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(25471
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JESLALFR:
DUEDEE
§57%79 |

R DIINES DY AT

ikl 840\ 0E B R R I (rHuPH20) . L-2H &R . L-2H & R Eh iR h— 7
L-HE M. BilAinE 20, (Lh34EE (E420) AFEHFK.
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A hiEH T
(D SR SRAEE et SR TS F 25767 1& & F AT
AN M TS T 2 R 1 B BB R o R
(2) SRR ZERAA S A B Sk SRE AR
JERAIEE FI 259097 ANl & B AR T 40 R A8 RO B2 W 10 2 Rk 1k R R AR
JEE
(3) 55 R e A by FE KA R A FH 24 55055 W) 85 A7 oK A 26 K
B FH 25107 BRAE 2 /05200 — R IA YT 10 2 RV B8 LA SR
(4> 5905 R A FERA R A 2507 BR AT e e i 2 b — 2
HRIT CRLFE TS P e AN R A B A 70D 1 22 e i i iR S
(5) BRI RO MIAMEIAVE 2 R E SR R R, R B R
52 1oL 0, 475 £ 1A T AR ) 7R R A 8 R T R VR T HLR R — BT I R EIR
e o
JFUR MR R e AR
AR it R I B A K TR M Rt FE KA TS T 302 W 1) D e Mk B B B e A
FEAR R . AT RAE S WAL H T8 NYHA HIB ZREL IV Z0 5w L
Mayo I1IB 1 5 & 1 42 8 B e M AE AR B
[HE4% 1
1800mg (15 ml) /iffi
[FHERE]
AT kG 25, A F R E BB AT BNV 4 24
AN BESS N R G2, B IR 2 NAERC A SRCBOIE K 261 R EAT .
S5 PRARRE AT R A, DA DR A% B AL 77 45 3 S8 3 T A o ) )
XF T B AT IEAE RS2 IA T 2 JU SR BT ER KRR T I 3, WIE T — R RIgA 2
IS AR it B SR B AR R G BB Ak i 71
JSE4E T SR T ANE S 5 24 0, DABBAIRIA T 2 JU SR oAy A O 19 4 5 B 1 S
RLF RS . WS “I S IR 27 M [EEREI L.
FETFURA SR IRTT AT, Jooxt B BEAT M Y %5 5 AN ZL 20 M B A4 0 2




HEHE

E QLN kb

ESWE LK, KPR ESTL 49— RIIE LT ) 6T
BLHETHMEBEE (ASCT) I3 RrEZ 14 2% %

RAEE 1 PB4 257575, Ad 7R 1,800 mg, 45 251 [A1Z)0 3-

5 7%,
x1:  EREMEBOK. REERMHBERS (VRO BRERARITRESY
TR GRA-MRBRNSH TR

RITH A EAE T S
il %1-8/ fE IR G480

59-16J2 F2A— IR GEA 254700

f#1bken2l, AT R R T FIASCT

TR 44 H17-24H B2 —k (L2400
YEFFE I MEE2S R B BB e | R4S — K

@ RS IR T R E IR iR N B9 .
b 7NN T ASCTYR & )G BEH T IEI8YT -
¢ MRDBHMRFS:12/N H H OB g R 5697 2 /02440 A B E v S A

FEF ST (28 1-6 D A, NAEREAS 28 KRIEWIHIEE 1-4 A1 9-12
KT 40 mg HLFEKHA

S S 25 0 24 S R BN S 2507 R L DI AR .
BZGIIT GRS R /H 2697 (4 O — R4 2577 %)
IS 29 77 52

RAER 2 FIILLFAZ TR, AREIFIEN 1,800 mg, 4250 M2 3-

5 43%h

% 2: A EZEEIT . 5RIEREMHIERS (R « HDEREMH
K (Pd) BEERZRT (4 AAN—1TMRABRSETR) WintES
HHR

A BUHR

#1-8 i BERE—IR (HE525 8 VO

5924 JF @
MEE 25 R B Rt b B4 FH—Ix
o B2 IR T R E IR IS TR NS 9 JH

b &F 4 IR TT R E IR HRS TR N EE 25 .

30



HuFEAR A RAZ R 40 mg/ i TR B4R 2 (BRAEAEIE>T5 & B B h IR B =
20 mg/f)

A BB FH 24 1 245 i )5 AN 2 26077 5 LI PR 1k 9o JATAH 9% 7 et B B 5
SWEHK, EECHRERBREEIEITIHISZ TR (6 19— 1R 5 T
ESN

RIER 3 LA NE LT R, AmBBURFIEN 1,800 mg, 4525 [HZ) 3-
5905

*®3: A EWMBEKR. RELMRER (VMP) BREHZBTHNS
iR (6 ARG HTTIR)

A BUHE

% 1-6 & B —k L4256 0O

5 7-54 JH @ A3 F—k G2 16 70O
MEE 55 kS R R 4 JH—Ix

o B3 A U7 R E IR I RN T A
b BE 4 Y2 IR0T R E IR 2R 18D 55 J .

FES—A 6 JRIEE 1. 2. 4 5, R4S TR, £2EH
86 IS 1. 2. 4 F1 S R, WG H—IX.

SR MBG A2 R EAG 277 0 DIERRE]T .
LB KBS HZ 25 7R (3 g — 1R 4 25 7 %)

RIEE 4 FRILL NG 4T R, RMmEBIHIFIEA 1,800 mg, 45250 [H £ 3-
5908,

x4 A i S BEERMMERR (V) BRERAGRTREH TR (3
FAR— ARG ST R

A BUHER
1-9 JH FE—IR G259 70O

10-24 JF @

3Rk (G2 5 0

MEE 25 S E B EREE b

R4

o3 G 25—k 0T R E IR AT TN 10 14
b 4 25—k T R E IR T TN 25 14

RIAERN oK B RT 8 ANVRIT IS 1. 2. 4. 5. 8. 9. 11 fl 12 R4 Tih
FEKFA 20mg, BNTEFER>T5 ¥ RENR (BMI<I18.5) R HI AL EE
S VR 7 AN 32 P S5 e B AIG R B 28 20 mgy/ A

S S 25 0 24 S R BN AE 2507 R0 DIREARRER T -

4T



JFUR P B Y e e AR
ESWE VK, H BRI BRI GGG T (4 75— TR
WRIEER 5 PRI R, AdEBTFIEN 1,800 mg, 452450 HZ10N 3-5 7)

B

£5: AEBEAMEBYK. BRI E R WEA—NEHD TR
BB AR R AT TR

A BUHFR

SR8 B —Ik (JLAZ8U0

FOFE-EE24 B2 — IR (G281

MEE2S JE R B BB R EBUR 224 |4 — Ik

© B2 IR AT S IR ZIIN TSR
b RAE T R E IR LN [ A 55250

5 A W R S P £ 24 it PO 7R AN 25 24 775 5 D e PR B I AT A 5% 7 i D B 5
K/ 7

IR AR RIS T AN, N PRANTEL: 257X 25 2507 SR L, DAYESF
IRIT 45 23 18] B o
HYE I

ARV A TR R MR REE, TR BEREIR 45 24, DAfE i 4
FETHERE (L CERFERD . KT 5AR MRS EMANZMIER, AR i
YIS o WERAF A DL MR ARAE, W 0o 2508 45 A F TR 7 DA MG 1 S A 1k
o EHEIREZICRGUR S 27 E AR HE R -

o AU ERNE (BT, rPRRE A R B /AR R D

o 3ERULE /N RE AR H I

o ATATEE G AR VA 4 L el

o PR R A L R RE AT AT 2]
X ARG 7O E IR A R, 20 R I il 2 KU ) 32 B4 2 2

BT IR 25 RN P 29 B R R SR 2 24 B
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W) 2
TES AT 25
ILAEA i BEURZE 250 1-3 /NN 25 7 T B R S AT 2 (T AR B ki 5 )
AR AIRSEAR S 1 42 B R OB, HAR IR
o BFFREEE (KA HRO

- BRYT
FSE 2100 mg, BRI, (658 RIS, o 25 1 B 77 & mT Aok
bW SR H,60 mg.

- BRBRYT:

HhZEKIA20 mg (EREFRLZIYD), TERRE RS AT A 2. M
FERNA R FORIT 7 B HE 1 B R E B2, FEA 45 245 H M ZE KA
PERIESAT 2 AT 425 (0 DRERIRI D . 4 BFEAR MR 2 H 2
HhZEKA (BEERZYD (E ST 2, WA R4 T H A A
TR I HPUCA F 277 SRE 1 R SRS T (iR Je s )
o BRI CHHRA 4B B 650 mgZ:1,000 mg) .
o HUAHNEZY CHRBGE KN TARMGHB 25 mg%50 mg, BLAEAZ

).

TR I 2
R4 TGt JE 24, DARRARIR R MRS A K 10 4 B 3300 3 S 2 [ R, LA
LU
- HZGIRYT
TR AR S E2 R OSSR B TP 8R4 T DR 2K [ B (H
51220 mgEl A5 R 1) P A RO T S T, A AR HE I )
- BAIRIT:

TEAR SIS G H, % BRG] & 5 (<20 mg) Bl 2. 4
7, WISRTEA S5t J5 U H A T I8 T 2 0 e & FH 24 905 1 B2 o 28
[ (A SERAR ), AT REA TR E RN THES A 25 O DRI
BD.

TERT = IRB 2 ), IR BE B E B 2 N, AT DA P 4
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J5 B BRI (BRAMEATIE 2 JC BRI H 2577 S8 Hh i) B P 2R [T 9D

T3Ab, 0T 18 A BE 2 i s SR PR R, N A L R R AR R R
KR DL AR R 5 S REAE N YRS 5 24 o TERTIU ST 2 5, iR &
B A R A AR DG SR, U] DA ER R AT 2R 458 X e N 4 3 55 i 24
Al o
T AKTEIZ ] 5 P80 T TR

S22 FEASE R 00 5 IS 14 VR 97 AT 7 AR IE 08 15 PRI
RN BE
B

W AR AE B 1 T B o R IR U AT

WRAEFARB) 1% (PO 404, BMERELTFRENE (W DEKRY
HD.
Vit

W ARTE S B T R IR U L B TR B RIS 1gG 1oy TR dRdE
IR AR AR, DRI T BB 538 AN K RT e s i ik 75 2 JC SR BT B

P H BHELHR AR E O DRRGED.
ZEN

CEBEHELFRTHERE I DERAGED.
JLE

TG i T 185 DL T B35 1 PRI 78 Bk
KE (>120kg)

ST A BRAUE AT PR 114 5> 120 kg ) 835 (8 [ € 1) (1,800 mg)
WA ShEAT THFFE, TR 7R IR B8 B0 T BT 2% R 1o TC AR 445 4% 251 B )
A O [EEFEmR] A LRKRAGED.
ERZIWIRE

A AN T E kG 24, A FH R E R AT B NVES 42, 4 2 AT IR ik
RN T

AR b 2 R 55 N DA BEAT VA

A A — RV A, ESCE 2 3 S S B

A% i ORI L A AT B R B AV IR RIS RBURAY) . At E
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HHERYBRL, T2

A 5 BTG BUR LIGESR 2R RE R R OB BERE 4 (PVC) B
NS DAL S AR B Sk BT RAF A A
AT E 255

MV AE (2°C-8C) 25 FHU A M 253, JF-P 7 EIIFIRE (<30°C).,
FEPR B IR BEMIABECIRSEAT T, ARIT 5 24530 AT A JF R ARBRURT P BE il 7B 2 24/
o BRI ES . AR .

o SGTE Y AR

FERAB AL WE R JC T 56 I T HER AR 20T 25 (T 18G R 22GH MR T F4 2
Bt WIS mLBEN AN o R SRAEIERPIE DA A0 FRIN . A
TEST RN, BRORAAAERTRAY). AR (LA A Rk

— HNZGIEERS SR AR, ASARAEVRTBOR T T I 24/ N, ZJE{EISC-25°C
FABDERE M AR 120 (L CERGRD - WERGHIFAEUKAE . 202500 fevig
WP ISR

DNIEE G BT SRR E, VS T PR B T RS BT BB T i e B g

FERLI3 -55080 A, K515 mLA B NS ERBTAMIBZEMZ7.5 emIBEEREL
TAHR . HE S AL N ES AR, OSSR -

ERCRE S RN PR CE ISR DR VAR

AAAERIERAAL T i SO R AR AL .

USRS NP, N SV B TG S T R ARG R R
ARG, PTAEREAR I o) — M3 o — ANESS AL 45 TR R . AR GIRTT ]
8], 5 Z0AEAH [ R R A7 B T 3 S Bt 24 i

AR FHSE R 2 it BRI 4% 2 B SR AEAT AP

[(AR&R]
THIEA AR E LA R R NAE RS ERER] oA E2HER:
o ERBUSSIFNH A 45 2 S N
o JRRVERBERTERFEA BE K LM REE
o PRI R D AE
o I /MRIERAMEE
HT Tl R 6 ) 2 AR 48 AN R 25 0D i PR 6 mh I B A R S W AR A 3
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B BEHEATHOE, 7075 S il PR 2 e b W ¢ 3 A R SN AE 3R

FEAERIG PRI 70 A7 120441 35 B 88 TACH, ALHE3 120 S8 e 52 R il 1
23697 CPALVAITIAS. S H D RS9I 2 A Bk & 16T (R LR T iR Ay
2.6-45. 70 H), HA AR 193012 AR i R G e oK . ERBEIE i A b ZE K (D-
VCd) ¥RY7 (D-VCAHAia 7 I (8] 249.61 ).

A i B2 VR B AR I S LT AT A RS (=20%) A
A E . EEIE Y. COVID-19. BEV5 . IM/NBIRAMEE LA B B9
JEI A . FUIL fER . R R AURGeERf 4 . TEAR RN (=2%) N
JRYLPEIT 98 . EPPIRE IR . WOMRE . P PERLAN R RE . R RIS

A% it () 22 4 1 R AR 5 bk R AR BL, (HIRROR AR AU R U BT 5
MMY 30124, HP AL 20 el 2 A ity B T #1791 2 4 o5 A28 LUk B 22 G bt
Jik b T2 v = 5% R ME— AN RSO (3R B4 7393 9 13%AM18%) .
LAV
2 R R

A 101151 22 M e R 2 e T A ity 045 5K | — TR BH A0k a6

(FFFEMMY3012) HH4552 A% i B 2596 97 1260151 5238, >R B — TITLHA BH P 6 ik

By (WFFEMMY3013) HHHZ A RS TH S FE G A ZEKFA (D-Pd) 671114941
B, FRE TR IARIE (MMY3014) FH 252 A Sl 064 0 5 1K
SRR FE R A ZEK AL (D-VRA) VEITHI3S 1B . DUSTF IR R A 7T, g
P AR 26T (N=52, WFFEMMY1010. MMY 1004F1IMMY 1008) DL J2 A< iy
PAIRIT (WFAAMMY2040, o 83 B2 A mICE Ml B oK . SEIEe AR e
1BIT (D-VMP, n=67). BARICE LA ZERIANIGTT (D-Rd, n=65) BUHA
Bk, RIBEZ A ZEKFATRTT (D-VRd, n=67)),

5 DA RS (=20% ) B4 ki 4 M gt /D iE  F P k. COVID-
19+ M/MRIRANE . BRVE . WU EBRR . B, 2. K @k, &
Jelh il S FIE = o 3REARA RN (=5%) 35 PRIk « 1/ sk
R RGP . 2RI R REAE . AR AE . COVID-19AMIE TS .
FEE AR (=2%) BEFREYPER . FIPIoE gL R URE. H Pk
AR D REFNARYS o 7.6% 11 88 KA R SRR AT A S, S BUK A A 5
A RF AR AR < 1%, EFFM/MRIBAE . SR BB . =5 AR S . 62.9%

I



{3 A R AR B R G2 SONIEIR S 258Ukt 45 24D, 1£=3% ) &
K R R B AN RS AR P R L B /N |
SR GV fi RN IR T S G

UNEYEINRES

KOG T AR NRTT 2 KM B BER B AR RN .
KSR E SN T (1100 0L (Z1/1008<1/10). fBH, (=
1/1,000& <1/100). F W, (=1/10,000%E <<1/1,000) F+4FE W, (<1/10,000).,

x 6:

LEAR RN ZEEHIES

BRIEFZIUBIUE TREGIHITNE R EREE B E PR R RMN;

RABESE A R M G REZE (%)
CERSI rprgm | 342
e TR A e 43 3#
COVID-192¢ L 36 6
SRS 222 21 12
‘ _— SRR 12 1
B RARJRBR R ; »
U it i 4 3
S R O 1 0
= 4 s 7 R e 1 0 <1 <1*
Fh L4 D e 52 46
ML/ 36 21
MR M E RGN | e T4 W, 28 11
SE e 13 7
Ik 4 P 11 9
B RGITR R PIFRER 8 A ifiE L 3 <1*
A I 9 2
BHCT P 7 <I#
R BB TR e IR G 6 2
G4 I AE 6 <I#
Jii K 1 <I#
BREM R IR +43H W 16 2%
JE] [l ol 8 5 A +3H W 30 3
HRME RGBT
DS L 7 0

ESNA



R6: EZEABFZRETRFETAGRITHZREEHEREEEPHIAR R

ILEAR RN ZEEHESE

REBESL AR R PR RER (%)

SR emgn | 3am

T 7 <I*
Sk 6 0
7= iR 3 2#

DR E R J75 il L 3 1

IS SWEERER | ik L 7 3#
% g o 17 <I*

R RS MIRARE [ » a8

e I W A i 11 1
Jiti 7K Jitpa 18 0 <1 <1#
JiEPE 36 5#
B Fi 23 1#

+4r W

L 15 <1#

B MRS
& e 11 <1*
MK L 9 1#
JiF iR 982 18 0 <1 <1#

BikR T RSN | P o 13 I

] TP # 5 <1*
FULPAY B it T 31 2

BSMUNEHRES | . ., .

YR KT + o W 12 <I*
lEZE 11 <I*
AR 24 1#
Wz 20 3#
— +5r W

LB Rt | 2 19 3

AL Pl S 41 JE A e 16 1
RS 2 B9 6 0

L

FE K 5 <1*

SR PEEF | s So -
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®6: EIXBZUBHETHEARTHE RIEE R EE PN R RN
LEAR RN ZEEHIES

RABENE KB RN P REEZE (%)
CERSIO [ rmgn | 3-a%

TeAHE A
Fon—HARAE,
HF AR R
AT A O S S EL R AT 7T A 5 1R A T 0 SR A S AR D I ARAE
RS SA S SRR 7S 3 R 1K 5 A T 2T BT S A R I ARE
F A FEMMY 1010FIMMY 3014 7T J& #118] /& A2 COVID-19 K AT, Bt DA 1% P TilhfE 70
TR AR (N=372).
VB TSR EZIURYU AT 011512 R E iR B .

HEA SN (JRR)
TEARSIEIRIE I CRZJRYT BB IRITs N=1011) F, B REN A (1,800

mg, H1ED JEAEMTEAIRRN K EZH8.6%, B2 GH0.2%, Ja8EM G
H0.9%. TE0.9%[F) P ML FI3HIRR . 1 (0.1%) 3 K E4IRR,

IRR (AAEFIAEIR AT B8 ELAG R IRE AR, Gt e i, ROk, PRI, T
Vef g, BENG DL ORI, IR JEFE. TR AXnE, WO R AR .
B O R S A SRR L B VPR e I L O hik S AR R
BN (AR BB TR . A AR Sk B A 75 R .

TS ER A S . (ISR)

TEARMIEARBETE (N=1011) =, AT G S 50 S 1 R A2 26 H6.3% 0 AR

RAEIERAGLISR o TE S AL 55 W, (1% FRITSRAE: 5 30037 21 BE AN 56 307 F

o o o o o I

W

e

2l

FE 320K B U RPU R 2R )T 10 2 RAVE B BRI B T, A dh B R
(52.9%) SikEZICHHURFIKEIFIA (50.0%) FEAREBGYR A= 2R Bh . 7R it
IS i FRUANAA TR 2 JC B R BK A R 3 0 B4R R AR A AR, (Tl o 11.7% A0
14.3%). KREBUBGLETIER, RDSBURIT AL, EYPEN RS ST iRk
TR EAGEG o AEFTEXS TRBIE FEr,  1-4% 0 B PR G 25 15387« BUOEERK
G F B ph TG i AN AE o

FER TR W % JU R PURE R R 50T I 2 R VR B R 8 b, s TRUR

2l
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o 3HEAGRY:

o BRI R E B EETFL: D-Vd: 33%, Vd: 24%; D-Rd:
28%, Rd: 23%; D-Pd: 28%.

o MWK Z KV ERER EFHHF: D-VMP: 29%, VMP: 17%; D-
Rd: 32%, Rd: 23%.

o SY (BIEME) JKIE:

o  ERMEMERTEZ K E B EE AL D-Vd: 1%, Vd: 2%; D-Rd:
2%, Rd: 1%; D-Pd: 2%.

o HZWiMZ RYEEBEM B EMF: D-VMP: 1%, VMP: 1%; D-Rd:
2%, Rd: 2%.

TERRZ A B T I TR T I 2 R M i B E v, RS 7 DU Fi

o 3{EAIEYL: D-Pd: 28%, Pd: 23%; D-VRd: 35%, VRd: 27%.

o S5 (FFEME) JEH: D-Pd: 5%, Pd: 3%; D-VRd: 2%, VRd: 3%.
AiNET: D=1ATE Z LR RA=KIPFERL-HFEK A s PA=1A 5 BE - ZE KA s VMP=Hll &4
K-FEC-TRIERS: VRA=IIE Ve oK -SRI B frig - b FE KA
FRMERHERERFERE. ARBREMBIK. BB FZ:

TEWFFFLAMY3001 FFAY T A S S E oK . B RE A ZE KA (D-VCD) Bk
EVRIT 24t . BB B2 A N1,800 mg/30,000 URY F4AZY, 551 -8 A AEE —Ik,
SESA-SE24 2 IR, IWEE2SJEFF UG R4S —Ix, BRI sUH A AT
SZHIEEE . BN B ATFHIR B Z20E 2 I . TERZIID-VCAIRIT B, 74%0)
BAEBIRIT ISR 6N, 32% KBS iR TR 14E.

FEZD-VCA )y I T H43% K AT HA R M. D-VCAAH H1 2> 5% ) 3
RAEMITEEA RPN % (9%) O 13w (8%) FIMUMIE (5%). 11%
() 58 R ARSI RN o e 148 58 R A B BRBE AN (R s I 0, 455 0 I 3R A5

(4% FEIE (3%) 0Jixis (3%) FIMUMEE (1%).

5% 1 B RS RSB 7K A5 FAS o S804 DA 3 7R A S5 A T AN R
SNG4« CIRE AL O 53

36%4% 52 A i I A RIS RS H T 25 24 G SONAEIR 25 2 ElBkid 45 24D . 18
>3% 1 £ R AR I R B TR 24 (AN RSO B4R ERPIRGE G (9% ) R GLt: i

x® (6%) LJ1EM (4%). = (3%). WIREE 3%). FRIFME (3%) Fif

F13W



PR IR DAE (3%

B WA R (220%) A BIPIRGEER G J875. SRRKRh. (EHR. JE=.
HE AR AS . Tl BRI R S T2

RTE4GE T AMY3001 452 A A I B e oK BRI I e Al b 28 K F (D-VCd)D
TR B RA AR R
R7: FEAMY3001 PEZAGBCEMBK. BB A MIELR (D-

VCD) TR ERERER R RE P RENEBTHREE>10%E
HHZF>5%HAN REF

D-VCd (N=193) VCd (N=188)

ENEYSIA FrEEH (%) |3-4%% (%) FrAZH (%) | 3-4% (%)
Y

b R K G 40 1# 21 1#

JRYLPE ST %8 b 15 10 9 5
B RG R

55 36 6# 30

e 34 24 29
BEMEREHFTR

ShRmEgE | 31 34 20 2
MR RSG B R REIR

INF: %, ] e 26 4 20 44

I 20 1# 11 0
BRI E B R 45 A SR

97 12 24 6

KT 10 0

2R 10 1# 5
OB

DEARFEe | 11 | 4 | 5 | 2
& By PEBRIR I 45 2 R AL

VES LR | u | 0] 0 o
#URAE T 3RA R R

o b PIRE R LR IR A . SR AL TR A8 L WRIRGE S R R R
BERGe, B, SRR SR RMBIER . AER . LIFREK
G 7 1L PRI R

O JRRGLA it A AL IPIRCE G . TR AT 28 WS N A i 28 T 28 B A 5

© IS R e 0, 75 T T S AR 250 i TR D

& I L 75 I WK ATZ K

CORFEOREFN . BB E B OsE, OEid . OERRE . R OERRE. O
JEANEN . AR BRI AR . SO E . EIEAMGE . o ahid i, =
Phshid .

USRS ML AE W T B 58 1 5 I8 20 BT S A R AR

TG PIRGE TN R
G LRI E Y bR K

1477



FERSZ ARG ST B K . B A ZE K FA (D-VCD) BRERIT I &
RAERIRBINT T B RA RAS RS BB 5

BB T HGRE: FE . R
BRMERGHTMN: BT

RPN R G LALE AR RBL:  HiBUR N . 4k
DBERRIA: ORI OETR

R REFFRER: . A5 ik
B SOUVER WORE WUIAE . PRER RS
M-SR SRR L

S UIINARE g &t iR S A T IR g 2 S
BRARGEW: PR

WER R G B SRR it K

TR R

i)

LR RAET 1% EE, REEOTIRAE. O3 IG5,
DIETIREA S KRN E. FKMMZZLEIRALE.

%8

RMEET AMY3001 4252 A BT B e K . IABERE A 28 KA (D-

VCA) RYT A R SIS A A 7

X 8: AMY3001 HEZARBBEEWEK. BB RAMER (D-
VCd) 1897 I B Hak B A TEELB UK MR Z LR SRE R
D-vCd vCd
%5 3-4 % B %) 34 %
KW ERNERTE (%) (%) (%) (%)
IR E 4 > 81 54 71 46
AN 4=V 2y 66 6 70 6
1 2 o ek b 60 7 46 4
ML /N> 46 3 40 4
Hh R 9 D 30 6 18 4

VCd4IN=186.

oy BERIE T BA 3 S0 5 G 2 RE 2 MR 2L S 00 A (K B 91 8L, D-VCAZHN=188,

F150




DEA B R

TERRAMIES VCA(D-VCD) BB 1, 72% 1 B FE 2N O IF 52 2, Mayo
CE IR T (3%) T (46%) AT HA (51%) o 16%H) 3 K AT E L
JEZRR (8% 3 A Mayo (CVIF T HIF0 1T, 28% 4 I ) . #E>2%HE ik
AT D IR R O S (8%) . DIEIRIE (4%) ALLAARSE (4%) .
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05 75 H RS 98 S5 L 2 FE T E VR T o
2. ERERER MR O

TEBZ AR TB oK . R IE RGN ZEKHS (D-VCd) 15 & P B 2
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Y2 RVEBBER R A (n=526), TERMFEH (=65%) I RARTE & MR H I
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CELFE 2 RV BER A R M B R Ve WA A b i e B SR AT ) DA S, LA 4t it 2%
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i (CD38 Tregs)o MRHE R AR BEFNBLIE AP IIANE, CLAITIE (CD3*. CD4™LL
JCD8") HKIACD38, AMIAYT I, AN 4 A& §EH M % H| CD4" MICD8*
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SR (NKD 4B AT T 40 it %
CLAINK A I8 =K P (I CD38, I H 25 5 %2 B8 T % U 5514 5 0 40 s
R A S W o AR IR IT R, W 53 A A 4 o A0 B BE R B NK 41 i
(CD16'CD56") AHNKZIf (CD16"CD56%™) fyZaxt it B & 4 bl . 15
&, NKYHMIFEZ K 5 im RIT R )R s A ot

2R3N 1%

TE 2 RN BR3P R (0 — TR 298 T B L b, BB T AR i DABZ T il
HEFETE1,800 mg2h 2 (BRI — IR 25808, "W —IRGZi160H, R —
PO J5 5 UIAH R 25 24 77 SR k48 T8 78 Z G BB 16 mg/kg fm ik B % JU U1 BR 55
B, SRER, A0 TFAAERME 3 B SR K Crougn CE3ABIZE1RE Y
B “FIMELSD 5934306 pg/mL, ik dy % U B HTFR K2 24595224226 pg/mL,
JURTEIME EEN107.93% (90% Cl: 95.74-121.67), FILHAES Rk,

T2 [ 22 R PR R R T O R I — DR 253R T B 7 (F T MMY 1010
HEF & 1,800 mg [ T 45 24518 T Z UG 243N 1 R E S R ER AR AR
—3, IEHRZIHNRPGE KRG ANIA T LIRS AN, BE AN 2 F
—RG LIS SR 4 IR H)E, AR GBI E R BTN . &
R LI VIR BE R AE AR IR JE — IR 25 J5 5 4 R (RIS 3 WIS 4 XD , A
(SD) 51036 (437) pg/mL, *&H IXZG245JG0EMRE (RIZE 1 JAHIZE 4 RO 6.5
£ BIREME (SD) NEIREA G5 131 (63.6) ug/mL (RIZE 1 AL 8 K,
RYIHD YN RE R —IRG 25T RES R CHDEE 8 IRZRZ5)5) 11 829 (326) pg/mL
CBIZE 3 AMAZE 1 R, AZ4aD) o ST EZ PK ZHOTIFN T I B K Crougn
PE (SD) 826 (335) pg/mL. HIRGH )G, 185 ZICHEPLH] Cmax A AUC7days
PIE (SD) 43924 163 (57.4) pug/mL 1 21354 (8648) h*pg/mL. B IKZ245)5 1)
HAL Tonax 9 70.78 /NI, T AMA Tanax (ETEFE N 46.05 22 173.87 /M. 1 [H 3
AT Z I RPUEK Croun B 1 T EBRBARNEE, (P47 ER[VEE] 729.0 [248.9-
1238] pg/mL vs. 563.1 [6.790-1391] pg/mL) , {HIGHEES, S54ERABEHFRFH
KRB ChAEVERE]: 720.6 [310.5-1191] ug/mL) Rl
TEABR AR 45T B2 R il A2 75 1,800 mg A s, AT KB 25 BIAR IR
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T —IRA Y] GRS, WEIRE (Cma) MINE4.8F5, MEFERE (AUCox)
SEINZES.ARS o BAZIRTT KA IR TT IR, AR it PR 05t ey 0 VR B8 3 B R AR AE B A — I
YT REE T

2 RYEFER B G T, R FHI71,800 mgA fhIk & 16 TR — kA 26 A
J& BRI P 51,800 mg AR it 52767 45 24 e AH B o

TEIE A ASCTHIFTS W 2 R VB R B b, IAH 2B S oK.
ST Jiie M3 SE KA R BB IT I . (MMY3014) AT Z i REE 55
ZIRIT AL, FEHER 111,800 mg R FIESERLE 25, K Crougn CGHE3 AR 1R
YRUIRT) YIME ESDNS526+209 ng/mL (RER—IR, RS8R, MWE-—IR, Frs:
168, BEREH—U0.

2 R B BB AR AR IR % U BT 5 VA 5 B R M ZE K RA TG 5 VR YT BT AT

(WFFAMMY3013) HRIE T Z G i8R = 52 R 4RIT RS R, 15
HEF 171800 mgA i f2 N4 245 )5 (R —IR, FFER8, Mk, Frski6/,
WEREH ), WK Crougn CHEIEIANEIREGZHTD H{EHLSD 5374277 ug/mL.

TEJF R M 32 B 2R e R AR AR B3 O R 9 — TR A TR T B FEAMY 3001+, A&
it AR T 770 A HE R 1) 1,800 mg2h 24 (B — R4 25818, M — R4 216
F, WEsH V0O JG, K Croun B3I 1RAZGRT) “FHIE +SDN597+
232 pg/mL.

/TN

E2 R B B, DAHERERIE 1,800 mg#h 240, AR S 260 A9 R
FERN69%, TRHE A 50.012 bty IX B FEIIN (B 2H70 h-72 h (Tmax)o FESRK
PR BRI PR AR B R, DAERE TN 1,800 me#h 251, ARA 20 AR FH
WG R H BN 0.77 R (8.31% CV), & IR FE I [ A3 K
gaiil]

BT ZICRPURZNRIT I, MRS, R SRS E (V2) B
AR HNNS.25 L (36.9%CV) 3. 78 L, JATH I HPUIA 1A D FE f At 2K
FAIRIT 2 RN B REJR A I, AR AL T 10 P B ARV IRIV2 53 7 4,36 L

(28.0%CV) #12.80 L. fEJR KRB Em AR S T, R TE, KF
B IR AT BFUNI0.8L (3.1%CV) o X E AT Z I8P B0 4 T 1
ERG, {EME ML R,
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ARAG AN B

8 % UG AEIR BE AN [ i v 25430 1%, RIPAT &R AT IR 2 1t
CRTHLATEDD VEBR, HEE AN SIHRRIVRRIE—3. fE2 RIEEBER S, %2
KT FIC PRI, BT R PR AL A 1 7 3435 B 2 N 4.96 mL/h
(58.7%CV); HR AT ZICHEIT SIS LA ZEKR IR G 4 250, BHE %I
G T BEARPKAE UG TH P 3535 BR % N 4.32 mL/h (43.5%CV) . 7EJ5 R M4
REm R B FE T, B NE A ERERWERFN210mL/ R (41%CV). fEZK
VEB BB 8 b, B IR T Z U BT B 2R T M S TR 2 U BRI S A ) B i
AL ZERFAIRTT (1, F TR R 2 W B AH G 10 2 2 10 LT P 250503990 09 20.4 K
(22.4%CV) M119.7K (15.3%CV), 125 KRR TE R FEAL B b, RAEHY,
5 2R MV R AR IR I LS 38ME 275K (74.0% CV). TESLZGIARTT AL
BT TR, WG HTTR (A IREGZ8IE, M2 —IR&GZi16/H, hEH
4JH—0 DIHERERIE (1,800 mg) 452, W4 —IRG LGS HILBIReA.
XoF A i 2GR T R8T 2 R M B RS S A, T SR BHAPK S b, TR
(FIPK B 8 el 25 WK 9. FEFRSZAR il J ISR B 24 10 T7 A& iR T I B
I % T B R A A

®9: TRUFHEBERRZABETHH (1,800 mg) BOAEZICHHE K
il (16 mg/kg) BARTERIEEZLATIRER

PKZ&¥ SBEAM BETAHREZNE | BIkAHIEEZNE
E7 £
LS SRl VR-g
(BESFI95H 4L (EESF95H 2L
i) 30
RN, ERERE 123 (36;220) 112 (43;168)
— IR Y
Crrougn (pg/mL) SR, R 563 (177;1063) 472 (144;809)
—IR¥EY (3
25 1R Curough)
R, EREH 132 (54;228) 256 (173;327)
— KA
Cmax  (pg/mL)
2R, KIRERE (592 (234;1114) 688 (369; 1061)
— IR Y
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E1UEY, HRERE 720 (293;1274) 1187 (773;1619)
]
AUCq.7% (pg/mLeR)
F2RM, KREE 4017 (1515;7564) 4019 (1740; 6370)
—IREYy
52641 F2 52 A fh B R RS S VRABC S VR TT 1IIE & R M 11 2 kM BEs
(1) T PR 5 5 8 A 45 L3R 10

R10: EEBHENSRETIDEEEFRZAMHZ THF (1,800 mg) 5 VRd
KRBT ENEEZ AR ER

PK ¥

LERAM

S iy K
AL (5 5 A0 95 HAALED

Ctrough ( Hg/mL)

1ML, BRIk

113 (66; 171)

%2 ML, RIREERE— k% 4
(;ﬁ 3 }%E\E% 1 3% Ctrough)

651 (413; 915)

B 1AM, HREE—REY 117 (67; 179)
Crmax (ug/mL)

52 B, KRREHE—REY 678 (431; 958)

B 1AM, HREE—REY 643 (322; 1027)
AUCq.7% (pg/mLeR)

52 B, KRREHE—REY 4637 (2941; 6522)

i FHAS IR S ¥R T IR R M AR BE R e b R AL
Forp agm2 1141 R B, AR TR BEA S H0E WK 11 AEHES 151,800 mg
T JEURNE R BE R TR A AR FR S TP A T 2 T ST R N T 2 A
B, BRI RV A -

CE R, BT TR PR T,

R 11: BERUERHEIEHHEEEEEZAN (1,800 mg) AL FEFEZNHE
NREE
PKSH gl | B NAHREZ AN

A (BESF95H ALED

EEM, HIREE—IREGY 138 (86;195)

Curougn (pg/mL) 2ﬂﬁﬂ KRG — IR 2 662 (315;1037)
3” ﬁﬂ% 1 %Ctrough)

o Ly EEM, HIREE—IREGY 151 (88;226)
max \ g/

2, RIREERE—IRG Y 729 (390; 1105)
R FIEW, "R —IRGY 908 (482;1365)

0-7% LU *
2, RIRERE—IRG Y 4855 (2562;7522)
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EREHEAEE D, FLTEEBHAE 48R .
N

R 52 A i B2 0T B PR AR T IR R I RE AR PR AT, AN TR A
B TE Z U PR ER R AH L
iz

FITAS B3 A fib 2T 107510 ] 2 751 5 1,800 mg B2 YR 7 (144 3 0 211 34 ] Tk ) 78 40 B
5o X RVEEMREE T, MERTEHEZIUAHEIKGZH, IRETH (<65
kg) HIP3)Curougn CGEIFAMIZEIR) =160%, mfAE A (>85kg) fiK12%. fEMRKE
>120 kgt —2b g h, PR ERIK, X R FBUTACNRE. (HiX—%
SRR THE AR EH . hEEHEESARETHT: (<65kg M>65kg), &
i1 1800 mg2h 2415 Btk 45 24 J5 1) Curougn B LU (1 34 5 AR v [B] B 3 — 3

TEJF R MR R Ve Wy A AR B3 oh, 8 W% 1S [ A 72 ) ) Corrongn AT A 2
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D= ZRIRYT CRLFE R 1 B AR R AN S D B FIRE AR (PD A
P77 (IMID ) XU 24 1) 2R MEBOHE IR 22 % Vi iR S8 T L T IR R Z U
PUR PS4 (1,800 mg) SIAH ZICHRBIFIKG 25 (16 mg/kg) MIA RMER
AV BIANRIT AL 2577 500 SEIUR2AME A K, H3-6AMR2HE K,
IR IR, 28R A— M. IRIT RREEZ AN AT (1 R B R

BTS2/ FR RN L: 263451 43 BiC 20k T Z I RPN, 2595150
FIE T Z I AT KR PANGTT AR N D Gt S MR R AR AL . iR
HHIPRLERY 6T (GEH: 33%-924), 55%ANBMHE, 8% NEAN. BEKIH
PifkE N73 kg GuF: 29 kg-138 kg)o HEHBRAAEZ M ALIGTT R ECN4. Bt
51%0) 3 REAE 252 0 B A4 IS T 40 A (ASCT), 100% 1) 8 REAE #5213 PI
FIMIDIX F 25, R 2 BUBF AT BEAE 4 S MYk 2, A 4G PIFIIMID (49%) .

S FUIE E] T IMWGEA PR AE R SRR 2 (ORR) (3R12) FIEE3 151
RE VIR KR Crougn (W DKRPRZGER D 0 A 32225 1

F12: W MMY3012 [R5 R

REZNETE THY
(N=263)

BERILBSR KA
(N=259)

FERAR

BARZEMR (sCR+CR+VGPR+PR), n (%) @

95% CI (%)

108 (41.1%)
(35.1%, 47.3%)

96 (37.1%)
(31.2%, 43.3%)

AR RS (95% CD) ®

1.11

(0.89,1.37)

CRELFEIF IR, n (%)

5 (1.9%)

7 (2.7%)

R RIS 2 (VGPR)

45 (17.1%)

37 (14.3%)

28T




£ 12: B MMY3012 FI4E 4R

REZLBANETAY | RRZUATBKEY

(N=263) (N=259)

Horazf (PR 58 (22.1%) 52 (20.1%)
WEER

AR BE, n (%) © 33 (12.7%) 89 (34.5%)
T RAEAEH, H
AL (95% CD 5.59 (4.67,7.56) 6.08 (4.67,8.31)
KR (95% CDD 0.99 (0.78,1.26)

o BT RGN
b B R P Y Farrington-Manning 6 % i) pfE << 0.0001
o FET24MEAEE. Cochran-Mantel-Haenszel = 5 ¥ 56 (i PAE << 0.0001 .

AL Y729.3 I, TATE U BT T HIRIZH B 2 0S 928.2 H (95%ClL:
22.8,NE), AT ZICHHUHRIkeS 24 0 Ar0SH25.6 ™ H (95%CL: 22.1, NE).

AR SZ A5 R R B R 5i0H ZIRPUE NHIFIAAE
TR R ) 0 2 A PERFE— 2

IRCTSQ (Pl 3 M7l S B B H MG &R ) WERKY, 5
B 52 IA T S JU SR UER KA 25 1 R M L, B2 IR HR 2 U B B R R R S A
ST R . AR, RO AR s o
BEHZEITEXR B
S BRIm AR FAMMY3013

WFAAMMY30132& —IiBEAL. FFEcE. FHEER B 2 oL IR 7T, EREAE
P AP 1EIRYT CRLRE RN FE AT — i 2 A BRI 77D 52 R SR 1 2
RAMEEHER A P LA (1800mg) BEAriA Ly BE Al 2Kk ks (DPD) 50
FERCER A U ZERIA IR YT (PdD). W EFER (TEREAN28 R I HE G 45 24 A 156
121 KREH—Wamg AR SHbZERF 40mg/H (80E>75%, W N20mg/ ),
A28 KINEIT I BIMIEEL, 8, 15, 22K HRG 2. fEARMGLI 9K, kAT
20 mgHh FERAME N TIAIT 2, FIRHAIELA GRS W T HhIEK
FATRI R B3, 20mg & A F AR A i B N IR TG T P 24 . AR AR = i S it
(R34 77 15 SR I T B R M KA 70 B PZELIRD IR T SRR SR B ik e, B
B HIA T2 T

1

ST




Heit 30449 g P52 T BEHL /4. DPAZL15145], PA4L15361. 75 R IRIGIT %
AR B 2 S 1S3 B 3 PR UE 1) S e NI A o AR YA S B e U B, HRRR
BEAE IR T WA R A>3 0 B B I R 3 AR S AL 5 e R 2 IR PR 26 N D1 Gt 2 e
TWRFEAR L. BB IR 678 (Jul: 35-90%), 18%HIE#E>T5%, 53%
NBHEEE . 45%MEE AN 1SS 14, 22%ME#E N 1SS M. BEAEAZm
BIRIT N2LR, P B A 52 3 0 — o 1 Rl A o A SRS fe e B v
7, 56%I1EH 2 T (ASCT). 96% 1 3 BEA: 2 %2 ik i B 4 K ik
J7o KB EaE (80%) KIAFFENZMY 2], 48% s %t & H B AAIHI R 25, 42%
KRN G B VR T R B A ST 2. 11% 00 B BEA B2 2 i 1 43897 s A
A B B0 RIS BE i 24, 32.4% 1) RE X SRS BE e FIPISI i 24 ik [ iy
B LAEH (IMWG) A, RIETCHE R (PFS) TFIIT R,

A BEYE 16.9 AR, BFFRAMMY3013FPFSH)EE4r#r En, DPA4LIPFS
BPAH AA Giit 8 XA : DPAAL A PFS 12.440 H , PA4L 7 PFS 6.9
H (HR=0.63; 95%CI: 0.47,0.85; p=0.0018), F H#2ZDPdiATT 1 & K AE R it
JBAE T (1 RS AR T 37%.
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D-Pd Pd
1.0 (N=151)  (N=153)

‘ s L 12.4 6.9
j: 0 D-Pd4H vs PAZA A FaH (95% CI) « 0.63 (0.47-0.85)
ﬁ_f 0.8 - '-é P=0.0018
1F )
b
ttk 0.6 1
R
04 4 D-Pd
0.2 4
0 R O ) P R I R R B A B

L
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36
He
A AR ) 6 2 15 e

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

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

B1: BF5EMMY3013KPFS Kaplan-Meier i 2%

FEPALBEY39.61 A 5, 34T T 84N OSTHRIBE VT 94T« £EOS EAE N57%
I, D-PAZHHIF670S K34.44 H , PAZH J923.74 H (HR[95%CI]: 0.82[0.61,1.11])

WFFEMMY 3013 [ HoAth 7 24 RN £ 13

EXIUA



F13: B MMY3013 BT 2 e

D-Pd (n=151) Pd (n=153)
MR (sCR+CR+VGPR+PR) ,
n (%) * 104 (68.9%) 71 (46.4%)
pfa°® <0.0001
PR BRI TE AR (sCR) 14 (9.3%) 2 (1.3%)
SEAZfH (CR) 23 (15.2%) 4 (2.6%)
A U HI 5B 25/ (VGPR) 40 (26.5%) 24 (15.7%)
Ay AR (PR) 27 (17.9%) 41 (26.8%)
MRD [f#EZ ¢, n (%) 13 (8.7%) 3 (2.0%)
95% CI (%) (4.7%, 14.3%) (0.4%, 5.6%)
P fH ¢ 0.0102
D-PA=ik T 2 G HY-TA D P - ZE KA . PA=IA T P - ZE KA ;. MRD={UN B +

CI=E 5 X 7]

o T REMGT AR

b p {ERE TR E R Z %K) Cochran Mantel-Haenszel 15 774656
¢ MRD BRI T E R IT AREFRME 107

d P {HKH Fisher ¥ L

FEGZ R, D-PAALR AL B MR o 1A A EE: 0.9-9.11H), PdA
NILONH GuR: 0.9-17.340H). D-PAARIEF| AR Gufl: 1%
349+ ), PAAANISONH (JEE: 1+%224.81H).
ERRIMRTFFMMY3014

HFAEMMY 301452 —TAET70% J LA & & ASCTIEN2 Wi 1) 2 % 1 B iR
PR BENL. PHEXS IR, IO T, HdeAs % Rl (1,800 mg) Bk
R RIS R AT ZEK KA (D-VRA) BEATH S RINEGIT, b5 A
it I A SRR P J AT 4E R VR TT RN B oK . SRR A ZE KK (VR #EAT 15
SRIRENRTT B A8 SRR FE AT 4E R R YT , B A I S BB R BRI
A2 RV o YR TT AT Ao VR SR S P R R o S T R 4 T ZE K FA 40 mg/ K
224K . BB R HIF (1,800 mg) 7 N4AZy, H1-28 6 E—
R, 8 15M122°R), BEJEH3-6AMIRM A — Ik CGEIRMEISR). X T4
KRy CGE7HEED, BFEBESZAR R L T (1,800 mg) %), 44—k
MRD [ 81240 A B 32 4E R 1097 220 244 H 1 33 B AR 5 Bz 7R i1l 71

(1,800 mg) ¥HJT. BELZE T (SC) FEHFIIEFK GllEN1.3 mgmAEKH
FO, BRMIR, SRR (4D MESHI CGEL-6AHD bz G
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1. 4. 8F1R). ESE1-6FMMEE 121K, & H—ROMR25 mgRAERE . 5T
UeFEia Ty CBT+HRAND, BH AN AMIIE1-28K (Frsh) 35210 mg R I %
T H—RGH, BERICRKIR RSSO B2 M. 7558 1-6 8 I 5
1-4 R FIEE9-12 K4 740 mgth FE KA (O AREFR Bk 25) o 76 AR & 52 il 771
(1,800 mg) JEHF K, HhFERAAME JyiF G wir FH 24 O IREl ik en 2 ARG 2E P~/
SRAE AL 5 15 BRI e K . S 0 8 R R b FE KA R 771 2

70961 5 152 T BENL 4 : D-VRAZ1355%1, VRAA1354%1, PiANiGETT 4
REEZE N D Got S A R L. PR 602 (FEH: 31-70%). KZH
FEME (59%), 64%H]EEECOGHRETE N0, 31%HECOGIAREIRETE D A
1, S%MIECOGHRETE 732, IEAL, S1%HIE LSS I, 34%[1 B3 1SS I,
15%H) &3 ISS NG, 75% ) (38 BA AR e 40 i 8 4% 22 XU, 22% 0 35 A
B I AE S S (dell 7p. t[4;14]. t[14;16]), 3% E 3 A4 a5t 44 27 XU
AHAE o

W7 BE DT ) 47,54 A IE, B AEMMY3014 9 PFSHI EE 47 B, D-VRd
HIKPFS 5 VRAAAA LA Fics (HR=0.42; 95% CI: 0.30, 0.59; p<<0.0001).
PRI AL B AL PFS
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%\D D-VRd

§ 0.6
b
%
i
#H 0.4
R
0.2
0.0
XS B 5L

0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51 54

VRd 354 335 321 311 304 297 291 283 278 270 258 247 238 228 219 175 67 13 0
D-VRd 355 345 335 329 327 322 318 316 313 309 305 302 299 295 286 226 90 11 0

K 2.

WFFEMMY 3014 H ALy T R4 R WL T 3K 14

£ 14: HFF MMY3014 (K57 304

%a

W9t MMY3014 ] PFS Kaplan-Meier #4%

D-VRd
(n=355)

VRd
(n=354)

LR EE
(95% CD) ¢

MK 2 (sCR+CR+VGPR+PR),
n (%) @

343 (96.6%)

332 (93.8%)

PR LR B2 R (sCR) 246 (69.3%) 158 (44.6%)
SRS (CR) 66 (18.6%) 90 (25.4%)
A8 U 1B 2% (VGPR) 26 (7.3%) 68 (19.2%)
oy Z2fiE (PRD 5 (1.4%) 16 (4.5%)
CR BB HI22f# (sCR+CR) 312 (87.9%) 248 (70.1%) | 3.13 (2.11, 4.65)

95% CI (%)

(84.0%, 91.1%)

(65.0%, 74.8%)

3471

VRd




* 14: W MMY3014 KITFREE R »
D-VRd VRd EefE EE
(n=355) (n=354) (95% CI) ¢

pfH® < 0.0001
Bk MRD B =R ¢ 267 (75.2%) 168 (47.5%) | 3.40 (2.47, 4.69)

95% CI (%) (70.4%, 79.6%) | (42.2%, 52.8%)

pfE® < 0.0001
D-VRA= 1A 2 o L A70-M 5 e KR T B i - ZE K A s VR = W 5 e K-SR 3 e - b 36 K

¥ MRD=T/NR BN ; Cl=HEAEX[H

o BT EmaTT AN

> p {fikH T Cochran Mantel-Haenszel - J7 46 56

¢ BFIAE) MRD BT (BIEN 10°) F1 CR B3 47 2% fk
& AT TR SRR DGR EE ) CMH R SR Al A

A BRI PRAF 5 MM Y 2040
WEFRMMY 204052 — A 1,800 mgAS i R Al ze v T ek, .

- 5WiEK. EECAR RIS HZ) (D-VMP) JRI7 H2 I
REE B2 RIEEERE (MM . EEIN6ASLEI CGEURM;
8UR& ) Hh, WV KIE R Bz RVESESE 1, 24 4FI5E, BFE200, PA13
mg/mMAR RS 24, (ERE S 10868 A B2 8 HH-28 9 J& 15
NEIR4R 25D, BEELR, H1. 20 4RSS . E91N6H JEIT
CE1EW-SBOR D FIE1R-S4K, NRA 9 mgm? ik HI60
mg/m? R JEFA . AR IR YT RREE g ik R B AN T 2 R R

- ERIBEE RN I KA A FI 25 (D-RD ¥RIT B R VB A T
MM E . RIBEENG (TEREAS 128 K [4)8 1H) 25 45 45 24 Ja 101 b (R 45 1 K-
F21 R H— RO MR25mg) 5EFIE (40 mg/fi) HFEKKL (>75% 8L
BMI<<18.5HHEFH I JkE 220 mg/Jf) BLEHH . AMinIT s 2500
HE B AN T 32 1

- 5B K RIS AR A FI 2 (D-VRA) 1697 HT2
W 38 S A A MM . B KB I e RIS A 4, FIEALS
mg/m?, EE VAN JH & Wk 2. RIBERAEH 1R 14REER
25 mg IV ARZE 245 AT R FEKANATE 3 JE 45 24 JF I h 40 mg/ JE 45 2. J2if
I7REELIN (8] 944N I
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FENZH 19901 % (D-VMP4H: 67#1; D-RAZH: 65%; D-VRdZH: 6741, &
FIMWGHE, @ ENFEERE TIT R . AR ED-VMPAID-RAF) 3
B S ORR AN D-VRAR) & B2 S VGPREUE U 22 /i (WER15).

£ 15: B MMY2040 FI57 355 8

D-VMP
(n=67)

D-Rd (n=65)

D-VRd
(n=67)

MR (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%)

JERE R SRR (sCR) 13 (19.4%) 12 (18.5%) 6 (9.0%)
ST (CR) 19 (28.4%) 13 (20.0%) 5 (7.5%)

eI B 2 (VGPR)

20 (29.9%)

26 (40.0%)

37 (55.2%)

Mgk (PR) 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPREFIFHIEME (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=1A 75 Z U PU-I & oK -5 G-Ik JeFa; D-Rd=18 5 Z JU .91k R i - 3 K
¥~s D-VRA=1A 55 Z 0 HT-0 & A K- KT L - 2 Kb 1A E 2B Pi=DARAZALEX ¥
THIF; CI=E/EXE.

o BT EZIRIT A

A BRI R L AMY3001

TE—TFFRCHE S BEML. FHMEST B L AMY 3001 3P4 T AR S IAVCd (D-
VCA) VBIT BT R AR B A EA B2 W1 0 R R B R e AR
BAOFINSEZ R TS PR 2 L O E 2 B T-TTA R R Mayo 2004
O IE 23 BARR N 26 RO FINYHA T-IIA S . HEFRNYHA TUBFIIVERL 1) . BB
HUGHERF28 K — AN EH IS 1. 8. 15FI22 RS2 BN K 1.3 mg/m? i T4 25, 3
WERENZ300 mg/m? (e RFES00 mg) AR ER KA 2, DA ZEKFS 40 mg (Kt
T>700 B AR H<18.SEUEA i MR EE o B PR 428 A HE R E A4 X 2K [F ez v
ST Z B, FIEREE20me) HIRBE K 25, BA BN BEA AT 1,800
mg/30,000 U, 7E55 18 £ 58 JEREH — IR T 4524, BB R 24 25—k, M
SE25JE I UREEA S — IR, EA I R B RG24 5 B K 2RI o AR il R 26K

36T



FATE Rl — RGNS, {EARMGLNTE T HIEKIA20 mg, AFhLA 2G4 T R4
M IERRS (A& D F BT AL SR fabn Ao or i 75 2% 01 AR SR bR v
ST LR 56 A 22 fF (HemCR) 38 CIILIE A PRI S [F i FE Uk R RAPE . 2 RUF S
BEKCPBR BT IER ER. WEREE IR ). BN RO (Mayo
200402 43 SARCM BSC R RO« & 75 9 IR AR B Y e by o AR 8 5 A3 B AT
B (ASCT) WIEZFMEIhEESE.

it 3885 B H 1252 T BENL 4 : D-VCA41195%1, VCA41193%51, & i hr
U645 (GuHl: 34%-87%); S8%ZETME: 76%ZHAN, 17%ZWIMAN, 3%
EBANSEAEREE N 23%2 E R ERFE e OIEDY, 40% 210, 37%
EIAM . RAZEHRI A2 GERl: 1-6), 66%HEE2MEEZ R, &
MMEEIREN: O (71%). B (59%) FIFFIE (8%). KEZHEH (79%)
AN B R

IT R e a a5 W16,

£ 16: AMY3001 KT 0EER »

D-vCd vcd

(n=195) (n=193)
MR 5 22 (HemCR), n (%) 82 (42%) 26 (13%)
pfa?® <0.0001
WA 22 (VGPRD, n (%) 71 (36%) 69 (36%)
AR (PR), n (%) 26 (13%) 53 (27%)
i ¥ % VGPR Bt ¥ I 1) Z& fi# 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBEEHLHRELM <, AELE 0.58 (0.37,0.92)
95%CI

D-VCd=iA 55 %It B HT- T 5 Ve K- R BRI e -Hh FEKAR s VOA=H1 % M K- RS I - Hb 2 K
a BTSRRI T EIRIT AR R ALEE DT 11.4 A A ERERI T .
b p{HKHT Cochran Mantel-Haenszel 5 1% .
¢ RERBLEREIR-PFS E UMM, FEEE GOMEEN) BT
WALV R4 A, TEZEE +, D-VCAAFMVCAA 2 HemCRIH L
FIE) 2 FN60 K (VEH: 8K-299°K) FlI85Kk (JEl: 14K-340K). D-VCAZ4. 2 VGPR
BT ZE AR TR AT A 7R (FER: 5K-336K), VCA4LA25 K (GuM: 8Kk-
171K) e TEAFATZH Hh 3 A0k B HemCR ) A 7 45205 18] o
RALBEVI61.440 H G, WELRID-VCA4 834 [IMOD-PFS 5 VCA4AH L . 3 24
3., MOD-PFSHIXEL (HR) “H0.47 (95%CI: 0.33, 0.67), pfE<<0.0001, IR

3T



MEedt e . FESE e BE T KUK F#1K53%. D-VCA4A AIA | H i MOD-PFS,

VCAZ4HM30210H -
1.0¢
0.8 1 -
‘i .
aa
3 D-VCd (N=195)
2 Q -
X 0.6 - . SR
b Qe
i
=
N
0.4 1
VCd (N=193)
0.2 1
0.0 r r T T T T T T T T \
0 6 12 18 24 30 36 42 48 54 60 66 72
7 SRR f F8 35 1 4 H:
VvCd 193 b By 72 57 44 39 29 28 26 22 10 4 0
D-VCd 195 157 138 133 125 111 107 99 93 86 53 16 0

El3: HFFLAMY3001+MOD-PFSH]Kaplan-Meier [ £&

V61 40 A5, MER|D-VCI4E#H OS5 VCAAM LLE ek HRA
0.62 (95%CI: 0.42, 0.90), pfE ~0.0121, FHID-VCAAH HEE HIFET X FEIK38%.
P ARIE R 708 .
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1.0

_____ D-VCd (N=195)
0.8 1 Se=be L
MA
VCd (N=193)
1 0.6
=
2
It
H
0.4+4
0.2 1
0 6 12 18 24 30 36 42 48 54 60 66 72
AR E % A<
VCd 193 163 155 145 132 127 121 119 112 108 70 23 0
D-vCd 195 167 162 161 156 155 151 150 146 145 100 33 0
Kl4: 7 LAMY3001+ OS[{Kaplan-Meier fili £
A P HEL AR 2

R ZICRGUR— MR TR A, ERS STl IE R A EAE R R AT Rt
i —IFES3MIEL R AN ME R M 22 R M H SR 8 (WFFEGENS01) HrikAT 1 FF vk
W, PPN T A SEE (4 mg/kg-24 mg/kg) JEXFQTClE RIS . AEIATE 2T
FAHTIL B Coan , MV 5 PK-PD 43 7 2 W QTCF [R] 45 (8 1547 HH R 86 in - CRp
KF20ms).

[z ]

ZEAEH
CD38y— Mg M AR M RIA IS R R (48kDa), LI 2 A VLA HER 4N

FAH B4 R CD38EA ZFTIRE, BlansZ i SRRkt (555 S AR
Bt KRR RS o AT 2L PR — R 5CD38 45 A MlgG Ik ML 5t
BEPUR, T BB F/ SRS S I E T E R, i r i kA 41
FAEAH (CDO) HUARKI I 0 #3E H (ADCCO  FLAA At (1 41 i 7 A F CADCP)
B PEN TR AR, $0iHRIACD38 MR IR A K . AT 2L T
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A AR BE IR M DI 40 (CD38'MDSCs). M T4l (CD38Tregs) FIB4H i
(CD38"Bregs) 7KF-

NKAFRIACD38, XA T 2GR HI GV AR E T UK. AR 2 Uit

LY Ja, b ILAE R SNK 4H il (CD16°CD56" ) il iiE A4 NK 41 A2
(CD16'CD56dim) FIZEXS T LA K 43 bE T DA

KT ZICRPUONRTEN, HiESE TEEMHE e RN HIoIE
e R BRI PR EE S 7~ 1 B 2 I B U AE T AE (10 3 ZARALAE IR

TR T ZIC ST N IR S A A B UM A NE Y RN . B RR
s MAEAET B MM P2 B, WTRINEE B RS, 5
[ o 5 5 )R G5 R A AN IRD - B GE WA SR R 1~ 3 A2 0.5 K . B NGE R
Pty P S A SR WA SRR I B R ARIBIE . TEAR AR R, AT RIL
SR CR RIS i S GE W S R RGAE SR e e . 2 B W SRR 1 2
FIIE, BT NBIE A 24-48 /N Y AT
BHEHA

AR

K F %I BB R AT BRI AT

HANE Y RN A T L BRI AT

A THF

TR P R AT AR T TR T 7T . CD38 3 Rl mi B /1N B LR AR I AT AL
JEREAS, 5 N HEATKRE . CD38 HE K brah WUt 45 R s, CD38 &5
TR SSRTT CONERD, BEIR SN2 CNERD ARG R E ().,

HIHNIE ARG AT B It MEEE L N 45T 220,000 U/kg/ Al iz A T IR
CHA T AT 118 £5) 39 Jil, *AFE RGeS VRIReA Wagmi, HIgA R
RGARTE. ESREIERUY, YR NREER IR N4 T 330,000 Ukg i TG (FH
TNEFIEN 45 65, XIRIA-REH R B ARG fEEREMHFIN, SR NREER
—IKEC 45T 990,000 Ukg CRHEST- NFHFIEE) 134 £ EWIREE, X H-AE
R BIEREAMT BEIAR W .

U

15 FR % IC B AR AT BUR TR AT .

A NE R R A TSR 7T

A0



Glat’9
VKRR (2°C-8°C)
TEIR TR -
BT IR BOGAEAT
S E iR L CRZBID.
(23]
WO AR M e RS ) 2 4k P 1 B B /MR, 9262 15 mLI I, 1,800
mgik IR
BRI U/
Epres)

ARITE 255
3610 H

TEAROAN, RIFE L 2R T EREREE (<30°C) FEE 724/
o — HNUKAE R ECH 2 5, S EOSUEIKAE (W CRERAED.
EYES AR

AN SRETF R 75T AHERR A 4075 G, T 56 38 h oA 1 A S R B i A 1k
RTERIESAAE T (2°C-8°C) BEMEAF24/N, 2 JGTE15°C-25 CHIAEE LI R g
FEAHERE 12/ o TSR T 8 VA REHERR B E Wi5 Yy, T8 JE SLRIAE A .
(3T HrE ]

2y iiE N AE: JS20260030
€t Sac) |

277 SJ20210025
[ LA #FR Al

4, Janssen-Cilag International NV

7ML E: Turnhoutseweg 30, B-2340 Beerse, Belgium
[A47=4l ]

L& FR: Cilag AG

A= F=Hiuhik: Hochstrasse 201, 8200 Schaffhausen, Switzerland
[HAFMEAN]

LR BRAE I 2 BR A A

41T



VEMHdE: JE T X AR 3 5B 11 5610 B (RAZEEHERIX)
MR E 25 : 101300
Fi%: 4008191188
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