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JE SRR I RABUR AN 5.4%. (E5E TR SUR S PR A 3 Bk 4 Gl
KL B AR 1%

ZRA RN AL 1.5 /N (FEHE]: 0-72.8 /NI Do R s R 1 B A )
RAEER 34.8%. UL 16 mg/kg WIFIEIEATE 1 . 55 2 J8 DL G gR4i o 47
FREEm 1893 A28 7.0 /B 4.3 /B J% 3.4 /B

7 B (R S LA SR AR . PRI PRI L AR K O UAEAE
IREA RN (BIEKSESE. SRS AT E IR . AL S
Mk eyt kMg e s, k. 585, MR, Kek DL S CIL L
BEHEDD. A, O RL. Bl B, R BEANE . R
WAL . RFE. WIENN. SR, OB AR .

FEREZARMBA T INEE T, R TaF 3 RE 4 JURG:

HREAEEHEEREMT: DVd: 33%, Vd: 24%; DRd: 28%, Rd: 23%.

Wi B E M D-VMP: 29%, VMP: 17%; DRd: 32%, Rd: 23%.

TR T 98 S SR 0 R i AR M (3 4B 4 20 Bk TERHPEXT BT
For, 1-4%00 83 R G 28 1R IR TT o BT R G o B R B A 4%

TERSZIR TR Z R A IR IT IR T, iR T LR SBOEHEIER S (5 20:

BREMEREEEMF: DVd: 1%, Vd: 2%; DRd: 2%, Rd: 1%.

This copy of the document was generated on 25 Sep 2025 Page 10 of 43
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60345 Version: 10.0 Status: Effective Effective Date: 25 Sep 2025 (EST)
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S, AR TE ZIUHRBUATT 20T, WTLAE RER A LA MR R 4 BYAN 52 0A
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F11.86% -
izt s

BT 2T E R RN 2 A, RS HAh 2 iR S A
X2 T R 2 5 A1 B 7 IR R

R it R 2 B AL R e 0 A R 5 HE e ] AN T o AR, A AR
iR 2, R SRR RO%E X —

[ZE KA e L 2]
B L /i 5

B 2 Ve AR TR 2 LT IR YT IR AR A 1B A TR RIS 3 AN A
PN R R B2 1 i
IR

WO VPG A B 2 I B LA AR A 25 AR AR B e . AT 1gGl 5
BEHUARTESE — 22 W 2 e v & G . Db, SEORIIAI AN FH IR & 2Lt [
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BN ST BESR BOVA T 3R AR 0T AR ) L ARV TE XURE o a5 265 58 7 5 F A o SR IR SR 4
S5 SR ) LT W P 78 1 UG
LN

VIANIE 2B IR T Z U B 2 I N KB BFLT .

BHA 1gG T 40 B N FLHh, A ER T HAE B i vh B A A e e, BRI AN 2
KA HE B LR LI G 35
WA 28 T Z U RO HT A LB LIRS o N AE A A B L M 7 0 L)
P J6 9T SRR RIR 2, R F IR AL B & IR AR IR T
7]

W TEAH S B T AR 22 8 B 2 JC PTG I Ml L e A 7 RE T R AR S (AL
| ESELGINY DR
[JLEARZ]

WA E AR 18 % LUN JLEE 1 22 A MR 7 2
[(Z5£R%]

E 2,397 BlFS2 A SR R IT IREE T, 39%IM A AEIE D 65-74 4,
15% B FAERE S 75 kA bo ARSI BB 2 T RS 17 28 FAFTE R
2. BEEFEREAR RN ER S THEREE (W IARKRMY DR
W Do fER R PMERMEA M 2 RV B8 R (n=1,007) 1, ZEEH (265 %)
Hh B AR I i LT EEAN RSO RSP 5« FERTIZ I ANE & AT 40
Al 2 RV B SR B T (n=854) wh, ZAEEE (375 %) PHF RA MR
™ FE AN RS Ay S G T %

(2 EAER ]

WK AT 2 AR BAE B

YEN 1gGlx ripEHAR, BHEICRI TR A5 AR R RA B 2t s bi i &=
TGRSR . BRI T 20 R (0 AR AS 23 S Mk B U BB s B o el 10
CD38 MR AL oA Ay, T IR S R IS S 2 AR e

5 R IU U E R AR BN L BB e K A ZE KA B IR PR 25 AR 3N 1 22 0P Al R
W, AT 20 HHTS 1K 8N ) 2 TR I AR 5% 1 24P IR AR ELAE F

m} m

AR
4
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TIE TR E AR (8] Coombs {48 )

EEZILRPIT LGS A RBC 1Y) CD38 H-FHAH AR, AFEHUA T &
AR XA (B GESFEDD.
TP 3 A R UAORT S 2 3] 5 FE G

FF- BB e B e BB 2 (M ER D AL B A Fk (SPED Al4ape
[ gk (IFE) A&, n] DAERIRE T 20 Pt X F#54 1gGe B HEH M &
R, XA EL SPE M IFE 105045 R AR, i 52 ma AR 4 B - 1
AR (IMWG) FRAEXS T8 L2 MR RIYIE PRAG -
(2]
SRR AE

oA R & 1 PRI FE 2255 - 42 1 U PRI 78 P s Dk 9 45 24550 B e v

R ZICRFAZ S E TR E RN R HILS 8, R EE R A
RS SARAE SRR, 7 R AR 2 IR T
iR 23 ]
B S1#

TERZ IR T 20T 0.1 mg/kg-24 mg/kg # kAR B 25 VR 9T I B ORI HE 16 M
2 RN RO B RV TIAE U B 5 (PKD.

£ 1-24 mg/kg (I&BASIH, B IRS 255 25D TR EWEE (Crmad) KELRE
FREECHE N R LEAP S0, 29 R o A RS 46 A S D5 A R A B
B — IREE IR UG . Conax 89N EEG1 R TR G MBI LE A, IXAFEHE A
FHIZALE . AUC KIS INELG T &g antefl, k% (CL) BEHERN
FEIRTT AR - XS EIRERD, AERRAE N, CD38 Tk )5, #
MBS IR BR AR 2 eI, TR 2 YU BRI 020 IR TE TG HIZR
PEIGRRA . 2GS 25 Ja ITEBRR RS, IXATRE -5 iR o BRI

LR HIREE T ERIE I E B S 25T 0. B X% T 16 mg/kg &R,
B ZIC PP A AR ERE RAEZE[SDD A9 (4.3) K. IBH %
JCHPL 16 mg/kg RIRGH)Ja AR THEA Frgn, (H28dE A LTk
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ISR . RERE PK MATER, S53ERRIEARMEERRAAX KL Z HE
(SD) 214 18 (9) K Al LA, %2R 50 It 2§ A S IR Bk e A T Al
JEULA IR R Z IR E T A E N EH.

BT H2097 2 WA MMY2002, Sk HES 03697 77 R GRIENY 16 mg/ke),
TERR R 25 I MASE SR, I Crmax FI3ME (SD) 24 915 (410.3) pg/mL, ZINE
A JE I 2.9 150 BRI ZG NSS4 2500 iiE (45 IREEHE (SD) N
573 (331.5) pg/mL.

TR TiAEZ BT EE PK A, DERIRIATE Z BN PK RHE, FF
PR AR 5008 T G BAPUTE 2 R P SR SR TR A S R R

BT W DUA TR Z LB 2507 I RS b 223 B 35 (A, 4 PK
Pres TR, (EICIRAE 4 A 2N KL S AN HED (BIEE 21 KRR, K5
ZICBRPUILIER B L FFRAS, BRI Crnax S E IR ZE 1 Conax HLERIIE(SDD
H1.6 (0.5, PRESMAEFRLME (SD) 55698 (18.07) mL/kg-

X 1,765 G852 15 & % U S AR ZMBG 10T I 2 R I B R 8 R
BEAT T DUTRRAA PK A0AT o B253R 9T RIS IRIT G, 188 U BT IR 3 5 -1 ]
LRAHL. FEMEATRIT Y, AR TE BR A K M AR I THE I3 E Dy 15-24
K

MRAEHE AR PK S0 #4558, AR E R e AR XA Z I B PUB R FE A G A=
PR R BRG, 0T 2 R MR R T, AR A S 2R —FE A IS
i

UEAL, EREAT 7RI, LAE 1,309 512 &M E BEIR o R e HERE A
T Z B 207 2 Th i IRYE 2] 53 W IR 5 24 1R U7 SR R i IR 4 25 I B IR 5 24 7
R AR 2B AT I A RAESE, BRIAYTEE 1 RET PK RHELASE,
TR I 43 R UK 2RI IR 2N BR824 77 52 1) PKORFAE LA D

1E 50 BIREE #5223 /0 2 LA BRI YT T R RN 2 R Ve sl e 1 v 22 K e
ifRg T I 5240 TP A T A T OGP 2R T (M 254K J) SRR (MMY 1003),
MR REN, KREZIBPRGRT AR N FZREEETEZAE T 53¢
HE 22 #E (GENSOL Al MMY1002) AR Y., BERAMR ) 1% (& T
MMY 1003 1/2 #4314 22 H15230 5 (1 PK B ) Bl 4h RIFIRER W], 7EHEREM
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WL RT, FEZ AN ENRREEETEZRE T 5P EZIKE T2
—3.

e EIEPRAF 7L MMY3009 5, 114 158 K B 14 2 & PR B RE7E H E 52
HH PK HAELE R, AT Z UG S e K- FE KA FH B AR 5t 1 1L 7
2R S AR E AR (BRI RETIE MMY3004) FEAAH 2.

TENER 3 BIG ARTEFE MMY3011 H, 76 144 BIASE A EAR T4 pE 1 #72
Wi 2 Ve R 2 CELAE 114 B R B2 308D RV TR E 2 U 2
RENSIFHFHE . IEEZIETESME L K- FEC-REMECEHZR, FEZR
HHEMA PR FRHIE SRR E 2 (EBRIERTT L MMY3007) —20, & TREA
LA 1 R 037 25094 P2 (R v AR T v (5 523803, A H G Rl 7E 42 3R
78 MMY3007 FIMREEVEIEI N . K52l (> 99%) fE4552 6 IRBEJE — Ik 4 2
JEBEIEIA S 99%RIRE R TR AL S /A0, I EHRFFRT MMY3011 f97 R0R 22 &1
Hln 5 Erh H 2 — 2
kA
FEHREFIIESY

He TR R T 2B 2107 B B A IR T 1 R R AT 1 DY 0
MIEER PK 20T 25 5L, 4B GEH: 31-93 %) XHATHZILHPN PK LEA I
PRESCISEm, HARFERES (ER<65 %, n=706) HIREESERFEK
B CFi>65 X & <75 %, n=913; Fi#4>75%, n=369) H[¥5FE L.

FEREVR PK A3AT e, 1 03 T 2 U AP 2 Rs mi AS RA I R R S
B

W ARAE B0 T 2 T T JR A R 2 0 e R 1B 2R AT« AR O 1 D Re
¥, TEH A 6 % U BB 257097 B & PRI & 1R T 10 BB R ogEAT T 10 T Sk 1
& PK 73, Horh s 592 B Dhe iEE (UEHERRZE[CRCL]>90 mL/7) )&
¥, 757 Pl B EEH (CRCL<90 H>60 mL/43), 604 4] b B 451535

(CRCL<<60 H>30 mL/7}), 34 451 & B 41 35 B R B % (CRCL <30 mL/
). RMEZREIEEFMENREIERE BENAEZ BN ZREFER IRR
Vg4

P
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WAREFMEZAE T REEZ AR ERTR. BT 1gGl 4Tk
2P ARSI AR AR AU, DRI Zh BB A AN AT BE RS ik T 2 G i
THFx.

TERESZ AL TE R JC U A 253097 B PR G IR YT (10 (38 Rk AT T DU SRR PK
M, ALEE 1,742 GIATSHAEIEH AU CRIBL R [TBIMR 1A R BR AL R
[ASTI<IEH _EFBR[ULND, 224 42453 (TB 4 ULN ) 1.0-1.5 f58{ AST>
ULN) B A 10 4 (TB>ULN [ 1.5-3.0 fi5; n=9) & (TB>ULN [
3.0 f%: n=1) FHREEE . RSB AR E AT IhE IR B (A 1A R Z U8
R BAFE BAT IR B UK 2E 5+
NF

WRAELEHE 208 8 ZIC BB B 245707 B BRI A IR 7 10 38 T kAT 10 D 50
R PK if R, 2FEZLBEMEAAN (n=1,662) FIHEA AN (n=326) ZREH
[t 22 i AR AL

iR iR ]

FEBTHIER MR

TIEE BT HHE IR 5 BB 5 R BRI KRB 69T
BRI PRATE 78 MMY 3008

W9t MMY3008 & —TUF st BEFL. BREEZ5 I I AwTT, Rz
R BN P ELEOAR M 16 mg/kg A RIS BRI ) i M 28K P (DR
YEIT 5 R A I AR R ZE K be (R VRIT - KRB (5 28 R[4 1N 14
JEIA, FEREA ARG 121 KEEH 1K, BRKOMR 25 mg) SRR ZE KA

(OREEERIKN A2, 40 mg/JA, F#>75 % 8 R B BMI|<18.5 i
. TIERRIN 20 mg/E) BRETRIT . TEARMBIER, HiZERME IR
BEATER 2 ATARAE AR P2 R AR 7 5 R, of SRS B e R ZE K bn HEAT 7 B R B . 7
IR YRR BRI R, BB B AN T2

STt 737 BB AEENL: 368 #ilBk s BCE DR 4, 369 1450 M E Rd 4.
FIANAIT B LR N O GEih S AR AR EAR L. FPALAEES R 73 % (JEHE: 45-90
%), 44%RIBHER>TS & RZHBOVEN (92%). Tt (52%), 34%H) &
(126 B AR IR U E4L (ECOG) AREVEZ N 0, 49.5%I) ECOG 1R RERATES>
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M1, 17%H] ECOG f&RETF>2. 27%HEZFAERT RS (ISS) T, 43%
N ISSTTH, 29%79 ISS I 1 o AR 4 BB e TAEH (IMWG) ARiER) G
HEAEFH (PFS) MEAFH (0S) FMITRL.

W9 MMY3008 1) 3= % PFS 0 Afr&h R ibos, S ArBivimt 2y 28 AR, 5
Rd 4HL, DR HMCHE AR (PFS) B3#; DRd A ARIAF|H 1L PFS, Rd
H AL PFS N 31.9 A OXE EL[HR]=0.56: 95% CI: 0.43, 0.73; p<<0.0001),
P2 DRA VYT IR 03 3 JEE BOAE T (0 RUR: BEAIR 44%. SEHT IR 64 A H
PLFE T EAR) PFS s i 45 R4k 4 B 7R, DR 4185 1) PFS % Rd 4B ATt - DRd
M fiz PFS 4 61.9 N H, Rd A AL PFS 5 34.4 A~ F (HR=0.55; 95% CI:
0.45, 0.67; p<<0.0001).

B 1: MMY3008 BF5EH PFS ] Kaplan-Meier Hi4

1.0 4
0.8 1
3
‘jfﬁ 0.6 1
&=
It
E :
4 0.4 1 WA D-Rd
R
D-Rd Rd
0.2 (N = 368) (N =369 Rd
' FREHEREEE-A 619 344
D-Rdvs. Rd FIRRELE (95%-Cl) 0.55 (0.45, 0.67)
P <0.0001
O r—TTT7T 71717 T 1T T T 1T 1T 1T 1T T 1T 1T T 171711
0 36 912151821 2427 3033363942454851 54 57 60 63 66 69 72 75 78
H.,x
BRE T EERIE

Rd 369 333 307 280 255 237 220 205 196 179 172 156 147 134124 114106 99 88 81 64 47 20 4 2 2 0
D-Rd 368 347 335 320 309 300 290 276 266 256 246 237 232 223211 200197 188177 165132 88 65 28 11 3 0

Hh A BE DI 1R 56 A~ HIE, DR 449 OS 21 Rd 4 (HR=0.68; 95% CI:
0.53, 0.86: p=0.0013). FEHE) 89 ™HH L OS /i R4k B, DR HE
M OS # Rd AP . DRA A4 OS 4 90.3 NH, Rd AHAL OS A
64.1 1 (HR=0.67; 95%CI: 0.55, 0.82).

B 2: MMY3008 FFFH OS ) Kaplan-Meier HiZk
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1.0 4

0.8+

7 08
bl
ke
1
0.4 1
0.2
O ———
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96 102108
A
B XBER B E B

Rd 369 343 324 308 294 270 251 232 213 194 182 164 149 138 120 59 11 2 O
D-Rd 368 346 338 328 305 297 280 266 249 246 233 217 206 195 168 80 21 © o

T 7 A T REFE MMY 3008 B AR T s B

£ 7: W MMY3008 BH ARG R »

I AT DA B R E B3 DRd (n=368) Rd (n=369)
MZER (SCR+CR+VGPR+PR) n (%) @ 342 (92.9%) 300 (81.3%)
P1E°® <0.0001
PR I e AR (SCR) 112 (30.4%) 46 (12.5%)
S (CR) 63 (17.1%) 46 (12.5%)
T W 2% (VGPR) 117 (31.8%) 104 (28.2%)
Iy RfR (PR 50 (13.6%) 104 (28.2%)
CR B{H 72 (sCR +CR) 175 (47.6%) 92 (24.9%)
P1E® <0.0001
VGPR ¥ {£J7% (sCR + CR + VGPR) 292 (79.3%) | 196 (53.1%)
PH?® <0.0001
MRD [JItE% 2 n (%) 89 (24.2%) 27 (7.3%)
95% CI (%) (19.9%, 28.9%) (4.9%, 10.5%)
ELAH Lk 2 95% CI1 ¢4 4.04 (2.55, 6.39)
pfac <0.0001
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£ 7: T MMY3008 AR LR »

| TR IPAG B B I [DRd (n=368) [ Rd (n=369 |
DRA=1% 55 Z JCH - L JH2 - ZE KR ; RA=RAN L fZ-HLZEKFL ; MRD=F/Nik B : Cl=
HAEX[E
a ERTEENAIT AR

b j@iT Cochran Mantel-Haenszel + 5 #3615 p (A

¢ EET 107 EE

d RO ALE N T B A HE 1Y) Mantel-Haenszel fititH . oAbt >1 &1 DR 44
¢ pf{E>KH Fisher it .

FEGZfi b, DR AL P A B 22t 1a) 0y 1.05 N H GEH: 0.2-12.1 D,
Rd 4124 1.05 A H GEH: 0.3-15.3 A~ H D« DR 411 A7 LR R4 1) i AR I8 2
Rd 414 347 A H (95% Cl: 30.8, Joikflitl).
TEEG H TR G EEZLGSHECEN. EECREEBHR (VMP) B
BT :
TR & RBEFE MMY3011

WFA MMY3011 A& —WF e BEAL. BT R T 07, LR T A 16
mg/kg BEA TN K. EIE K ER (D-VMP) 5 VMP 67 Hri2 A E &
BT 2R 2 R M iR R T4 R (TR . 7E58 1 A 6 JH 25 245 1)

5 1 R 8 IRBZy) vh, 058 1. 2. 4 A1 5 FERHTII B K 2 T (SC) 4+,
B 2 0 FIEN 1.3 mg/m? AR, 7EREE 8 /> 6 AR (56 2-9 J&
BN 4 IR b, 255 1. 20 4 R0 S BT, BEFE—IR. £ 94 6 WY
CHE1-9 D 128 12 4 R, HIRG 2 9 mg/m? KL A 60 mg/m? ik Jefa. A&

YR FEAR P R Bl AN RE B I B

3t 220 B IREFHAT THEYLAEL: D-VMP 4 146 1 (FFE 114 §D, VMP
74 41 CHRE 538D . BIANIRITALIERZE N DT GETE 2 FIBORRFEAR AL . AL AT
Wy 69 % (Jull: 57-84 %), 15%MEEFR>T5 %, T 60%. 32%H)EHZE 1
ECOG K#E1E N 0, 50%H] ECOG KREVE N J9 1, 17%H) ECOG 1AREPE >N 2.
F 1gG. IgA FIREE A 8 B M HLE 5 308 57% 27%F0 11%. 26% 1 &3
NISSTH, 46% A4 ISSTI #], 29% v 1SS T HI706,  78% 14N i 3 A% 7 KUK b
f&. BT IMWG Frif, 1P VGPR BB 7 AR R DL L PFS % .
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FERE NS, PAFEV 12.3 NAR, 5 VMP BHUAITAHEL, IEFEZIH
LS VMP 0974 PFS J7 R I A it 8 W D-VMP 4 A1k F|
iz PFS, VMP A+ 147 PFS v 182 A (HR=0.43: 95% Cl: 0.24, 0.77;
p=0.0033), K/~ D-VMP 52502 50 1 JE sl At T2 KUK AL VMP ZH AR 57%

(E 3.

B 3: MMY3011 #F 5+ PFS §) Kaplan-Meier Mg

Hix
100 4
80 <
&
B e
2
i
N
181
40 —+
D-VNP VNP
(N=144) (N=T74}
0 — e
2 TR T () NE 182
DVMP £H ve VAP SARNRBSEY (95% CI) 043 (0240773
FP=0.0033
D -
] ] | I ] ] ] I ] ] ]
0 3 53 9 12 15 18 21 24 27 30
- FTiHEEFER (A
BREREEE
VYiMP T4 64 55 41 23 11 7 4 2 0 0
D-VMP 146 131 123 93 58 45 35 21 T 4 0

EFRARED 12.3 MHEB, R MMY3011 EE4S5H 228, D-VMP 44 VGPR
B U R ZE N 74.0%, VMP 204 43.2% (EG{E H=3.57; 95%CI: 1.99, 6.43;
p<<0.0001); =B AFE 7 RCFLS AR AT —E (3R 8).

£8: B MMY3011 BIEATREGE R »

¥ 70T VP Y R I3 DVMP (n=146) VMP (n=74)
SZfR (SCR+CR+VGPR+PR) n (%) 129 (88.4) 58 (78.4)
pfa® 0.0591

P 25 LI 5E A AR (SCR) 35 (24.0) | 4(5.4)
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£8: I MMY3011 KHEATRGER

ig > Gk i) gL DVMP (n=146) VMP (n=74)
SERGERE (CR) 28 (19.2) 9(12.2)
A TP 5% (VGPR) 45 (30.8) 19 (25.7)
o (PR) 21 (14.4) 26 (35.1)

CR B ¥ 972 (sCR +CR) 63 (43.2) 13 (17.6)

pfi® 0.0001

VGPR B {£J7% (sCR + CR + VGPR) 108 (74.0) | 32 (43.2)

pfE® <0.0001

MRD % 2cn (%) 43 (29.5) 5(6.8)

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

FEAR b %2 95% CI1 ¢ 6.19 (2.29, 16.75)

pfae <0.0001

D-VMP=1A 85 ZJC 500 & 1 K-35 6 - 1K Je A s VMP=Hll & 1 K- 36146~k Jé i s MRD=
N CI=E(F XA

a T EMIRIT ANBE

b p{H>KHE T Cochran Mantel-Haenszel & /716 %: .

¢ BT 107 1RE

S JEF A ER T AL E LA EE ) Mantel-Haenszel f5i11E. EG{EEE>1 F/R D-VMP %%
o
p K Fisher AL .

HHAZBEDT 41.2 A I, D-VMP ¥877 Al AEE00 i B T2 XU PR 65% (HR
=0.35; 95% CI: 0.23, 0.52; p<<0.0001). D-VMP ZHA1 VMP 4[¢)h 47 PFS 73
5N 38.7 A 192 AN H . D-VMP 4sk VMP 4l35RiA %] {7 OS, OS 1 HR
290.60 (95% CI: 0.35, 1.03; p=0.0600).

A= BRI PR 78 MMY 3007

BHF MMY3007 2 —DUFsctE. BEL. PHEEXTRE . 10 AR ST, PO T A
16 mg/kg BAMI B oK. EIECRKRERs (D-VMP) 5 VMP (77 B2 i A&E
HERTARBHEZ R ESR RS AR 5 14 6 AAHAM G5 1 [
Wl 8 IRRZ) H, TEEE 1. 2. 4 K05 FHTIE KL N (SCO 4, & 2
K, FIEN 1.3 mg/m? AREM, GRS 6 FEE (58 2-9 A 81 F
WA RGED Hh, 25 1. 20 45 ), BRIk £ 96 MM 8 1-
9 WD M1 &2 4K, NG Z 9 mgm? EECH 60 mg/m? ke . AMiRIT
FEEL F 0 ke B DA e 32 (K B

o
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F£ 706 %2R & #HAT T RENLAEL: D-VMP 4 350 51, VMP 4 356 il #
TRIT IR N I Gevh AR RAE AR B, TR AR 71 % (JEH: 40-93 %),
30%H)EBHEFWE>T5 & . KEHHE AN (85%) & (54%), 25%K] E & ECOG
RREVEST N 0, 50%I1) ECOG M RE T3 A 1,25%(1) ECOG MR AET-43 N 2. & 1gG.
IgA 4k Y B #8825 B LU 20 000 64%. 22%F11 10%, 19% S8 1SS 1
W1, 42% 9 ISS 141, 38%Jy ISS NI HI%chp, 84%MAN Mot -2 MR ubrfG . Jk
T IMWG briE, 35 PFS RS AL WA I 24

FERALBED 16.5 N AR, BFF MMY3007 f PFS EZE 541 &R, D-VMP 4H
B VMP AA e : D-VMP A iRk 2 th Az PFS, VMP A4z PFS O 18.1
AN H (HR=0.5; 95% CI: 0.38, 0.65: p<0.0001). 7ErPAipEYy 40 N 5, S
(1) PFS 2t &5 R IR s D-VMP 4151 PFS % VMP A frifsf . D-VMP
ML PFS N 36.4 N H, VMP 4 19.3 4~ A (HR=0.42; 95% CI: 0.34, 0.51;
p<0.0001), FIHHESZ D-VMP 1597 1) 2 15 0e 13k e R AE T KU FEAIS T 58%.

B 4: W5 MMY3007 F PFS EE45H7H Kaplan-Meier Bi£%
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D-VMP VMP
{N=3501 (N=336)

1.0 Celiey g e CRO=D) 364 18.3
DVMP 2 vs VMPE EF {85% CI) 042 (034-031
F=0.0001
0.8
% 06-
=
‘f§t'] 0.4 "-._ D-VMP
1'.._.”
0.2 e
\H—-WP
U I I | | | | | | | | I | | 1 | I 1
0 3 6 9 12 1518 21 24 27 30 33 36 39 42 45 48 51
A
AFRREE

VMP 356 304 278 263 246 207 171128110 93 78 67 &1 29 15 7
D-VMP 350 322 312 298 292 265 243 220 207 202 188 173 160 113 63 26

0 0

9 0
HABEDT 40 A~ A5, D-VMP US4 (0S) 48T VMP 41 (HR=0.60;

95% CI: 0.46, 0.80; p=0.0003), KA D-VMP L6710 B AL T XK B

7T 40%. HHAiftYT 87 4 H 5, D-VMP 4144z OS v 83 4 H (95%Cl: 72.5,

NE), VMP 447 OS 7 53.6 MH (95% CIL: 46.3, 60.9),

B 5: HF5 MMY3007 # OS ] Kaplan-Meier Hi4%

This copy of the document was generated on 25 Sep 2025 Page 26 of 43
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60345 Version: 10.0 Status: Effective Effective Date: 25 Sep 2025 (EST)

=
it
kY,
#l 044
DVMP VR
0.2 (N=350)  (N=336)
| s o) NE N
DVMP 30 vs VMP $AfIRBSHY (95% CT) 0.60 £046.0.80)
P=0.0003
O+——T7T 7T 77T 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
H
BRENEE
VMP 356 331 325 322 312 302 292 278 269 257 242226198132 73 27 3 1 0
D-VMP 350330327 322 318 309301 292 288 283 275270248171 97 40 12 0 0
WEL MMY3007 ) HAl 7 RaE R W T4 9.
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#£9: B MMY3007 [T R R »

T BT PPA ) B B D-VMP (n=350) VMP (n=356)
SR (SCR+CR+VGPR+PR) [n(%)] 318 (90.9) 263 (73.9)
RER <0.0001
FERG R LR e A2 iR (sCRD [n(%)] | 63 (18.0) 25(7.0)
SEARZER (CR) [n(%)] 86 (24.6) 62 (17.4)
AW U 22 (VGPR) [n(%)] 100 (28.6) 90 (25.3)
R (PRD [n(%)] 69 (19.7) 86 (24.2)
MRD Mt (95% CD © (%) 22.3(18.0, 27.0) 6.2(3.9,9.2)
ELAH L 2 95% C1d 436 (2.64,7.21)
pfHe <0.0001

D-VMP=i& 55 % G S 50-W B Ve K-k -1k e Fa s VMP=H & 12 K-35 -1k JEFa: MRD=
/NRE R CI=E{5 X 8]

o BT RmaTT N

> p ik ¥ Cochran Mantel-Haenszel < J5 K 46 o

o BT 107 1RE

d Sy EFRFEH T LR A ) Mantel-Haenszel {18 . HAEEL>1 %8 D-VMP %41
¢ p{EKH Fisher f& Wi .

EGfRE T, D-VMP B A B/ 128 0.79 N H (JEH: 0.4-15.5 4
H), VMP 418 0.82 M H GER: 0.7-12.6 A H ). D-VMP 4L AL 22 fift 4 s i)
[ ARIEE], VMP 46213 NH (EH: 184, An{liil).

X>70 % 8 65-69 % . ECOG 1AREVE N 2 7, B FR/NT 65 % HAY
B W A5 B ECOG 1R REVE 3 9 2 73 B B3 (D-VMP: n=273, VMP: n=270)
BT M 2T R RS Bk AR 45 R — 2. e W4+, D-VMP
YA RIEXF|H AL PFS, VMP A F AL PFS 4 17.9 A~ (HR=0.56; 95%Cl: 0.42,
0.75; p<<0.0001). D-VMP HKSZEMZHEN 90%, VMP 4N 74% (VGPR .
D-VMP 2 29%, VMP 41 26%; CR %*: D-VMP 4 22%, VMP 4 18%; sCR #*::
D-VMP 4 20%, VMP 4 7%). % WA M2 R SR N2 R —2. it
4h, ECOG fRREW4 A 2 KIEBE A (D-VMP: n=89, VMP: n=84) [j% 4
G IERE NS D SY LN TN k8
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BRI EE RN B
B KA IR
o ] s PR B 5T MMYY 3009

W5 MMY3009 & —IBEAL. 2 H0 . FFBE I RS, 765k sl va v
% S kB R v R R BB A 16 mg/kg D64 B 5 1 K AT M 8K A VBT (DVD
B VR A FERIAIGTT (VAo BEEZI T (SO HEHFE K Gllal
1.3 mg/m* MR MAD, AWK, AR 21 K QD WESRT AT E2
208 (B 1. 40 8 F1 11 KD, FLHrLk 8 ANEH . BHFEGMIEEKIBT R (3t
8N MIEE 1. 24 4. 5. 8. 9. 11 Al 12 KD fHsZEKFL 20mg (80 mg/fH, FEA
B VKW 3 VR T R e 25 2 D, i >75 & BMI<<I8.5. B JRmHa
AR BRI A S T BRI 7 AN 52 19 S T &2 20 mg/ & o TEA R H, Hh2E
KA 20 mg AEANHNERTHZY . ARaaIT IFEE RN R B DA R Z 1

Fat 211 BIEE LI 2 1 3552 TRENL 4 DVA 4 141 61, vd 24 70 fl.
IG5 B 2 [ B2 N OGS AR AR . B AR A 61
% (V. 28-82 %), %) T%HIBEHFEE>T5 4. 80%IH) 3 REA: 32 1 H 1 g
PRINEIF] (PD (79%332 LM & KD, 92% 0 i #2523 S e i 4577 (IMiD)
(35%F 2 1 RABEENG ) o FELRIN, 64%IW) B X J5—ZRIBIT T 25 . 64%I) 4
AU IMID i 24, 27% 018 5535 0T SR T8 B8 P 245 o ol 4 e DK 247 1) S8 A Ak
RIS

ERAIBEYT 8.2 AN ARE, WX MMY3009 FI4E R EoR, 5 vd 4147tk, DVd
I PFS EETA MBS %%: DV A AREEIh A7 PFS, vd A
K7 PFS A 6.3 4 H (HR[95%CI]: 0.28[0.17, 0.47]: p 5 <<0.00001), F %%
DVd V&7 H 83 B2 Bk e BT T XU A b 3% Vd Va7 B B F FEIR 72% (LK
6.
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&l 6: HFF MMY3009 ff) PFS Kaplan-Meier BH4%
100
-
80 ne@n
%%
W %ime,
7T
i& %07 @-W%-a}eem =0
e ;
ﬁ
]
|;[3 40
1
20
O_ T T T T T T T T
0 3 6 9 12 15 18 21
HREGHEEFIE A
vd 70 44 22 10 3 2 1 0
Dvd 141 118 74 43 23 8 o 0
—e— Vd ---e--- DVd
WEF MMY3009 FJHAlY T 248 R I T4 100
22 10: 5L MMY3009 ) HAbT 35 52
i CIN il gk DVd (n=137) vd (n=63)
MR (SCR+CR+VGPR+PR) n (%) 113 (82.5) 41 (65.1)
pfE?® 0.00527
FURE B L 5 2 R (sCR) 22 (16.1) 3 (4.8
B (CR) 23 (16.8) 4 (63)
AEE I BB 4> 2% (VGPR) 44  (32.1) 14 (222
g (PR) 24 (17.5) 20 (31.7)
BEMPAETEH GuRD ] 079 (0.7,42) 1.05 (0.7,4.5)
WAL SRR R T [ H (95% CD) ] NE (NE, NE) 6.9 (53,13.4)
MRD Bt# (95% CI) ® 22% (15.5%,29.7%) 2.9% (0.3%, 9.9%)
U AE EE 2 95% CIe 9.58 (2.22,41.32)
pfE 4 0.0002

DVd= i

Cl= BfS5Xa); NE= JTiEftiit.

a

b

c

d

p {6k H T Cochran Mantel-Haenszel £ 7 &5 .
ETREENETT AR, ImAHEN 107
KL A R L[] LB LE Y Mantel-Haenszel {14t LAt Lb>1 o1 DV %4L.
p 63K B Fisher Kok
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PRI A AR IE B FAL OS. FABE N 82 1N H, OS MR H N 0.34
(95% CI: 0.16, 0.68; p=0.00162).

PAZREDT 37.1 AR, DV HZE R PFS ML T Vd A2l & Rt
B G5 L% (HR=0.36; 95%CI: 025, 0.52; p<<0.00001). DVd 4
A vd A AL PES 2305008 149 A~ H (95%Cl: 11,10, 17.61) F1 6.3 ANH (95%
Cl: 427, 8.34). DVd H AL 2H {7 OS, Vd HIHAL OS 2 40.7 N H o BT
HR 4 0.76 (95% CI: 0.50, 1.17; p=0.21289).

2 BRIE AR A MMY3004

WEFE MMY3004 & —UFcE . BEAL. BB 0 BRES,  7E AT ez o
Z/b— 2T I R BT T 2 VB R R R LA 16 mg/kg BEATI B
PR ZERFAIRYT (DVA) 5B KA ZEKFARTT (V). B3E 2 SC T
LIV BEM B K GRERN 1.3 mg/m? ARERD, BEAFIK, SR 21 K

(3 JH) WESRT YT Z 2 CGF 1. 4. 8 A1 11 KD, FLFFE: 8 M.
BEEBNMMEB RGBT RS L84 M 1. 2. 4. 5. 8. 9. 11 12 RO
Rk ZE KA 20 mg (80 mg/fHl, BFANINE VKW 3 FRIT AR 4825 2 D, ik
>75 % . BMI<<18.5. B FRp5 45 il A B B A S [ Bty o7 AN 52 1) £ 5 ] Ol i &
20 mg/JH . TEASETE K, TS T 20 mg HUZEKMEAIERTH 2. ARMIA
J7 FESE T B kR B AN e B2 (R B

it 498 BB E B TRENLAY 4L DV 41 251 ], Vd 41247 B, Al
X B 2 B R 2 N ET G v 2 AR RAAE AR UL S B R AL AR I 64 % (ST
30-88 %), 12%I1EEER>TS %o 69%IM B REAE RS20 P1 (66% 552 1Ll
KD, T6%H 521 IMID (42%3% 3253 KAL) . FEERIN, 32% 1) i h)
RJE—RIBITINZG . 33%M BN IMID it 25, 28%) 5 & S SR A0 B i 25
S 5 A K} 245 ) R Rt T 7T . LT IMWG ARVEERY PFS FLEAESTF
(OS> PHNIT AL

ERALBEDY 7.4 AN HEE, BEE MMY3004 () PFS 20 o, DV 414
Vd 0B e DVd A RE R AL PFS, Vd ZHEF 47 PES 24 7.2 4N H (HR[95%CI]:
0.39[0.28,0.53]: p<0.0001) . ZEFAZfET 50 AN JE, SEEH) PES 7044 Sfrak
ft7x DVd 1) PFS B vd A s . DVd A6 PFS b 16.7 A H,
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VA 49 7.1 A (HR[95%CI]: 0.31[0.24,0.39]; p 1<0.0001) , £ 535 vd
TRITHEREARLL, B2 DV JRYT B HP R SR T AR FRAIE T 69% (AL
B .

B 7: B MMY3004 }f] PFS Kaplan-Meier 4%

DI M
(N=251)  (N=24T)
1.0 TR (B) 167 71
DVd4 vs Va4RRIEESH: (3% CL) 0.31 (024039}
" P=0.0001
0.8
. -
i 0.6
I
,f']r.
i 04
o
0.2 D-Vd
e\
o+—T—"TT T T T T T T T T T T T
0 3 6 9121518212427 3033363942 454851545
A
BH R E M

Vd 24718212974 39 27 1511 9 8 7 6 5 4 2 1 0 0 O
D-Vd 251215198161138123109 92 85 77 68 61 54 50 48 46 38 20 7

WAL RE TR N 73 A~ A B, DVA 441 OS 48T Vd 41 (HR=0.74; 95% ClI:
0.59, 0.92; p=0.0075) . DVd AKIH 1z OS 5 49.6 ™MH, Vd HK 385 MH.
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& 8: BFF MMY3004 # OS [ Kaplan-Meier i

(=

D-vd

vd

251) (N = 247)

| R EHS-A

49.6

38.5

D-Vd vs. Vd RREGLE (95% CI)

0.74 (0.59-0.92)

P=0.0075

g ——r-rrrrrr T T
0 3629
FHREE R EEBE
Vd
D-vd

| L L L

O]

5 MMY3004 1) HARIT R0 IR R 11,

T 1T 1T T T 1T

121518 21 24 27 30 R R Q}%A’) 4k 48 51 54 57 60 63 66 69 72 75 78 81

247219206 192 184 172 159 151 144 138 129121 113110104 97 93 84 78 73 68 67 63 54 34 13 2 0
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

F 1. HFRE MMY3004 [ HAT R4 R
IT 3R PRk ) B E B DVd (n=240) vd (n=234)
RZR (sCR*CR+VGPR+PR) n (%) | 199 (82.9) 148 (63.2)
pfHE® <0.0001
PR R LI SE AR AR (sCR) 11 (4.6) 5 QD
TG (CR) 35 (14.6) 16 (6.8
TP 5 iR (VGPR) 96 (40.0) 47 (20.1)
Horszfi (PR 57 (23.8) 80 (342
AL RSN I GalED ] 09 (08,14 1.6 (1.52.1)
WAL SRR TR (95% CD ] NE (11.5,NE) 79 (6.7,11.3)
MRD JItE# (95% CD ° 8.8% (5.6%, 13.0%) 1.2% (0.3%, 3.5%)
B b & 95% CI° 9.04 (2.53,32.21)
pfa ¢ 0.0001

DVd = 1A Z It Bpi-T 8 e K- ZE K
Cl= BfsXa; NE= it

Vd= T K-HZE KN MRD = fl/Nk I s

@ p{E>RHET Cochran Mantel-Haenszel - /7 165 .

b

RTEFENGIT AR, IWAEDN 107

C

4 pfEKRE T Fisher Kt .
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ERIBE G EIRTT
A BRIIm PR 78 MMY 3003

W7 MMY3003 2 —TUT . BEFL. FREXT R 10 3958, R E =%

—LRIRYT ISR BOME R M 22 R R R R LA T AR 16 mg/kg s SRR
TR B Hh ZEKFA (DR BEARYT 5 R B e AU S FE K4S (RD) BRA
BT RIRENE (TERA NI 28 R[4 B EL S 2 FMP I 121 REH—
REJR 25 mg) 5KHIE (40mg/fi) HZEKMA (>75 5B BMI<18.5 [FE# 1]
RE R 20mg/ D BAHY . EEARMBIEMR, AT 20 mg HZERME
TERTHZS, REERIEE R A4 4. WAL FHREHE20TT, HE B it e
BN AT HEZ IR R

HEit 569 il 252 TRENL 041 DR 41 286 1, Rd 41283 #il. Afh4l5
X RRZH 2[RI B 2 N 1 Geit 2 A i R AEAR (0L o B A TP AL R4 65 % (VL
34-89 %), 11%HIEEFWR>T5 & Ko B (86%) REALHEZ L PI, 55%H)
BHERAEZE IMID, HAPaHE 18%M) EE R H 2 kWAL, 44%R) E3E
WerE#eszid P AT IMID X 2R 25 . LRI, 27%) B0 o —ia T 2.
18% K AN PR 247, 21 %I 58 25 oh i 5 A DK 245 o o) SRS 58 Mg i 24 ) 6
HERR H T 78 . I T IMWG Fr#ER] PES MLEVAAEH] (OS) PEUT AL

fERALBED 13.5 N HEE, BF5E MMY3003 # PFS =20 #7 7Rk, DRd 41
() PFS %¢ Rd ZHA A3 : DR AARIEF| 67 PFS, Rd 4147 PFS 2y 18.4 4
H (HR=0.37; 95% CI: 0.27, 0.52; p<0.0001) . fEOiFEDS 55 AN A, T
() PFS 73 #7285 R 4722 7 DRd 481 PFS %t Rd A ek . DR A fir
PFS 4 45.0 A~ H, Rd 44 17.5 A H (HR=0.44; 95% CI: 0.35, 0.54; p<0.0001) ,
KWAEZ DRA VRIT I EE RAEFRTRBSE TN FEET 56% (LE 9 .
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B 9: W MMY3003 ff] PFS Kaplan-Meier 2%

D-Rd Rd
{N=2867 (=233}
1.0 15 AR () 50 13
.. DRJA vs Rd SARMBIAGSEY (85% CT) 044 (035054
\ P=0.0001
0.8 >
x i
& 0.6
[
T
i D-Rd
e 0.4
fo
i} e
0.2 ‘%. Rd
0 1 I | || 1 1 | ] I | || 1 1 1 ] I I | 1 || 1
0 3 6 9121518212427 3033363942 4548 51 54 57 6063
H
B B DI

Rd 283249 206 181160 144 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 143136134 131125115 76 16 3 0

76 80 MAMPH VG » 5 Rd 4AAHLL, DR H&E7RiH OS fL#(HR =
0.73; 95%CI: 0.58, 0.91; p = 0.0044). DRd A+ OS N 67.6 N H, Rd 4l
NS51.8 M.
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&l 10: FFF MMY3003 # OS ] Kaplan-Meier M2

=
=
S
lin
D-Rd Rd
g (N =286) (N =283)
' PREEFSR-A 7.6 518
D-Rd vs. Rd By RB&LE (95% CI) 073 (058-0.91)
P=0.0044
(1R e S s S e e S D D S B B A S S B B
0 3 6 91215182124273033363942454851545760636669727578818487
A
BN R EE B

Rd 283273 258 251 239 229 220 206 196 194 189 184 174 160 153 151 145138 127 124 117 114111105 85 90 81 31 4 0
D-Rd 286 277 271 266 260 250 236 231 222 215 207 198 193 186 180 175 168 160 151 147 141 140 136 133130127111 40 8 0

il 50 MMY3003 1) HARYT 20 2h S W R R 12,
F12: W MMY3003 EART SR

IT BT PRAR F R E B DRd (n=281) Rd (n=276)
MR (SCR+CR+VGPR+PR) n (%) 261 (92.9) 211 (76.4)
pfa® <0.0001
FERS BRI FE AR (sCR) 51 (18.1) 20 (7.2)
FEAEZMH (CR) 70 (24.9) 33 (12.00
AR H I 25 iR (VGPR) 92 (32.7) 69 (25.0)
W (PRO 48 (17.1) 890 (32.2)
WL B ZE RIS (95% CD ] 1.0 (1.0,1.1D 13 (1.1,1.9)
WAL AR RS TR H (95% CD) ] NE (NE,NE) 17.4 (174, NE)
MRD BAPER (95%CD b (%) 21.0 (16.4,26.2) 2.8(1.2,5.5)
FAE b & 95% CI¢ 9.31 (4.31,20.09)
pfE¢ <0.0001

DRd = AT ZICAP-R I E NE-HhZE KA s Rd= SRIE fa-HhZEKHa; MRD = fl/N& B9 5
Cl= B{5X[a; NE= Likftiit.

2 p{E>KHET Cochran Mantel-Haenszel - /7155 .

b T RIAIT AR, ImFYER 105

o R JL[A LUAE LE Y Mantel Haenszel ffiH{E. W EL>1 K78 DRd B4l

4 pfHKH T Fisher {5 .
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BIRIT -

P ST PR FUAIE 52 1 A 2G0T R RHE IR M 22 T R AN R
PRI PRIT 2ORN 22 4 M, T e A5 38 B A B 52 0 6 468 2 A 0 71 75 00 S 2 8 5 7R )
BT, I BAER G — UG YT I H s 1
BRI PRAJTE 78 MMY 2002

W MMY2002 5 — /e REAE 4252 1 %570 3 23R 97 CALEG 28 (YR30 il 75 A0
G TR B X 2 1 AR 1 7R G 2 R 7R 00 R i 24 1 2 R M R
I FUA T Z I BPLRT M Z 2R, 2900, TAIRIKPTAL. 106 6IE
RV YEZ R VB BER B E % 16 mg/kg AGAIT, BHENRIEE. BEK
AR N 63.5 % (JUH: 31-84 %), 1%MEE>TS 5, 49% N B, 79%H
FIN - B DL BEIR 25N TG Y (46%) TgA B (21%) RIREER (28%).
S 38%MI R 1SS 4 HAN 2 BN 3 1. 35% B E B Z T 10 MEF R L.
13%[H) S A BESN AN IR . B MRS W BN AL AT TR 4.8 (L
1.1-23.8) . BERAEREZSRTREPAECH 5. 80%M B ERAEREZIE A
RTAIRRR (ASCT). B B2 a7 AR B K (99% ) SRR ik
(99%). THEFERK (63%) LARRARMK (50%). HELRIF, 97% ) i3 0 W4
S MR JE — LRIRTT IR 24, 95% 1) AB 4 Xob R 1 T AR 400 ) ) AR ka8 VA 1 75 B9 i 24
T7%H B KA T 25, 63% ) M XA Ty FE RGN 25, 48% 1) B % X R ARk
i 245

MY A ZE 12y (IRC) VPAl &5 SRHHAT TG TR 0 b 23 100y 2 IR
W F# 13,

% 13: BF5 MMY2002 F IRC P EITT G R

big &2 J= Z 5 16 mg/kg
N =106
HZZEFE 1 (ORR: sCR+*CR+VGPR+PR) [n (%) ]| 31 (29.2)
95% CI (%) (20.8,38.9)
PR ) e 2R (sCR) [n (%) ] 3 (2.8
SEAZF (CR) [n] 0
I 2R (VGPR) [n (%) ] 10 (9.4)
B (PR [n (%) ] 18 (17.0)
GR3KZE % (ORR+MR) [n (%) ] 36 (34.0)
W SRR TE] [ (95% CD] 7.4 (5.5, NE)
ZEEMHRAL R GERED ] 1 (0.9;5.6)
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VEBT RS A (I B R AR bRED
Cl= BEfEXIE; NE= JTikfliit:; MR = BUNERE

AN R WA e 32 I WS R S () B R V6T S B 7 MMIY 2002 HP (R S 42
R (ORR) HiL.

FEALBE VT [ 14.7 A F BJAEARROCE B, RS A7 ] (0S)  17.5
MNH (95%CI: 13.7, D
A BRI KRBT 78 GENSO1

W70 GENSO1 J&—T7EREA: 323 2/ 2 Rl RGN 5 3677 2w
A H AR IEBE R RBOER 2 R B R 2 E N E T IR R 2R
7 2P IR AARIREE . TFBhRZE VI I RHIE TS . ABFFE b 42 453 K FOu
V2 RIS A B2 16 mgkg AMIBTT, HEWREE. BEPAE
Wy 64 % (ValH: 44-76 2D, 64%J9 51k, 76% AN M WHHHER AN
IgG & (57%). 1gA T (10%) FEEER (21%). 52%MEEH LT 10 MEE
PSRkt 10%00 B3 A BESN K AR . 3 AWIRIS W BN P AL Rl 5.8
(JuFH: 0.8-23.7) 4. HEMAARZIIRIT LB P AL ECN 4. 74% ) B REAE
Bzt ASCT . BEAE VA7 A HEHH B VK (100% )« SRR FE [ (95%) - 11 FE 14 (36%)
PARRARER (19%) . BT, 76%00 8 # X B2 1 i Je — 4RI IT N 24,
64% 1) S5 Xof 2 1T A 00 1) 7500 R G 8 R T RIS I 247, 60% 1) S X e A i 247,
36% 1) £ 3 XA B BE R 24, 17% 00 /3 S v K 24

WS RI AR o Hr o, %2 16 mg/kg A IEITfE ORR I8 %] 36%, CR
N 5%, VGPR N 5%. HALREEMN N 1A GEFl: 0532 4D Mk
B PRI 1] (95% CI: 5.6 N H, LA

FEPALREVIIN (8] 15.2 A H BAEARRGCE R, ARE B H Az OS (95% Cl:
199 N H, TEFAS), 74%M 52 R E TR 171
Lo I H A B

Ao — R R, B BIETE R A A B AT BRI . — I
15 83 I R AHEVG 1 2 Kk M Er i R (ST GENSOL)  HdEAT (1) Bt 7t
B, PN T AR MBIE (4-24 mg/kg) JEXT QTe [EEARISZME . TEAGIEE] Coax BT
2e IR & PK-PD 20 M3 B QTe (RIS E B A HBURIESE I (RPK T 20 ms).
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[ZEEFHE]
ZEEH

CD38 N—FiE MAHA (E.45 2 K8 RER A e L HED KRR
BN RS (48kDa), CD38 BAA ZFhLIAE, Hlansz kN SRt 5 5%
5 L SCERKE L K AR (1 s PR R A TR 2O Bl e — A 5 CD38 454 1 1gGlk
NI sa g fg, ml EHEGE Fe /v M0 BGE S E TR, el
WM AR EEE (CDO). Hria M i 4n il #2/EH] (ADCC) Ui 14
Y AEEAER (ADCP) S8 55% 0 S HI MBI REIE T, MH]3Ri& CD38
AL ARG . R 2 U] AR BRI PRI H 4H i (CD38"MDSCs). 75 T
Ml (CD38 Tregs) A1 B 4Hffl (CD38 Bregs) 7K

NK 4Hfi3i% CD38, Xfik R ZICHHiN- T i i fE Uk, B2t
BhiAZiE, SMNEMAEEET S NK 410 (CD16'CD56") FliEfk NK 4ifa
(CD16"CD56%™) 2 X 14 L& 1 43 Hemf DL .

AEZIBIARG TEE, BESE TEEMEEERR A RIEEVN. M
FE I PR B PREAE IR I8 T Z GBI R (0 B AEIRVEH
FHEPFA

WA AW 2PN AR BT B AL FE R A .

AR AT RPN AR T A E RS T . CD38 HEPRI RN B AR
I T] WL S A, S AN AR ATIKE . CD38 & M bk sh M B R Fe 45 SR o,
CD38 25 T MRS BT CONRD, BHA-IRAF i 2 CRED FH I
MR R E (D,

BOBHE: AT Z IR AR T 8O
(Qat )|

UKFEVA I, (2°C-8°C).

HIEE

BT R AR B A7

KT RERERCAEZE, B0 (RRUAL.

R AS i RE ) LR AN BE B P 1 7
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(2]
T AR5 2 ek FEANER ) 2 05 (1) 1 BRI /N, € 5 mL W, Hh s 100
mg K& Z IR
PO MR B FE R Sy 355 1 1 B3/ M, 3¢ 20 mL W, Hh o
400 mg IA T ZICHEPL.
R 1/
(E=pe)
RIT B K25
24 MH .
Wi B )
MDD B BER T BRARFT TR R 5 15 e S FEBR Gl A= s S i) XU,
75 T RS B FR A o B SRANRESZ R A, 45 FH 5 47 538 ST {39 1) R T A7 I
[ MIZE A, FER 58 (2 C-8 CHOBIGSFAT N IAF AT 24 /I, Z JFAEEIR (15T
-25°C) MIZE N T ASEE 15 /NN CRIERER ED . W RRAFEIKFE
SR 2 AT RO A RVK R 22 =
[HuATHr ]
BET 2 b e 1520220048
(5]
100mg (SmD) /Jifi: EZ5#EF SJ120190029
400mg (20mD /Jifi: [ 25#E S120190030
[ EW#FaTRAAN]
4 Hk:  Janssen-Cilag AG
EM AR Gubelstrasse 34 6300 Zug Switzerland
[47r=4r]
M4 FR: Cilag AG
AP k. Hochstrasse 201, 8200 Schafthausen, it (IR 71 57k .28
[FHATIEA]
RR: VUL AR A BR 2 7]
T Bevbag Vb 2 i esE X R R L A R DU 19 5, B4
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PR X S L 4 S0 ER 17F
MRECfid: 710304
HIE S5 400 888 9988
fEH 55 (029) 82576616

W4k http://www.xian-janssen.com.cn

***END OF DOCUMENT***
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