, A BSOS R IR .

JSLTE BEAN A I AR W T SRR A R AR IRRGX T H AT 5 4% IRR (1)
B, HREAEYE E R SR B SRR R

FEE RIS, BZARIRIT A 858, A6 —FRE T IRR.

REZHEIRR KAAEE G, PPEREN 120 (W IARKMT) « 4%
) £ FE 58 IR S DA B3R R A IRR G R 2B I B e AL S AR ZE L B
DRI R AE . SR MK BRI A i SRR A8 S A . R R SRR
FEM S MR ALER L BANE WA RN ISR, K REAE.
EREAKME (L IARKMY ) o XEES AR RS M IRR.

TEZR BB TT T RLAS T A5 PTG 25 « 3B FRFFIRN R J5 2% [ B A P9 ¥ T AT 24
PAREARAZ 108 KA IRR MR . i SRR AR AT P2 EAR BE K IRR, A 7 A i i
T, AR T G T AWRYT IR o P TRAE 1. 2 B3 4 IRR MR,
ER AR, S BRI e o G SRR AR T R U N B S A o AT A
KRIBL (440, NALBIFIRIE 2 2275, JFROLRIK AfE A s (L TH
FHEY M 2] ) .
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NFARIE AN IRR B ARSI A 8 0N AL S A i Jm A B o S T I it
b, A E B ZE R A S, ORI R GO RORE, 3B 7575 & 1
B e 24 (B T B SR B2 L AR RSB Y ) (IL DATE
2] .

i v RV A et LIRANY R b

A5t T RE S BE N T S50 T 51 A R 2 gl AL /N AR R 2R R e A
O IARKRNMY ) .

WRAE AL RSB0 SR T AT (B B, AR T 31 18] 2 S e 00 4 1 40 T4
SO A A P /R BB TE AR o T RE R BB IR AR 252G, DAVK R I 4
Mt B. AHERR DA TR . 2 R e i B R 45 SRR IR T
Xt ] ek A FAAS ([A]52 Coombs 146 ) ) T30

BHE LRI AN (RBC) REL/AKTRIER CD38 454, THAHEME
W6, WPV A AR, W] HE 3 EA] 4% Coombs 1R 45 L 2 FHTE. Kk
B Z IR BN A3 Coombs 56 (H M 45 R W] RETEIA T Z G H B AR I it )5 6
MNHANFFEAAE . I8 ZICHRPTS RBC W45 6 1) fe s i B M35 B GE 1)
PURIEINES R, AFEI &4 1) ABO A1 Rh i A4

THGIE S ZICRYURIT 2R, NAZNE & MR AT IR TH & . R4 =it
S JTIRIATE ZICRGURTT AT, AT AE &R M, LR R > RA 208
HZICHRPURIFEN, Al AR 21T

FETHRIA AR OL R, LI A G X — [E R B BRI B T IR R
In SR R K S, R AR IR AP A5 P R 22 58 S I ) ABO/RND AR
RBC.

R ZIRPIT R ST M A FE ] R 5 EE (DTT) kb#Eifii RBC LA
WA SR E ZICR PSS &, B R AR H I e A 5 . Kell i &
gixt DTT AbFEUR, FUEMEHZ DTT LB L4 RHRFR B & R Pk
Ja, MR Kell BAPEFRA L. B0t n] DL RE kAT R A 73 A B3k (K] 3 7
DN G MDTE0es 9, s O e AN

AT IR AR TeGe BT DU, PR I IR TE M & i
JiT R I3 22 LK (SPED A4 e [ % HEL ik CIFE D Al #R T ARSI 2134 2 T
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L. X T IgGr B BER M B AR BB TS, X — T A5 58 4 2
IS 1k 1R 5E

TERFLR AR I 0030 o 2 AR b, WM SEAATE IR T 2R T, BB
JER AT A TR 2 0 s Sk IFE ARG X 703k 5 2 0 S PURT R I3
AR JEME M BEE B, DAE & 1 3R 1 SE A R A
SRR EE (HBV) FBUH

TERZ A RIT R ks T B 2% (HBV) FRE, b it
ISR . RLAE A BF AR M IBTT ITEET HBV i # .

ST HBV LG 2RI 45 5 R RHPE R B3, RIAEAS a7 IR LA R 7 45 R
JEE/ 6 A H A BN HBY FRE0E IR AN S0 S48 1E . SRR A (¥ 11 R e Fe
EILEE . WA RIKIRE, R SRR L 5K

TEAR SRIT WA R AE HBY FHBGE IR, SR AR A YT LR AT AT F B 1
KEEEALST, FFE FHRIET . 4T HBV HEGS BRI R Ehr s, NS
A HBV a7 TV FI R R A0 2 & B T a6 A iR T
b

A fh 5 mL AT 20 mL /M4 514 0.4 mmol #11.6 mmol (9.3 mg 1 37.3 mg)
o JrmlnE Rt A BAEZHZE (WHO) EE RN B H iR KA & (29) 1 0.46%
1 1.86%

Fffidt s

B T 425 R AR AN, AR ARG AR SR A .
Xt 225 B ORIRTL 45 A B 7 PR 5 i

AR foh} 2 BRI 28 B B 00 s S S I R 2 AN T o SR, A AR A
A IR 2, SN AR NAZE R —

[ Za RS E L FH 2]
B W LV

B L BAETE T 2 IR BTIR YT AR DL A 1Bk TR 2 ARIT S 3 A

PSR R B 4 it o
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SRR

v JC VAl 7 22 JT F LR IR YT 26 ARG i) N AR Bsh W0 8iis . 019G #oe
MESUATE S — AW JE B et . B, dEgRMIAIAS A & 2 JC R, B
AR BER IR0 7 3R B I 0 A ) L PR £ XU o 0 SR R85 A A i S TR SR 4
O 75 R R i) L W 7S £ UG o

AN A T 2 U PR 5 2 Wk N NSRBI FLT

BRA 19G Wil EAFLH, (H i T HAE B Wil R R, R A =
REBENBE U LFAATERA .

W) AN A IE T 2T B PO AL L/ LIS o N AE AU BE LR TR 22 LY

ARad LURIRTT R BRI 3R et e, AR OUE T IR PL BRI E A B R T .
EN=IA)

I TCAH SR T A 2 34 TR 22 JC S BOx 5 1 B A 1k A 7 R T R R RS (L
|G NI
[JLEAZ]

AR E AR A AE 18 % DR B i) 22 AR Ak
[ZEA%]

1E 2618 FH 2 AR R EIR T I, 3T%IM B E6 0 65-75 %,
1A% BB F 0N 75 FELL b A FEEEE BUEE Z R IR S 27 30 EAEAE
ZEER . ZFEBECERR RN RAERS THEREEE W CRRRMT, K
T o FE R K VEAAEG 1 2 R R 8 3 (n=1372) H, Z4E B (=65 %)
o B R AR 1 L™ A RS A SRR G i % A R AE
(4 EAER ]

WA TEAT 250 A ELAE TR 5T

1ER 1gGlx HrmBERUAR, B HRMRIEG A S ARSI IRA T 20 him =
TGRS BRI T 20 QUG (AR 25 B ik B U BB S B o el 0
CD38 MR Mok My, TRTHA TR %It B A 2 R 2 ARG .

T R TSR R TR B Je B A KR b FE KA BRI PR 25 30 7 2 Al 3
W, AT ZIU P XN o ) 2[RI W PRAH SR R 25 TR AH AR
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TR GIERE H 06 (A% Coombs 146)

L ZIUHEHIAI LSS & RBC L) CD38 - PUAHB AN, BIEHiiA 2
AR (W CESE] ) .
LV R R AR S 2 [P R F KRG

FIT M B e B S e BREE (MR D IS SR B Dk (SPED M4
[ € vk CIFED A, m] DA BTAE Z 0T, X154 190Gk B M &
HE &, XA[HEF 3 SPE M IFE G R 2 (W EESHT ) .

[ZYd&E]
PR FIAAAIE
WA R 29It S I PRI AL 50 - 7E 1 TG PRAJE 70 A 5 ik P 25 245 7 A v
1% 24 mg/kg-
=R

IATE 2L 2 B E MR R P R, NI AT A
RS BARAEBOER, I RIFF 4GS 24 X VR T o
[l RS ]
BRI AR MR R
S e KA R YT
H Il AR 7T MMY 3009

WHFE MMY3009 & — Il 2t TFBUE 10 k5, 7857 e
% 9% M R b [ B b EU A 16 mg/kg TE I e K RO M ZE K FA IR TT (DV)D
S VORI ZERIAGRTT (V) « BEBZET (SO HHIB K GilEN
1.3 mg/m* LA , FEEWR, FA 21K 3R MEZIRST T4
Zi2 0 CGE1. 4. 811K , JLRFEE 8 NMEM. BELELANINEVOKIGTT
W Gt8A) M 1. 2. 4. 5. 8. 9. 11 A1 12 RIOARMZEARKFA 20 mg (80 mg/
JE, BAEEOKR 3 BRI R4 25 2 JD , Fil>T75 % . BMI<<18.5.
PR A e B B A 2R [ RV 7 AN 52 P S5 38 T 9 22 20 mg/ JAl o TE A e 2
H, HZEKAL 20 mg 1B HERTF 24 . AR b if T RREE 0000 ik R BUR AN R 52

IBEE -
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it 211 BIEF LR 2. 1 852 THENLSr4H; DVd 4H 141 51, Vd 2H 70 .
TRIE A5 X IR 2 A (R 36 28 N V8T 22 AN RFAE AR B, . BB I P T 4R 61
% (JuH: 28-82%) , 2] 7%HIBHFM>T5 & . 80%I1) EE B3zt lE a1
RIHIF] (PD (79%E 323 1K), 92% 11 35 1252 3 e B 35 75 (IMID)

(3502 it RIAVERL) « FELRIT, 64%M B FH G —LiBITi 5. 64%I &
FACHS IMID i 24, 27%F) £ X0 AR FEE F 247 0 R B 45 7 KT 24 110 638 s e
H A AT

R AIBEY 8.2 AN H I, BEFE MMY3009 (45 iR, 5 vd 4k, Dvd
I PFS FEAMTE RS T #0535 DV AW RIE R AL PFS, vd A
7 PFS ¥ 6.3 ™ H (HR [95% CI]: 0.28 [0.17, 0.47]; p {8 <<0.00001) , F/r#%
52 DV Y87 1 3 1Rt J BT T U AH 252 Vd TR T I B3 BRI 729% I
K1

B 1. HF5 MMY3009 [ PFS Kaplan-Meier f2%

100 H
80
‘36 60
e .
17
T
k. 40
1
204
O -
1 T T 1 I I | I
0 3 6 g9 12 15 18 21
B AU 22 4 B H
Vd 70 44 22 10 3 2 1 0
Dwvd 141 118 74 43 23 8 2 0

—e—Vd ---e--- DVd

5 MMY 3009 FH A7 gt B LR 3 6.
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£ 6: BFF MMY3009 AT R4 B

I7 0T PEAG ) S 1515 DVd (n=137) vd (n=63)
MR (sCR+CR+VGPR+PR) n (%) 113 (82.5) 41 (65.1)
p1E® P=0.00527
PR X TE M (sCR) 22 (16.1) 3 (4.8)
SEALSME (CR) 23 (16.8) 4 (6.3)

A U 1 7 2% (VGPR) 44 (32.1) 14 (22.2)
gk (PR 24 (17.5) 20 (31.7)
BEMREIPALRRILA GERED ] 0.79 (0.7,4.2) 1.05 (0.7,4.5)
AL RFEEIN AL (95% CD ] NE (NE,NE) 6.9 (53,13.4)
MRD MPEZH (95% CD ° 22% (15.5%,29.7%) 2.9% (0.3%,9.9%)

U A b 2 95% CI° 9.58 (2.22,41.32)
pfE ¢ 0.0002

DVd= AT ZICRPT-IE K- 2K s Vd = B K-HZEKHA s MRD = Bl/ Nk B 5
Cl= Bf5IX[H; NE= Joikfltiit.

* p{ERHT Cochran Mantel-Haenszel & /5 556 »

b TR AR, IEAHER 107

¢ SRHTERZE L ELAE LY Mantel-Haenszel fd11E . FLEEE>1 &R DV BAL .

4 p K H Fisher A5k .

PINIRTT RIS B P r OS. HALREDT 18 8.2 M H, OS IR HE Ny 0.34

(95% Cl: 0.16, 0.68; p=0.00162) .

A BRI AR T 75 MM3004

W9 MMY3004 & —TF stk . BEAL. BEPEXS IR 1 HiR58, fEstarieszid
/b — 20T I R BUHETA TR 2 R T B8 (A TP LR 16 molkg BRI
PR R FEKIAIRTT (DVA) SIS R FIHZERINETT (Vd) « a8 SC
VESTER IV BRER Bk GBS 1.3 mg/m? (AR mAD , BEAMX, AN 21
K 3D MELRITRMRSZ 2 A G 1. 4. 8 M1 1L KD , JLkR4: 8 AN
B, BEEGDMEBVKIBITAY k8 M 1. 2. 4. 5. 8. 9. 11 f112
Rk ZE K A% 20 mg (80 mg/ &, BN B MoK ¥ 3 A va T IR 45245 2 D
FRe>T75 % . BMI<<18.5. B bRyps 42 i) AN B IE AT 2 [ v T 7 N 52 1) £ AT O
B4 20mg/ . TEAREE MR, TS T 20 mg HUZERRAE N RT 2. A
A TETT RS2 500 R B BN REHE 2 I B

FLit 498 il B F 2 TRENL 4L DVd 4 251 6, Vd 41 247 B, AL
SRR ZH 2 TR (R R 2 N 11 e it 2 A R AR ALL o B 1 o AR08y 64 %8 (J
30-88 %) , 12%IK BEER>T5 & . 69%M1) i BT H3Z 5T Pl (66%35 32 i 1l 5
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KD, T6%HI B EEZIT IMID (42%332 53 KIMAERD o« BRI, 32% 1) &3
Xt 2R IR T TR 24 o 33% 19 FRE KT IMID it 24, 28% (1 £ 3 %of I FIR J85 i i 25
S A K 243 ) R AR HH AT 9

fERAIBEYT 7.4 AR, BFFE MMY3004 ] PFS 25041 2R, DVd 415
Vvd 416 Frkss s DV 2R IE B9 47 PFS, Vd 411 #4372 PFS 4 7.2 4~ H (HR[95%CI]:
0.39[0.28,0.53]; p<0.0001) . FEHAIBEVS 50 ™ H Ja, FHH PFS 3 brah RraL
27~ DVd HEF 1 PFS i vd A s . Dvd 47 PFS 24 16.7 ™ H
vd 414 7.1 M H (HR[95%CI]: 0.31[0.24,0.39]; p £<0.0001) , # M H#% vd
TEITIERF AL, 252 DV ¥RYT B R kR SO T 1 KU RIS T 69% (AL
HERIRIRET AR O .

B 2. W5 MMY3004 [ PFS Kaplan-Meier 4%

D-vd vd
(N=25D)  (N=247)
1.0 TR D) 167 71
DVd % vs Vd AR L (95% CD 031 (0.24-039)
" P<0.0001
0.8
36 06—
piia
J&
g
M el
i 0.4
il
0.2 1 D-Vvd
----- b daat LT Vd
o+——7TT T T T T T T T T T T T T
0 3 6 91215182124 27 30 33 36 39 42 45 48 51 54 57
H
A RS (1] 528 215

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

5 MMY 3004 [ H A7 A IR R 7.
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R BF9E MMY3004 B HADIT LS B

I7 O] PEAG ) S 15115 DVd (n=240) vd (n=234)
MR (SCRHCR+VGPR+PR) n (%) | 199 (82.9) 148 (63.2)
plE*® <0.0001
PR X TE M (sCR) 11 (4.6) 5 Q.1
FEAEGM (CR) 35 (14.6) 16 (6.8)

A 1 7 2% (VGPR) 96 (40.0) 47 (20.1)
o 2t (PR 57 (23.8) 80 (34.2)
BEMREIPALR R GERED ] 09 (0.8,1.4) 1.6 (1.5,2.1)
WAL R AR R EE TR H (95% CD ] NE (11.5,NE) 7.9 (6.7,11.3)
MRD BHH% (95% CI) ° 8.8% (5.6%, 13.0%) 1.2% (0.3%, 3.5%)
A b 2 95% CI° 9.04 (2.53,32.21)

pfE ¢ 0.0001

DVd= IAHZ RGP B R ZE KA Vd= BB AKR-HZEKFA; MRD = /N R ;
Cl= EfEKXIA; NE= Jikfliit.

p fER H T Cochran Mantel-Haenszel & /5 #6556

b BT RIANET AR, IWFHYEN 107

A F H: [6] EUAH LG 1Y) Mantel Haenszel ffii1{E . PGB EE>1 3Rx DVA BAL.

p {EK H T Fisher ¥5HA556

PIANIRIT HERARIE B Th Az OS. Hh AL S BT 109 7.4 A~ H (95% C1: 0.0, 14.9),
OS MR Ly 0.77 (95% ClI: 0.47, 1.26; p=0.2975) .
RIS FE NG AR YT -
4 BRIl R 78 MM3003

W5 MMY3003 & —TF stk . BEAL. BEPEXT IR 1 HiR58, (EBRfE D4
523t — SR I R BHEVR T 22 R P R S TP LR T AR B 16 mg/kg s SRR FE
RIS H ZEKRA (DR BAERYT 5 R 8 R AR B ZE KA (RdD BRA
BT RIBERE (TERAN NI 28 R[4 FIIES AL AR 1-21 REH—
IR 25 mg) S51KFIE (40 mg/JE) HLZEKAL (>75 %8k BMI<18.5 [ Al
W R 20 g/ D BRE LY. FEARMBIE MR, T4 T 20 mg HFEKFAE
FERTHZS, REERTEIRH%G2 . WAHBFRFSR20TT, BERBIERITERE
AT Z (R

FLit 560 B B2 T BEAL4r4; DRd 2 286 1, Rd 41283 fil. AL
X R ZH 2 R R R 20 N 11 G0 v 2 A R AR AL o S5 1 v 7 AR08y 65 6 (Y
34-89 %) , 11%MEEFM>T5 % KiEfr B (86%) BEfEHsid PI, 55%fH)
BFH AR IMID, HAadh 18% 0 B3 B2 1 R IBE I 44% 1)

(S

o

[=%
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BEAE 4520t PIAT IMID IX PR . JRERINT, 27%0) 38 0 i 5 — SRR TN 2
18% 1) AU P 24, 21% 00 £ 35 08 M K 245 0 %o SR 8 e i 247 ) S8
HEBR H LA AT

fER AL BEDT 13.5 AN AR, #FF MMY3003 H PFS 32 22401 2 7R, DRd 41
(1) PFS %% Rd 204 Fired#; DRd 4LAE 247 PFS, Rd 44z PFS 7 18.4 1
H (HR=0.37; 95% Cl: 0.27, 0.52; p<0.0001) . 7EHfifti)i 55 N H 5, FH
(1) PFS 73 Hr 4 742 i 7x DR 41583 1) PFS #¢ Rd 2 Pk . DRd 47
PFS 5 45.0 ™ H, Rd 44 17.5 1~ A (HR=0.44; 95% CI: 0.35, 0.54; p<0.0001) ,
RUIEZ DR 16T 1Y EE R AR SR T AR BRI T 56% (LR 3)

B 3: W5 MMY3003 [ PFS Kaplan-Meier 4%

D-Rd Rd
(N=286) (N=283)
1.0 9 BRI (D) 45.0 175
&k DRd 2 vs Rd HIREE L (95% CD 0.44 (0.35-0.54)
._ P<0.0001
0.8 5
0.6 -
¥
it
0 04- > DR
b
tt
1
- -
0.2 E. Rd
OIIIIIIIIIIIIIIIIIIIII
0 3 6 9121518212427 303336394245485154576063
H
A AT £ 41

Rd 283249206 181 160 144 127 112102 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

5 MMY 3003 [ HAth 7 &gt B 0L R 3% 8.
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% 8: ST MMY3003 A7 345 R

I7 0] PEAL ) S 1515 DRd (n=281) Rd (n=276)
MR (sCR+CR+VGPR+PR) n (%) 261 (92.9) 211 (76.4)
p1E® <0.0001
PR X TE R (sCR) 51 (18.1) 20 (7.2)
FEAGM (CR) 70 (24.9) 33 (12.00
A 1 7 2% (VGPR) 92 (32.7) 69 (25.0)
o Gt (PR 48 (17.1) 89 (32.2)
BIEAEFIHPALBIEIL A (95% CD ] 1.0 (1.0, 1.1) 1.3 (1.1,1.9
AL RFEEIN TR (95% CD ] NE (NE, NE) 17.4 (17.4, NE)
MRD B3R (95% CD * (%) 21.0 (16.4,26.2) 2.8(1.2,5.5)
e AE L & 95% CI¢ 9.31 (4.31,20.09)
pfH¢ <0.0001

DRd = IAHZ I AP RIBE - ZE KA : Rd= SRIBEL-HZEKKS: MRD = Ri/N& B ;
Cl= BfFIX[H; NE= Joikfltiit.

a p{ERHT Cochran Mantel-Haenszel & /5 556 »

b TR AR, IEAHER 107

¢ g IL[E LB{E EE A9 Mantel Haenszel f51HE . EUAE EE>1 %78 DR 84

4 p{EKH T Fisher /&HIK L .

PRI AL AR IE B AL OS. ALEBET N 13.5 AN H, OS B N
0.64 (95% Cl: 0.40, 1.01; p=0.0534) .
AT

T ST TR AT FUAIE 2 1 A i B 296 T 2 RORHE IR M 22 O 1 B R o N R
RIING PR OFN 22 A, X AL R 5 B 2 2 e, 95 A o) 700 R G 728 1845 790 14
I, R HAERSE — BT I LR
MMY 2002

W78 MMY2002 & —T0/E BEAE 3252 T 5/ 3 ZRyA T CRLIE 2R (1 BR300 1l 771 A0
G SR T 71D B R E A ) 7R R G B R XU i 24 £ 22 R I R R
I TR TR U BRI T RO 2 A S 2l 1 RE 7T . 106 15
RAMEIRTEZ K VEEBER %2 16 mg/kg AMIETT, BHEGRHE. BE0
FALAERS N 63.5 % (Gull: 31-84 ) , 11%MIEHE>TS £, 49% N F M, 79%H
FN o i LB SRR 257N 19G Y (46%) . IgA B (21%) FEREER (28%) .
515G 38%M A 1SS 23 B 2 BN 3 . 35% M B #H A £ T 10 MNE B PR AL
13%01 8 A R MR AR . B WIS I BN R A ] 4.8 (FEH:
1.1-23.8) . B# AT B A 80h 5. 80%(1) B REAT 2 20d H
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RTYIRE (ASCT) o BFBEAEZI AT ARG K (99%) « KIFfE
% (99%) AL (63%) LA RIEMK (50%) o HEZRINT, 97%0H) &2 Xt Bk
A I 1B 5 — BRIB YT TN 24, 95% ) KB 24 ok 2 1 A 0 1) 751 R 5 2 1815 791 325
2y, TT%HEE LAY 25, 63% ) 3 X vH 5 BERL 2, 48%H) 3 %) R 3k
(G NITESR

RIS B G2 (IRC) VAl 25 BEBEAT TS5 vh-R i 3 mh 23 A 1007 2 2R
WF 9.

£ 9: HH MMY2002 F IRC {7 G R

ITRA R A5 16 mg/kg
N =106
MZER# " (ORR: sCR+CR+VGPR+PR) [n (%) 1|31 (29.2)
95% CI (%) (20.8,38.9)
FERE B L TE M (sCR) [n (%) ] 3 (2.8)
SE4ZE# (CR) [n] 0
EH W 26 (VGPR) [n (%) ] 10 (9.4)
Hr MR (PR) [n (%) ] 18 (17.0)
IRRFRZEZFE (ORRHMR) [n (%) ] 36 (34.0)
AL SRR EET A [H (95% CD ] 7.4 (5.5,NE)
B PRALR R GERD ] 1 (0.9;5.6)

VEBTALAA CEBREEM L EALb)
Cl= EfSXIT: NE= Likflil: MR= gk

AN BB R RS2 I W AR S Y (R HU B BEIRTIR T, AL MMY 2002 HH ) 8L 2R AR
# (ORR) L.

FE P RLBEVTES 8] 14.7 A A A ARG E B, A S A 4730 (0S) 24 17.5
ANH (95% Cl: 13.7, LR -
GEN501

W7t GENSO0L J&— T BEAE #2525 55/ 2 PR RIFUIR 5 IR 9T H 241 %
A HAt AT B A R Bt Va2 e B B A2 R VAN A R 2 2
T2 AR AR . FRBARZE VN BIGIRIE T . A TR 42 515 R FXE
M2 R RN B B 16 mo/kg AIRYT, BHEWIE. BEP A
W64 (JilH: 44-76 ) , 64% N FVE, T6% NEN. BH B RER LY
FIgG L (57%) . IgA B! (10%) FsER (21%) . 52%HIEEH LT 104
VPR AL . 10% ) AR E A BESN R AR . R WIS W B R AT I 18]
5.8 (JuH: 0.8-23.7) . BFBRATRSZILIBIT BN PO ECN 4. 74%I1) E3# BE

21



s ASCT. BRAEVGYT B & oKk (100%) « SRIARERE (95%) + JHEJE
% (36%) DLACRAEMEK (19%) o FEZRI, 76%[) & X BEA B s ad it e —
ZRIGITTN 2, 64% 1) B8 T 2 1 T AR 00 1 70 R G 2 U1 SR B0 24, 600011 £ 2 %
BRI 2, 36% 1) 38 X 1 5 FERGT 24, 17% ) 82 0 -R ARV KT 24

it R T 2R, #2516 mg/kg A A7 )5 ORR i %] 36%, CR
N 5%, VGPR Jy5%. Wi EZEN Ay 1AM H GEll: 05-3241H) o MKk
B P AL R FF ST IR (95% Cl: 5.6 M H, ik .

FEAALREDTIN (] Dy 15.2 /> I BEAPIRBLEE B, RikEIdfz OS (95% Cl:
199 MH, TiEE) , 74% 2 E IR 1EE -
CoJJE FEL AR B

AR —M R FEA, B RF M R A B R ER . — 5
1E 83 B R AN YEZ R VE B BER B (WA GENSOL) AT HIFF CHERF 52
H, VR T A EIE (4-24 mglkg) JE X QTe [HIIISENT o 7E A SE H] Crnax B 5
eI G PK-PD 40413 B QTc [MIHHAME A L KIEIS In (BIKT- 20 ms) .
[Z3E#EH]
Zi3EMEH

CD38 A—Fiu M4 (R4 2 & Vo s 40 B A e i R 4120 Rk
LIPS (48kDa), CD38 HAZMI)e, BIWZAN K. 555
T DA BRI K SRR 3 1 T A TR 2 LR — iR CD38 4541 IgGlx
NFEA BTG, AT EE0E Fo AN SIACEAA SRR TR, Wi
AMAIRIR I AEIRFEE R (CDC) HU KB A B FEH (ADCC). Bk
M EWRAER (ADCP) 55 G M-S IR A B VA fRE . ik CD38 (1
AN A . A TE R IU BT R] B BEIR MK 400 (CD38+MDSCs) 75 T
Al (CD38+Tregs) A1 B Al (CD38+Bregs) 7K F-o

NK 4115 CD38, Xk %L By T M 4u i s A UK. B %00
Bygh)E, AMNEMAEEEF RS NK 40 (CD16+CD56") FliEih NK 4
(CD16+CD56%™) [R2a5F 14 LA K 1 43 H o] LB AG

B ZIRSUN R TEE, BERSE FlEA AR RN MG
I PR B PR A R8T 2 JC SR B AE T 7E 10 3 AR IR AR A
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FHFR

BAEERME: A H ZICRPUM R BAT B A TR 5T

AEFEREN: AT 2RI AR AT AR L. CD38 JEEA /N B AR
AT L 2 AR, 5 NHEARE . CD38 & mi bk sh WA R 70 45 SR BoR,
CD38 &5 TR s R MU UMD, BHA-IBF i (NEO AR
WIElE K E (D,

BoR M. A H IR AR BT EUR T AT
(258307151

TEHRZ IR TR 2 U BT 0.1 mo/kg-24 mg/kg i kit 5 24576 97 (K 52 R AIXETE
Z R HER B TRV IR TR 2R 24KEh 1 (PKD .

£ 1-24 mg/kg 1% FAFI Y, B IR 245 Ja B 25 MBI FEUEAE (Cmax) KREHE
FRVEIG I R LG 0, 250000 73 AT AR S 46 o3 AT 2 3R B & B AR — 2
B —IRE DR IETE G 5 Cnax B8 0 EE K T3 AN LU, IX 45 5 8 A
FHZAMAE . AUC XN LLGl s TR i tedl, EkRE (CL) FEEFIER
ST PR, XL AR ERY], EREAET, CD38 B TEIMML 5,
A TR BRI % R AR, TA R 2 U PIHTE R R R AR TE 1961 4R
PEB R . Z RG24 HTERRR WAL, X AT 585 e 7 far PR 5%

BT Z BRI THE M ME AR ZE[SDD N9 (4.3) K. AH%
JEHHT 16 mg/kg ARG 245 4R MG THIEA BT, (ER R A 2 0
ISR ARYEEA PK MU BTEE B, 5 e S M G M T B AR DR I P 2 A
(SD) Z124 18 (9) K A AT, 124K V2L It HE s/ 3 (175 Bk o A AT
J& VLSO TR S st R A 2 1 2

KR IVAYT 77 % GRS 16 mglkg) , 7RG E 4524 A A5 RN, M3 Crnax
[F¥{A (SD) ¥ 915 (410.3) pg/mL, LN ENEE M 2.9 5. & 425
RN, ZRZGRTILE () WREME (SD) 573 (331.5) pg/mL.

TR TIE T Z IR R PK A5, DIRRIA T 2P PK RHE, I
DI B AR B0 1 B 2 G AU 2 R T R R TP AR B RS R
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T PDURE R SR T 223 183218 T Z U LB 25107 K B B, A
PK i 45 R, TR B 4 T4 253 AKZ) 56 5 A H I (BIE8 21 WARvERD,
K TE ISR A RIRA, AN Crax 5 HIRY 255 1 Coax LU IIEIMH
(SD) N 1.6 (0.5) . HIREHAHEMLME (SD) 4 56.98 (18.07) mL/Kkg.

X 1401 Bl 5215 8 2 U P S AN R YA R IT 1 2 R VB BER B ) 4
BT 7 ZIRHA PK 2087 (3T GEN503. MMY1001. MMY3003. MMY3004.
MMY3007 1 MMY3008) . HLAFGST MIELEIEIT G, 18T % 0SB0 HIK FE-I 5]
HZRARAL . FEBRAVRYT T, AR BR A AR DG I AR Al T HE 3 15-
23 Ko

WRYEHEAR PK BT 45 R, AR B 1 5T R A B Z U PSR R A SRR
SRR, I, X T2 RIS TS, R R ES R RE S s

BRAh, EHEAT TR, 7E 1309 B2 KV E SR A W HEERIIA
T Z PR 2477 2 TP IR R 2 43 W IR 4R 2 TR 7 R B IR 4 2 I SR 45 24
LA AREN S 2 AT B . RAULAE RAESE, BRIATTER 1 K1 PK RFIERLAR,
BT URER 210 53 T R 4 2RI IR 2 SRR R 2577 S8 1K) PKCRRAE TP AH D

1E 22 BIREAEHEZ 28 /0 2 R4 IR 7 SRR R B VA T 2 R P
FiER T [ A2 3 TS 1A R Z OGBS 2R T M 2R3 1 A RHE(MMY 1003)
BT AR, IR Z U PR 2507 M2 eh ) % R R a2l 5k
HE 32 (GEN5S0L Al MMY1002) HJEAHH Y . FEAR245/X3h 77 S840 45 3L )
FEREA, FEMEIEM AR AT R T, AT ZIN PRI 2 8 2 1E b [EH 2l
S [E 2R P R A

75 EIE PRI 7L MMY3009 1, 114 5153 J2 e iR 1 22 P g o (6 £ 3
(¥ PK Hdla gt R, 5T ZICHHUE T B e K- b FE KA T FH BN A% 5 9 1375 24
PR SRR E 2 (EBRIERIT T MMY3004) JEACH 2.
RER AT
EHSRIVES

BT AEH 208 % U PR 2GR B PSR T I S gk AT A DY TR
MBI PK T4 5, Y GER: 31-93 %) SHATE 2L i PK LEA I

o
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PRE s, HARREREE (FER<65 %, n=518) T NEER SERKEK
B (ER>65 ¥ £ <75 %, n=761; F¥#>75%, n=334) ML

FEREAR PK A3 #rer, 0T 1 5 2 J0 B0 3 B = (A s A B I PR S
B

W AR AE B 491 T S T O J I G A LE SRR A AR O 1 D gk
i, TERIR T % U U 2R T B A A VR YT IR AR R AT T DY IR Y
i PK 23t Horb 45 441 BB Dife IEH (VLG BR % [CRCL] =90 mL/43) &
&, 621 Bl E i EE#E (CRCL<90 H. =60 mL/4y) , 523 {79 g B &
% (CRCL<60 H.=30mL/4r) , 27 il i B 41 5 BREAKR I B % (CRCL<
30 ML/43) o AWLEE B 1 B AV DR IR A IA TR Z U R R R AR
BRI ZES
W 2

W ARAE 0 3 A o R A Z I e 7T . BT 19GL 4 ik
%I RARE I T IR AR, DRI 2 6 SR AN K ] BE S MALIA B G L
THER

TEHESZ IR TR Z U 2507 B P VR YT IR B T gE AT T DY T4 PK
N, BLFE 1404 GIFFDhREIE R B CRIBZ R [TBIM K TA R IR A LI
[ASTI<IE# EFR[ULND , 189 {542 FE i 5E (TB 4 ULN [#) 1.0-1.5 {8 AST>
ULN) &350 8 H fE (TB>ULN ) 1.5-3.0 f5; n=7) SEE (TB>ULN [J
3.0 fif: n=1) P R o AROULSE B T4 55 A0 AT Dh A8 1 S35 A1 R 76 2 JC i
R AR AR L ZE R
N F

WRYETEHE 208 T Z U PR 2507 B2 BB A IR T 1 38 o b AT 1 DY I8
e PK i 455, R ZRBPAEAN (=137 FFEA AN (n=242) Zik#H
[ 2 % AR AL
5]

UKFHA L (2C-8C)

B .

BT R B A7 .
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KT U MR JE A6, 12 CAXAN 1.
%]

P AT R 25 e SERIAR 1) 2 40 o 1) 1 B/ N, P93 S mL AR, b 100
mg 1A 7 %I

AT AR 2 s SERIER ) 4 o 1) 1 BB/ M, N 2% 20 mL VA, &
400 mg ik FH Z LA

BRI
Epre i)
RIJE 23

24 H .
ik Jei

MIAEY R, BRAEFT TR R T VAR S FIE BRI AR 075 G ) UK
75 D) ST RO P A o SRS RESZBIEE R,  ER A5 P 67 B30 S {8 P S IR (T A
A2 AT, FEVR (2°C-8°C) BEGIKAF N IAFATFHIL 24 /I, ZJE7EETR
(15°C-25°C) 1= Py IR B 264 T AL 15 /i) CRIFESVER TR
[ P47 AR HE]

2] N R 1S20210017
[Ht#ECS 1

100mg/5ml/jffi: S20190029

400mg/20ml/}ff: S20190030
(250 L a Al

%% Janssen-Cilag International NV

VEMHHE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(A=l ]

V4 F5: Cilag AG

A= Hihik: Hochstrasse 201, 8200 Schaffhausen, Fiid: [ 61 5Tk %)
[EABRARLR]

KRR VUL ARG 25 IR A T

Huhk:  BRPEZE VG 22 T e T X R SR B R DU R 19 5
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M 2w Ais: 710304
i 5i5: 400 888 9988
EE S, (029) 8257 6616

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