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WH AFR: R ZICERHUESR RS
A dh AR JRFTHE/DARZALEX FASPRO
YL 4 FR: Daratumumab Injection (Subcutaneous Injection)
MiEHEE: Daleituoyou Dankang Zhusheye (Pixia Zhushe)
[ R ]
FERM: BT ZICH
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B
(2) 55 RTB R i A ZE KA K FH 24 B0 5 W) 5 A oK A 26 K A
A 2G0T BRAE 2 b Bz it — 2RIR T I 2 R B A E
(3) S50 R R A ZE KA A H 2R T BR R sz =/ — 4
09T CEFERIR B e M R E ARSI 12 R A SR R
(4)  BZyiRyT ERAAEATE 2 R SR e B, B R
52 ik 0, F5 £ A AR 1) R S 2 R S R RR T RS — R T I H R
Tk g o
Ji R M B B A Ve A B AR
AR il R K L ER R fe R SE KA TS T2 I 0 S R M S B T
FARE . RTENEGWAHESTH T EA NYHA HIB 8k IV 200 I 58
Mayo 1B HA ik M 2 5 TG fy FE AR R 3
(3% ]
1800mg (15 ml) /Hf
[HiEAE]
KA T EIKEG 2, NAUE FHRE AR BEAT B R 4a 2y .
AR RS N RS2, T IR G 2 RAE AT ROt ) S A R 3R AT
SN PARZEHAT I A, DA AR T IR AL T7 45 7 J5 583 224 1 11 ) AN ) 6
b = 11 1S B 730 e W 7 107G B M D i< e G Ol S/ @ e A < 23]
IS ASE FH A ity BT VA SR VR A o 22 I B kA 7)o
JS2 45 T SR R AN S i 24, DAPRARIA 5 2 0 B PR A DR IR 42 B BRI
B R . R SC “RIWEIREZ A [ERED .
FETFIRASIBITHT,  S6X) B3 EAT LAY 48 5 RN 2L AR i
HEHE
ZREEEE
BT SRR D B RIBE 25167 (4 N — 1R 425 75 55)
HIEFHELS 2 7 K s
RAEER 1 LTRG24 7SR, AR E KRR 1,800 mg, 4524 [H] 2524 3-
5738k
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R1: A BZRYT . SRMERERAMERL (RD) - HIEREMMME
Kin (Pd) BRERAET (4 FA—TMARBSLATR) Kints

HHR
A BUHR
3 1-8 JE BRIk (JEAZ 8 O
924 @ 2 B—k (FL4525 8 O
MEE 25 JE S B 3 0 i b B4 FH—IX

@ BE2 A IR T RINE IRG A RN SR 9
O R 4RGN E IR N T N5 25

i ZE KA NI 40 mg/ AR E 45 2 (BRAEFERE>T5 & 1) 835 Th [RIGH 2 2
20 mg/JA) .

55 IR B 24 10 247 it 1R 7 B AN 25 245 7 22 L DGR IRAH 50 77 i 1t W
SWB UK, EECHRBHRBETEITIIS 2575 (6 59—~ RIHI4 257
£):

RiEE 2 PRI A 7%, AmE IR 1,800 mg, 45250 [A1Z) 3-

& 2: AMEMBIK. RECHRER (VMP) BRERAHITNS
HIHR 6 AA—NHABNEHTF

A BUHTR

% 1-6 J# R —IR (G452 6 O
5 7-54 J& @ 3 F—Ik (FE4h24 16 O
MEE 55 FH D B B it b 4 Ak

o B3 A IRTT RIE IR A RN T A
b KR4 AL —UO0T RIVE RS iR RS 55

FESE—A> 6 FIFIWIEE 1. 2. 4 05 J8, RS TIMBEKPIR, 251
846 NI 1. 2. 4 M5 A, RS SAME 22
FIEAZG 2577 %A DR .

SHWE ARG AL RISE LT E 3 S — SR 25 7 5 ):

WP 3 PRILUR 42507 %, A BHIGIRDY 1,800 mg, 45251 (8] 2975 3-

5 7Bk

3 &5 S BRI ERR (VA BRERBRITHAL TR 3
AR— ARSI %)
A EPUE S

1-9 [ B —R (L4259 O




5 10-24 J7 2 3 F—k (GLgh25 5 70

MEE 25 JE] e B 3 3 R 4 Ji—Ix

© B3 HG - IROT R E IR N TR E 10 4
b KR4 ST RIE IR A TR DN 25

LAERI A K BIHT 8 ANEIT FIIAMES 1. 24 4. 5. 8. 9. 11 fl 12 R&G THE
FEKFA 20mg, BUEEFRE>T5 %, REERE (BMI<18.5) | FERWEHIA LR
A S VR 97 AN 52 (14 58 v A7) & 22 20 mg/ .

SR A 22 AR A 2577 =L DIRARRR ] -

FR R R
SE R H BRI ER LI E LG8 2K (4 55— 1R
RIEL 4 TG4TSR, AEUNHIEN 1,800 mg, LA LN 3-5 4

B

4. KBBETEBYR . BB ZERRA WREA—MNERD ATE
REREREMERNE S TR

& GUHR

-5 8 BE—IR GEAH8TO

HOJH -2 24 F2RE— IR (FEEE 25810

MEB2S S BB itk e Bl 2240 | B4 —IR

o BRSBTS IR 2 TR DN AR 9
b RAEE T R E IR PN T R 5525

A I A5 FH R 243 il 4 7 B AN 25 245 7 S LI R 8 IR AR 57 e i Wi 45
o/ 7

IR ARG RIZE T AN, DURRANTE LS 25 FF 045 24577 SRASAH R %, DAYESF
I IZE 25 TR0 o
FYE I

ARV ARG B IR E A, TR ZEER g 2y, LAE 4N
MUt B E (L DEBEWRD . X T 5ARBE MM MAELE, W™
VOIS o WERAT A LU AR aE, A 50T 452 i A T 78367 DL A BEAE S 7 H ik
o IR EZICRPURG FI 2577 RIbrEE -

o AU ERYE (BT, VR A 0 B AN R R AE D
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o ARATEE ) A A rh AL 4 i 9D i
o HBURGER PR R D AE, AT TSR
o T HARARIE T U BB AR ML, SR A I R 2 R ) 34 42K B

.
A RE = SR T ZIC P& 2577 RN P 2590 H 2 s VRS 22 240 5 A
TR,
P/ Bl BURTEE ¥ N D PUE S Wil o =B kb o E PN A
L5 I 2
TES FIIHZG

PLAEA S BER G 2GR 1-3 /NN 25 7 i B E T AT 2 (IR BKE S,
PR EA S i 2 S BRI A S N, BLARDR
o JFUEREEE (RAEH RO

- BARIT
32100 mg, BREERZGYI. (655 —UES e, o S m 7 & nl LUK
/bR R .60 mg.

- BERIT:

HiFEKFA20 mg (ERAERZYDD, TERIRE RIS AR RISRATA 2. Mt
FERNA TS FIRTT 7 R E 1 B ST 8 BRI, 7E A T 45 24 H Hh ZEK A K¢
PERIESAT M T4 2 (U DRRRE D & BEEARMGH N2
HOFEKKS (BEERRAD AN T2, WA R 45 T HARE S M)A
T ZICHRPUE H 2577 S H0E 1 R B R [ e Candk e ).
o BT (IRAT B 5650 mgZ21,000 mg).
o HUAHNEZY (CIRELE KN T AR A 25 mg%50 mg, S
.
TG I /2
W45 TS IR 2, DARSAIGIR R PR AE G 1) 4 B 3R 38 S (1 XU, B
LU
- HZGIRYT

FROGER A A2 COES R IR IR ) SR 4T H R B R [ i
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5 W20 mg Bl S A5 B ) Sy R R R S T, AR AR HE T D 6
- BREIRYT
FEARSEN FIRE, &N RACH = F o (<20 mg) BEEMA . 28
17, WERAEAR S G I HAE R TR B8 % U S ik & FH 200 e 1) R i 28
[l i () Ui FE KA D, T REAS T EE AN TR S 24 (L DK IARR
BD.
TERT = IREB A2 5, R B A I PR AR O 8L, T mT DLAS P v
J5 B LR IE RS (BRI AR B 2 0 BB & FH 24 7 5 v 1) R D 2R [ 9D
ThAb R TG BE P I S S, N R BRSO R R
BRI DL SN R 5 S [ B PN PR RS i 24 FERT DU VS 2 e, iR R
R R AR E KA A DG SN, T AT DL ER T AT R A5 K e\ A B i 24
1 ARSI B P9 T TR
32 2% A F B9 25 TR PR R T ATRT IR 0 B PO -
Rk AT
B
W AL B 4 T E A PO R IR U
WAERAZRB) 1% (PKO 40#r, BHFHEHLHFFENE (W UEKRES
HD.
Vg2
AR TE 4 3 S 3 Hh I R E U 5T o B TA T S L 551Gl oy 7R Akt
JEREEARACHT, R D B SR AN K AT B SR IA 5 2 JU BT R
R E S LR A E (U DRRGED.
ZEN
CAEBRELTHHATHERE (U DRKRGHED.
JLEE
oA i T 184 LT (838 I PRI 5L 55k .
A (>120kg)
BET A BRI A FRECE IR A B > 120 kel &35 458 FH [ € 71 & (1,800 mg)
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RIS S FEAT T WFA, MR E AR X S B T 9T 2. B AT i o AR 1 3 5
i O [EEZEm] A [RRGED.
UL

A ST E RSS2, A FHRE 7R EAT B RIS 4R 2, 45 2 R0 IR iR
T RFEI R

A b 2B 2 55 N SAEAT VRS

A A — IRV, BSEZG T 3 G LR A

A RCAETERA A OO E ORI AR RIAE B A2 (R
HH e YR, W2

A0 5 R BUR ORISR R ROBEERA LG (PVO) K
NHERS s DL EL RS s A S Sk B R A A
ARITE 2500

M BUEAE (2°C-8°C) 24 FHUH A S 250k, I P EIAETIRE (<30°C).
FEFS R AR B CIRSAEN ) AR TT 3 245 AT 78 JE e 4RAR R T O A A7 2 24
. IHEERPHEE S . AR R
YRS A

TERAFMZL IO 2 T HER AR 2 4% . — N =i dsh,
A ERAEA RS AE R AT 24/ N, 22 JRAE15°C 25 CRIFAEDEIR R AN T 1278
(U CERGHD. ARG A EVKART, 22500 VIV RO B3R .

DBt IR, GRS AT PR R RS R B N R A B A b

FERLI3 50BN, R15 mLA G B TS 2R BAMEZEML7.5 em R R
TARSP . EOESARHABIRAL R TS AR GVER, RO EG AT FHEEE.

MR LR ST IR SR 4 S A

ARAARER IR L FM. i, R RIR AL .

AR R IR, SRS B IR S R o G R A T R K
SRR, ATAEEA 0 53— R 5 — NGBS TRIR T E . TEARIRTT I
6], VEZILEAR R RO, R T 5 A 24

o 58 B 24 it B AR I 4 244 3 SR AT Ab P
[AR&M]

THIAAIGRE WA R NG S [EEET] #0AE201E .
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o BEUR AN AL 2 N

o JERMERBER TR AL B (10 T F L
o FRMERIN AR g

o IM/MRIEE

HH T I PR 30 PR 25 A %, AN [ 240 PRI PR B0 oL 2 B PR A R e I R A %
B BAEATHOVE, 030 S W PR S B L B AN R R R A

FEA BRI RO 78 37 1204451 35 258 T A0, BLAE3 1200 B e A i B
ZRRTT (PRI INE RS54 H D FI892M51 5 32 A W Bk AR YT (FRALIGYTIN 6]
2.6-45. 710 H), HA AR 1930132 A b G T B VoK . PRSI AT 3 28 KA (D-
VCd) 97 (D-VCAHALIRTT I [ 299.64 H D).

AR i BT YR TT B G VAT I B LA AT O AN R RS (=20%) Pk
YA AE . EIPIGE IR G . COVID-19. BEVE. /MRS E. WL BB
FEI MR . B0 (AL B R Z RGN o M EAR RN (=2%) A
JEYLPEIG 9 . RIPIRIE RS, . WSE . R ATRIRE . R RIS

A% ity 1 22 4 1 R AR 5 bk D R AR ARG, (EIRROR AR R EIK . 7R I F 72
MMY30127,  FF b 4 el I 2 A it B T o 77 2L A i 904 LTk 7 22 0 SR
ikl 2 e = 5% I ME— AN R OB (3R ERAZ: 737l N 13%F18%) 6

E74 o4 ki s

% R BEI

AT 1011491 22 1 B BRS04 oK B — TR S e o T i
(WFFIMMY 3012) F 3552 2 L 259697 [R1260 191 5558 A1k [ — THITTA BH 140 R
5 (WFAAMMY3013) 4852 A% S R-E 0 5 B2 i R ZE K Fa (D-Pd) 1677 #1494
B, AR E DA X AL (MMY3014) 822 A B A B oK
SRR i At FEK AR (D-VRA) JRITI3S 1B B . DUTIF P I R 78, 04
B ARG ZIRIT (N=52, WFAAMMY1010. MMY 1004 IMMY1008) UL 2 A%
BAIRIT (HFAAMMY2040, H 8 8 AR MBS Mok, BEGMRER
1BYT (D-VMP, n=67). BLARAFERLAIHZERANIGTT (D-Rd, n=65) LKA
Bk RIAPFERE AN ZE KA IEST (D-VRd, n=67)).

B LA RS (=20% ) A48 R 40 Ml s e IR 1 & G . COVID-
19+ M/MRIRAEE . BZVS . ULAB 8RR AR S0, R, (R, 2

EY

81T



YeMERl R RE Z o STBATA KN (=5%) BAGH PRGN A AE i/ NR sk
RE S R PERT A . TR, RS AE IR E . 4B E . COVID-19RIIEYS .
PPEARKI (Z2%) WFERGLENG 2 . EIPIRGE G R Wi E . SR
A RE RIS o 7.6% M 3 PRIAS R SR K AdE A, S BUK S FIA
AN RS R AE 2R < 1%, BHE M/ MRIAE SV BB . 85 IS« 62.9%
¥y 558 A RS R B R G SUREIR A A BRI 452D, 15 =3%[1 3
RAE T EE R RIS R BRI RE . M /N R E |
SRR il 48 T IR T TR
UNEYSISIIES

RSREE T B2 AR SIRTT 2 RV B B RAE AN RV

RAERESCH: T0HE L (Z110), FIL (=1/100E<1/10). {1 (=
1/1,0004 <1/100) F W (=1/10,000% <1/1,000) Fl+43F W (<1/10,000).
PHAN R o4 ™ B P B P AR A

RS EREEZRBIRTHRAHETHES RIEE SR EE PR R R
LEARRMNZEEHIEE

REBESR AR R kS REE (%)
EAFD emgn | sam
E I R e 43 3#
COVID-192¢ R 36 6
JRRGL A il 92 21 12
. RE R 12 1#
BRGL BR B RITR P » o
T i i W 4 3
LI 5 B PR 1 0
L2 P 2 i e 15 I <1 <1*
HH R ek 52 46
RN e 36 21
MR R RGEIR | 7Ee + 43 W 28 11
SEYN e 13 7
K B A gk /D i 11 9
G RGIIR PRI BR R 1 L I 3 <1*
R KB FFRIER R g W 9 2

it
o
=



5

BRIABZILBIR TEHEITIRE RIEEIEBE IR R RE;

LA R M2 imsE
RGHBESR AR RS kS REE (%)
AR g | sam
TR 7 <I#
o LA 6 2
fICEY I AE 6 <1*
i 7K 1 <1*
BREM RAHR IRHR T4 W, 16 2#
JE [ p 2 A +a3 W 30 3
SN 7 0
HRME RGIIR e » 7 <1#
%R v 6 0
=ik 3 24
WY iR = [ B H W 3 1
I8 SMEEIRER | & O 7 3#
PR WA AL v =
%ﬁ”‘ I R 11 1
Jiti 7K e & 0, <1 <1#
JIES 36 5#
i A ‘ 23 1#
Tl A 15 <1*
B RAEw
[ e 11 <1#
X 1t G 9 1#
R R % 2 15 I <1 <1*
BB FRRANE| P oL 13 1
i L3S i 5 <1*
JULPA B e 31 2
AHNARMIES | AL 2 Y
illRES 11 <1#
R 24 1#
L HHRR AT K . 20 3
B R B =T R 1 ;
ERNE 16 1
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RS EREEZNBIIRTHRABITRES RIEE SR BE PR R KRB
LEARRMNZEEHIEE

RGBEAK | DRRM i RAE (%)
AR g | sam
AL L | 6 0
5L
FEY 5 <1
SR BT .
e AR e g |
" RARE
@ FIR—HARIE.
b OET ERRR R
LA SR 1 AT TR RTE AL A,
O FERORLE LR U 1A T BB KA R

RN 5 MMY 1010 FIMMY 3014 FF fg 1 18] & AECOVID-19 K347, Fir LA T IX B IUHT 5
TR AESR (N=372),
VE: T HZIAEZICRPUR FAZIRIT 011652 KB ek S

HFEAE S R (IRR)

FEA IR IR FL R 253897 FICEIRTT s N=1011) o, B IRIESR A (1,800
mg, FH1ED) JEATEATHERIRR K EZH8.6%, 2 G H0.2%, JadEata
H0.9%. TE0.9%) & M RI3ZIRR . 1 (0.1%)HH K AE4HIRR .

IRRAARAERIGEIR P] BE AL HE R ISGE AR, G R, R, MR R i i
PEELA . BENG DL e JRIE. SR MXAh, SO IR R EO .
KA RN ALHE AR AR B PR i OB A R AN
R CEAERKES SR ST IR S b A M EHD .

A8 (ISR)

FEA S RAEFE (N=1011) o, ATATLRE S FR AL S N B R A2 28 096.3% . AR

RSP BRABISR o TEHHBALEEH W (>1%) AITSROAT: S 07 21 B A 5 355 o7 J

FER TR Z IR YU 2067 I 2 R M 68 R R, A B il 7 4
(52.9%) 5k T ZICRPIEIKEIFIZ (50.0%) ARG R A ZAE L. A<
IS A FRUTA R 2 G BB K AR T 0 3 B4R G A A AR ARABL (25 DN 11 7% A0
14.3%). KEBURGLE IR, RDSPBUARTTA L. AT 22 B0 7 S i
T3RERAT G, o FESHMEXT BRI e, 1-4% 0 8 BRI Gem 25 1E0R YT . BB

CANWA



G Bt ol TR G i 2R UCILE

TERE IR TR % SR K B AR YT 1 2 VR B B B, RS T LR
J& YL

o 3HEAGRY:

o HRMMERTEL RV E B/ EEHF: D-Vd: 33%, Vd: 24%; D-Rd:
28%, Rd: 23%; D-Pd: 28%.

o HZWIHIZ RKIEE R EE VI D-VMP: 29%, VMP: 17%:; D-
Rd: 32%, Rd: 23%.

o S (BUFEME) Y.

o BRMMERTEZ K EREEEEDF: D-Vd: 1%, Vd: 2%; D-Rd:
2%, Rd: 1%; D-Pd:2%.

o HTZWIZ KB RER EEF: D-VMP: 1%, VMP: 1%:; D-Rd:
2%, Rd: 2%.

FERSZ A B RIS 1BTT 2 R E SR B, G 7 LR HA

o 3P HAYUKY: D-Pd: 28%, Pd: 23%; D-VRd: 35%, VRd: 27%.

o 5% (FULME) JEY:: D-Pd: 5%, Pd: 3%; D-VRd: 2%, VRd: 3%.
GiWs G : D=k B I RA=HIPENE-HFEK N P=IA1 T I -Hh SE Kk s VMP=H
K-SR RS VRA=]NE Ve KR IR P - KA
FRRERENER AR RERKEHEEK. BB AEKIA 2

FERFFEAMY3001 FF AT 1 AR S SRR PRI IEAN L ZEKES (D-VCd) Bk
EIGITHI 24 . BB AN 1,800 mg/30,000 U T4 24, 551 - 558 R 4aE Ik,
SOJE-SE24 B2 — Ik, WS IE R4S —Ik, BERBIERE. iR
ZERE . BNE KRG AR R L 2FE 2 I . (R D-VCAIRIT BT, 74%H)
BB RSB H, 32%M B sz ey T I 14E

ez D-VCAJT B E T 43% K AT HEA R KN . D-VCAH H 2 /05% 1) 5
KA BRBCARGEERS (9%). 01358 (8%) A (5%). 11%
(B RSO BB 88 I 1] 8 AR BRI R B4 O I B4
(4% PEHE (3% 0Ji%Eus (3%) FMUMAE (1%).

5% £ RIS KRBT K A S5 AR o S0 DL B 7k A S A S AN R
SRS ARG 98« T AT g 3

F1207T



36% 52 AR i IR R RIS R ST AR INTES 2 G SUNAEIR 25 25 kit 452D« 7
>3% [ A R A I T LR A 2 A R AL S EIRPIRGE R (9% ERGL Al

% (6% O S (%) JHEZ (3% HWRIEE (3%). IPIRIEAME (3%) Fid
PERLZE IR D AE (3%

B WA R RN (220%) A ERPIRIERGY . 875 SMEZKI . (ERk. JE=.
SRS TBata SRR, P DR S FIRZ

RO L4 | AMY3001 432 A I A 0 85 17 oK L PRIt e Atk 250K # (D-VCdD
AT IR R AR AN RV
R 6:  TE AMY3001 FERZASERSTBR. IBEBEAMMIERR (D-

VCd) ETHIR R RER R BE P REME—ETARER>10%H
HIRZEF>5% KA REMF

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

AR RN B RA (%) |3-4% (%) FFEEH (%) | 3-4% (%)
Al

I 5 e 40 1# 21 1#
JERGLAE it 78 15 10 9 5
LB

W55 36 o# 30

fE R 34 24 29
FRME RGN

SRS | 31 3 20 24
MR RS IR AR

e, DR e 26 4 20 4

0% Wik 20 1# 11 0
S LY INA R =g Y kAt

59 12 24 6

KT 10 0

iR 10 1# 5
o EETR

DR Fe \ 1 \ 4 \ 5 ] 2
4 By MR 4R AL & )R B

PSR T [ o ] o ] o [ o0
H#URAE T 3R KRN
& L IPIRIE IR G EE 58 . S AL WE A8 ﬂ%%;mﬁ@f“ SR RN R R U B
G, Bt BRI, BER. Wk RE R RIPIGE Y. IR TE A

%’é%ﬂfﬁﬁiﬂ}%ﬁﬂm
O RGN A RS T PR G . R A L RN 8 AN i 58 BR T A K
© IR IR X 5 PP T R 251y B TP S AR

Byl



R 6: TEAMY3001 FEZARERATB K. HBEBLREMHZE KM (D-
VCd) BITHRRERERMER B E P RENA—IGITHRER>10%H
4 6] 2 F>5% A B34

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

AR A FHA (%) |3-4% (%) AR (%) | 3-4% (%)

& R 5 N IR K

COHRHE SN BEL B EVROhd s, Dt gz, GOERE . BRI O
AN WA = BRSO SRS LAl =
PR .

U B A S AL S BIE T R E 1) 5 IR TR U PR S A R AR

TR AR S ST oK. PRBEmE I I 28K Fa (D-VCd) BEEVRIT I

RAERIRBNNTR 6 IR PRAR A RSN AL 4 -
o KIRKBTHRIER: 5. R

o BRMERGHMN: KIAH
o EBMHRHREHIAEMRIL: WS, FEH
o LJEBR: Ot OIERE
o RWMKEFIBIR: FIME. ML, Bk
o YL AR WIREE. WUIE. JRERECE. WATHKE
o MESMKEERER: milllk
o BFNAEHEREHEALIR: ME LA BB
o BBMARGHM: FIRER
o WRRARZ. MIRHRRERE: fiisK
* DARBHRETI%NEE, REHLIERAE. LJ1FEE. RMkO 3.
DIENREA S, FRINEALE. FiAKMMLLEIEAL.
R TEE T AMY3001 FEEZ A SECETNEOK . FABEREIZ AT 22 KA (D-
VCd) RY7 I 1SR = R A 7

K7 AMY3001 FEZARFERESELEK. ABHBERRARBZE XK (D-
VCa) 8I7T I BH IR PN TERETBK A FZ LR ERERE

D-VCd vcd
T 3-4 4% B 250 3-4 4%
ERERERE (%) (%) (%) (%)
I £ 24 e gl 2> 81 54 71 46
AR SV 2 66 6 70 6

F1470



RGO 60 7 46 4
iR 46 3 40 4
R 200 i 2 30 6 18 4

>

o3 BT B A BRI S0 5 K R 2 AN LA 5 51
VCdZHN=186.

FREEAE I B, D-VCd4IN=188,

E:

DA B &M

TERZ A MRS VCA(D-VCD [ FE T, 72% 1K) B B4 IE 2 2, Mayo
O E N T (3%) I (46%) FI I (51%) o 16%H) 3 KA ™ & O
RS (8%IHI 34y Mayo oI T HAFN 11 ], 28% 4 I H]) . #E>2%HE Kk
A E O R RO 5 (8%) « OFERRIE (4%) FILOEEATE (4%)
10%FEZ A MBS VCd (D-VCd) HIEHE (5%HIEE N Mayo O E T AR 1T 3,
19%9 T D) K ABBEHECHERR . D-VCd 4Lt 1 413 & A S o B
B AFROIEEIE (4%) « L (3%) FLJiaE (3%) .

W9 AMY3001 H 2 MEITH R EAEIET: (D-VCd 14% vs. VCd 15%) F %
F2 T SR R MR B A e Ry AR A A DG O VR BT S, AL BE U TR 11.4 S H
B R i

SHrARITYEE A R, A S AT B B S SR o HUMRTR B e I v R AR
T 5E W RURAPE AR e o teAh, ARSI Bs CRFE ST BHTER
AR AT RE S BIAB R R0, G AT TIE . AL ER . FEARUER )
BFRR . & IR R . F2 T LR R, 44 N SR R A R s R AE R
FCARBIF 70 B AR A B 2 0 S0 i B2 T BRI i B R R AR R AT
LT R A R S

TEFRSZ AR 26T BREC A TR T 1 B v, 7R RT3 A HH I PIA T 2 0 4t
UK G EE<1%, 8 {91l &35 1 b RIB AR A I 45 SR 52 B 12k

TEFEZ A S B2 10T BUB AR YT I 2 R Ve B B (B e SMMD FlJE K
Ve R G Ry REAR BB T, YR IT IR BLPT fHUPH20 PRI R AR A 8.6%
(136/1576) , 1 il 62 (1 Hp AR GRS I &5 5 SRR« %A R ILPT rtHuPH20 ik
SEMRIA TR 2 U AL BR R o M ANIE R R i BT RIVR T S e AR A 2 L A
Bt tHuPH20 HUA I PRAR DG .

EARDA



L EgaE

WA ST AR R R E 1RSI RN BT IX e R ok H H R
Ve, NBEECEAEE, Bl JFA R 2 RE ) 58 fh 5 R AR A sl I A
5524 dh B e Z A R RS R

FRERG: BRI

IR EHIF R
[(£51]

XA JCEPT BN 35 P Jo 1 il ) 71 P (100 A 8 A 7 A0S 7 S ) 2
HEEM .
[ERFH]

TS N A HL At 25 24 s
A AT B e R AR 45 2 E 5 A B I S . B B B A M 2 i R S 8D A

S S AT 3 S o
2R

TE 1204 13532 A 27967 BB VR TT (1 B A U & R e A N,
8.0%M) & ML T 45 ZiAH R R B Ve IBE (2 e 3.4%, 3 R: 0.7%, 4 PK: 0.1%) -
HUESE, ERETEUMLESERBIRAERN 8.1%, H TG ERA
HN 0.4%, ZIEHESHRIFRERN 1.1%. BN RAFFAL A 3.2 /N
(VG : 9 70028 3.5 KD o 1E 96 Bl 35 K AR 170 AL45 Z5AHG A B A R RV
H1, 147 (86%) RAEMARME UK. 1% EH RE THAMKIR R4 5
e o

B SO SO A PRI L sl AR AN R
S CELEEIKEE BTN SRR 2 A S IR o 4254 GV BT
I HABARAE AR PT BE LG PSR, B S S . PRk MR8, T A S
FAMENG, DUROR R BOJE. BEREE. JEAR. AXnk. O IR IASR .

TS F B UG -H ZARTEDUR 0 CBER BBy A0 e S . 0 A
AT IS 2 A G OB, U HRAE B RN EE ZIRVES G TS SR
NG A A (490 ARSI, BT RIE 25 K AL LA ShIRTT . iR IR
YRE5 T FAR L, B REAEAR R H R 45 T R R B A A 2458, DU S i
B CE SN JE 35— R 45 2R O A S R SR IR AU o 2 S HE I HR SERE AR
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SR WA S, AL RDHHTIRENE AL, 2 EA P ER A A AT . (W LA
EHEL) .
SR

FEZE L AVE AT, 7.1% 88 KA AL RN, A6 0.9%H) 2
KA 2 R Bie BER (>1%) BOES EAL R N RS A L0 5 . X LR %
FLAETF IR S T AR S Ja B R AR P AL TR 5 40 GGER: 0 pBhE 6.5 KD « M
005 75 H IR 8 e N FE 2 FEREVR YT o
JE R M S B R e o AR (10 U B

TR A IR A T B A K . R R ZE K AR (D-VCd) I J R i e Y
VERFEAR A PR AE T M E BB O A R R (I IRBRBLD. 16%[1 &
HORAEFEEOIEIIN, 10%H 835 KA ST OIERR . £ BANYHA A
Mayo ITTA 7 (1) 28 25 Hh i) e A7 AE B s I AU o AR AE A NYHA TIBERIV R
T3 ) B BEAT R

Xof o I 52 B R R B A 2 A A R, S B e B N DR R PR AR R U
RS O EA RS, FFRIIE 4 T SRR YT
e 280 9 R /1L /N AR kD i

A% it R e 23 BN IDE A T7 58 v A 245 5| P A 24 i i AR I /N AR ik
MIRERR AR (W IARRRMED.

MRAEIBEG 77 5 b HAh 2494 7= R (R Ak D7 5 S5, ZE VR T 9 8] 5 3 W 00 4 ifi 240
2 QDA Rt il O A ek < AR B O S s B3 e 2 N (T N e S TS LA
meady, DA MR BURE (U TAERAED. A MBTT AERERE
B, SRR R PR RE 1R A B s AR, X5 T R LI R A
BTG R . AR A R . AT R A I S P AR A B A SRR IR T
WHG-HE )L EEE

RAE LGV VE FINL, X220 240N, AR Sl PT RE 2GR IR 40 5« A AT g
U L o2 20 M A8 s A 5 FE PR o L [ 22 00 SRk I ) L s )9 7E AU o
WA AE 8 B8 0 AR A IR TT SRR MR TR 45 24 J5 34 H 4 SR B 280 R 2 e e
Xof (] ek A A (JR]#%Coombsidds) [T

AT ZINHP A4 (RBC) RMME/KFRIANICD38Z &, TREFE Az
Coombsi %45 K 2 fH % . 18 F Z G R BUN (A FE Coombsiak 45 FH 14: 45 2R vl GEAE

b



R ZICHRHURIRG 25 J56 H WRFEAAAE . 1A% ZIC AP SRBCIN 4SS & W] BE Y
M 56 35 0L 375 U R AR R I 25 SR, (B 520  1X) ABO AR hufiL B4 5E

TEFFURIR TS S RHTIR YT Z 0T, NI E B3 0 S AT 0 2k o AR A b S ik
FETTURIL TR I BRHTIETT Z /T, I LAE BRI B Al R 7y BN 208 7 %
JEERBTRIEE IR, AT AR AT .

TR M (R 5L R, 388 Ry 1 o X — R BB Bk B I 1 PR &R
(L (AR EAERD. W HEE S, R % S i sl &5 i LA b
BRI, #irE ABO/RhD %S [R] A 5l AH 2% 1 20 40

KT 2P T R A AR G AL ] B RREEE (DTT) A HEtIRBC AR
IH 51T Z RS &, BOE R A I M ISR 7% . Kell LA R4
SIDTTANEE AR BURK, [FH /e 4 DTTAER (20 g HERR sk 46 2 R R B G, B
P UK ell B M BRI . B AT LA RREAT A 4 BT B PR 43 2
X PPAG 78 A G2 R T

BT ZICEhUR — A N VR TG A Se BE BT, 11 PR 0 P Vs PEME 1 I i
MG & E HYk (SPE) FIAZE[H & Lk (IFED il & a] DL 2134 75 2t 5
UL (MR EAERD. X T A1gGUME AR EEREET S, X— T
SR 5T 4= R A R 3k JR 1) ) 5

TERFEE AR I H3R A i b, WM SEAAE IR T IR T, %
JER L IAE AR SR R MEIFERSS (a0, AT Z AT IMBRAD X4
dh AR A TP I AR IR EMER [, DR 2 5 R AR S A R
CRIBT A H (HBV) F#E

TERZ AR R YT IR R RS T LY 900 2 PO, LR RS SO
Wifl. IAEFTA BF A AR SIEYT AT THB VIR 2

X T HBV ILE 58l 25 5 2 PHVE I 8, RLAE A S iR o7 9 1) DL RR o7 45
WG 206 H N I IHBY FEE0E 1l R A S50 = 4807 . R3S H B0 1R Te rE A
ST 2R . RABIRIRIEIE, BEEWTHRER.

TEFSZ AR iR YT W R AEHBY BSOS (0 8 b, 5 AR IR YT 45 T M
YT o 0P THBV FHEE S 2 78 /042 il i 3, RS H HBVIRYT T AR ) B AR )
W AR MIBTT .
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HIAE

SRR A AL AR AR o B E I PR BT FURN b7 5 22 A 2 v R 8 M % 22 4
LR
RE (>120kg)

o T4 E > 120 kg ) A5 A it A U AT e A T RRAIE (L LRYERE D A1
UEARAED.
Elias

A A LA (B420). ZF WAREAENE REANTN S20E (HFD 835 AR A

A EEFIR) AN & B> 1 mmol (23 mg), EIJEA L “AEH7,

&

BefhdE =

7 [RBAE] TR, KA SE AR & — &
X B AN A DL B8 71 1) 5
A it Xt 2 ML 25 R R 8 0 38 S B S i m] s AN o SR, A HTE
HRURPIREE R G R Z, BU RIS D% EIX— .
HRAME T ILEA S ZE4L.
@2V WL R L SR )
B e /a4
B AERLAETA iR o7 18] BLR AT IEAR 67 5 34 H AR R 8 22 1

3R

Iv) TG Al 8 B 2% JC B PUAT AR T Y 28 AU 1) A SR B sl 8l - LT G e
PUAEAE YR IR I Aa . DL, AU A S A G, BRAE IR BRI
17 IR B I AR ) LT AE ARG o T R B8 AR I AS S S TR) PR 2, 275 0 B iR
J LT s RO A IS o
L EN

AN REIA T 2 U PR 5 2l NSRBI S FLI T 0 e o BT FU PP AL R
FJUERGIN BRI LRI

BTG R il EANFLH, {H i T AL B Wil b B R g, A&
REFENBEJUAETAE ) L2 LE R E A
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I8 T Z U GO AR LB ) LRSI AN B A o S E A A REFLIR SR 22 LY
Rk LUSRIT R BESRINER 2S5, P8 15 LB LB AR IR
LB H

I JCAF S EH ] AR A B LB B s A A B AT AE S (U 253D
[LEAZ]

W AR E A IR T 185 LUK JLEE [ 22 A MEFIIT 24
[ZERZ]

FE101 VI 2R 71 A iR TT 10 2 RVE B BERE B T, 34.1%00) S A ke
H65H BT5% (AE) ZIH, 13.0%MEHFFER =755 . RUWERIEETHERTIT
BUSAAMEZES . BHEFPEAR RN K ERS THEREE. 8RR
Y2 R E B EE TR (n=526), TEZEEE (=65%) FRAERH AT I
[ 7 B AN R SIS PE i 5 o TEANIE A 1T 40 MRS A (R T 12 W 1) 22 R 11 i
BB (n=67) 1, 1ELFERE (=75%) PORARE G LI EAR K
I ARG 98 AR TECITIRE AL/ R E o FE3E & F AR T4 AR R I B 12
Wit 2 RYEE R RS (n=351) 1, TEBEEE (=65%) R AT &1 i
T LT EEAN RN SR G %

TERIZIWI R R MR B R e AR R (n=193) w1, FEZFBRHE (=65%)
Hh A 26 B e R e LI T AN R R B A 4%

(2 EAEA]

W AR AT 250 AR AL

TEANIgGl B FE BT, B HEMAT B /1 3 A AR F AR it 1) £ ZE TS B
o BRI TRT 25 AR U AR A AN 2 5 M AR 5 B35 B BT X CD38 MR AL R s
(IR Ay, TEAR S A 2 B 2 AR -

XA T % U AP BB R T 70 DL SR AR B e I S B DRI B L B
ks A0 WBH. R FRBERE A ZERAA PVP AR B, AT %
FLT IR /NGy 24 i TN A LE B I R i U AR LA
X IR A A (]4H2Coombsie) T4k

T %L P LSS A RBC I CD38 T HAH S AR, A5 A i A A
AXEA (K ERERD. &85 ZICRH TR 2645 H i 55 e
(DTT) A BAFRIRBC KA BRA 5 2 IS b 45 A 0] 7] Coombs i 40 ) T8, B

EX

Bl
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REUH A2 1 2 M B0 AUE (K 757 Kelll Y REEXTDTTANEE AU, Kt /EdHZ
DTTAE S (2L M R B 5 AR f5, S SR K el PR B oy i i B8t vy
LA AT R TR Ry B (0L [ERFEWD.
T ML P R ORI G 2 [ A

JH T W I R e B e BR B T (MR D WIS AR Lk (SPE) A4
[t LYK (IFE) A, AT AR BE TR 2GRy, 0T 1gGe i & fifie 5 F 1)
B, X P HE P BSPEMIFER LS 45 5 2 ARPH M, AT SE M AR 44 [ bri- HE s TAE4H
(IMWG) FriEXT 58 MRS (W ERFHD.

[(Z4dE]
AERAIAAE
s PRI 5 A 1 A HH I 2453 B s DL
b

& ZIC RGNS B IR E MR IR B R, R R AT A
R SARGEBER,  FEIL B FF A& 2 FRXRE IR TT o
[ RZ#E ]

YERIBLH
IR ZICRYUL PTG I NIFAL I RES U, R 2 ol i v 2 /8 4

CRLAE 22 RV B TR R i 5 I A e R o A 2 o ) e B S A D DA S LAt A =
TUFH AR RILMICD3I8E A4 & . CD38E A ZMIAe, BlnZ/kN 3
RFfE S A5 553 DU B IE T

A A R IR, 18 2 U B U 23K CD38 ) e 4H i 1) A= 4 BAT iR Ak
MRIER . RIS AR, AT ZICRPUr] AR I 2 RN N - D fg, 5l
AL SR IR A SE T o X B TSR, I8 T % U AT LI I M R
HMpFFER (CDO). HUEMI A A T A FEEH (ADCC) PR HUAAHK
MU EE(E (ADCP), 55 S 31K CD38 % P i ge () b R 40 P s iRt . TR TE %
Jo EHT AT D BEE PE AN HI 40 (CD38"MDSC). AT T4 (CD38 Tregs) FIBZH
Jfl (CD38" Tregs) o MR A A M BOFIEOE K F-BIA R, CAITAf (CD3*. CD4"LA
JCD8") H3KIACD38. A fhifiyT Ja, FEANE A IMLANB & U 4¢3 CD4 F1CD8”
T M 2605 THH A B bk L 4 i 43 b BB 10 . T2 B 32 AR DNANI 7 45 SR SE,
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LARMIRIT IR, TR SCRE RGN, R0 S 2R 11 F Al BE ORI RS T 24

FEVRSN, IEHE ZICHRPUEFC/ T B E Al % T UM T Bk, AFHE I
BRI CD3SEE e E P, MMRPAEREIEYE, JFRBOK RS, MRS T
X LR AN NLAE I PR _E RT3 SC BB OX 8 A R R T

Y

AR A4 (NKD) 4 T 44
CURINK I 254 = /K I CD38, I B & 5 2 Bk 5 Z G AP S G

fRAE 2 . ARSI IT 5, W 3 A B 4 I A BE oY R NK 4
(CD16"CD56") FJEILNKA L (CD16°CD56Y™) )4t 11440 [ 23 Ll 2 . {H
A&, NKAN I 2R 7K T 516 R TT R TR AR B A o< M

Eawpakea
£ 2 RN RE R R RO R N — I 23R W T R, LA 1A LUBE T 1571

HEFEFIEE 1,800 mgeh %) (R —IRG 28K, TWE—IRGZ16F, WEEH—

) J5 5 LARRIRI 4 2577 R H KRS T 15 8 2016 mg/kgfm ik B Z G BB 2 iR
B, GRER, AR TALEYE E L R K Crown (R3S 1 RS2
A “FEMELSDN593+306 pg/mL, MiA % I0HRHUE kS 245 85224226 ng/mL,
JUMTHAME EEA107.93% (90% CI: 95.74-121.67), FKIBLHAES bt

FE P B 2 R M R A O R 1 — TR 25 YR TR T (5T MMIY 1010)
HEF R & 1,800 mg B N4 24551 B Z GBI A 3) 1 R 5 A BRNBEIL R
— 3, BEZIRG RGNS E 2R SR, BE NG 2
— RGN R G SR 4 i —IRGAH)E, 18T 2RI BRI T . &

R ML VR B BRAE AR IR S — IR 2 J5 5 4 R (RIEE 3 ISR 4 RO, Ml
(SD) 1036 (437) pg/mL, R EHRGHEEKRIE (RIZE 1 AL 4 RO 1 6.5
5o BHIREYIME (SD) MEIRGZJE ) 131 (63.6) pg/mL (EIES 1 FAHZE 8 K,

LRI SN — IR 27T RAE RN CRIZE 8 Ik4a2h)a) [ 829 (326) pg/mL
CRIZE 3 S 1 R, A2 o BT E2 PK SHFVF 2 MR IR K Crrougn
B{E (SD) v 826 (335) pg/mL. Hik&42i)E, K5 ZICHEPIH Crax A1 AUCrdays
PIE (SD) 439128 163 (57.4) pug/mL F1 21354 (8648) h*ug/mL. 11K 25 )

Ei
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AL Timax 9 70.78 /NEF, TTMA Tinax VB Y 46.05 2 173.87 /Mo Hf [E ¥
HH PRI TR S T BT R Crrougn 1 1R T A ER BN, (P AZEL[FE ] 729.0 [248.9-
1238] pg/mL vs. 563.1 [6.790-1391] pg/mL) , {EIGEES, S54IRABHRTH
AW EFE CPAEVERE: 720.6 [310.5-1191] ug/mL) #H1EL.

FEABR NBER A T 5 B HFRIHERE 81,800 mg A b5, B IREA 25 B IR
B —IRE 2 CRSIRGH)), WERE (Cmax) HINE48f%, BEREFEE (AUCH72)
BN RS AR . BRZGIRTT RICE VR YT I A I fo i A0 R R 2 R AR AR — IR
U] R

L2 RVEEBER EE T, B HI51,800 mes A VA T BRI — Ik 45 2456 )4
JE BT R BE 151,800 mg AR b B 24 6T 45 24 Ja AR AL

2 R R S AR TR I % ISR 5 VA D B AT M FE K R B TR T R AT
(HHFEMMY3013) HIFETE 2R i SHZ 2407 MR B AR, 18
HEF (¥11800 mg A it Je N4v 2 Ja (A —IR, +FEE8JA, WM —Ik, FrLkl6M,
EEEH —), R Curougn CHE3FIIASE 1R AT ¥I{E+SDAS537+277 pg/mL.

TE JFUR MR R Ve A FE AR S8 T T J 1 — TR &R T B FEAMY 3001 1, A%
dt DR R 550 B HERE TR 81,800 meh 25 (F3JH—IR4A 2688, W JH— R4 2416
B, WERH ) &, SR Cuoun GBI IRLZHD FI{H +SDA597+
232 ug/mL.
TRk

TR R B BER R R, DU 1,800 mgZh 20, AR 5 1 4 st 2E )
JE969%, WWCHEY0.012 b, IR B FJI (A 970 h-72 h (Tmax)» EJRK
VeI YRR AR FR R, DA 01,800 me#h 251, AR AhiiHast YRR,
WS R HON0.77 R (8.31% CV), ik FIIEIR FE I 1] N3 K .

Gy At

K Z UG ZNRTT N, AREARRf T, RSN (V2) B
AR HINS5.25 L (36.9%CV) FI3.78 L, iATE 20 HHUREA T ) i Al i 2E K
FaIBYT 2 R ar iR S I AR LA T B~ S AT ARV IRIV2 7373 94,36 L
(28.0%CV) 12.80 L. 7£Jf A MR EERM e R FEAR e oh, ARIERIR AT, T

B EHRIRM A BERNT10.8L (3.1%CV). XK IFIATE ZILHAP F E 040 T 1

E kYl



ERG, EMEIHE PR AER.
ARG A B

T % S YA AR IR AN [ (R 254030 71, BRI AT R A AR LRt
CRIEFIED VB, SEEAN SHRIVEHE—8. fE2 RIEE s EE T, 52
B ZIC R BURZR TN, BT R R PR AL A 1 1) P 2995 B %2 9 4.96 mL/h
(58.7%CV); #EZIA T ZICHEH 5N 5 A ZEK A B G 45 20, 1A TF %0
FAGIE T BERPKAB AL 1 1P 3835 bR % h4.32 mL/h (43.5%CV) . 7E i R V4
RyE AR B, N ZEMRMIERFA210mL/K (41%CV). EZK
VB BRI R IU AU 2 IR T R S IR R U AU AT T P
FHBFEARFAVEST ), B T AR (R E T B AH SR 2 2 301 T LA~ 248003 3] 7920.4 K
(22.4%CV) MI19.7°K (15.3%CV), FEJR KRBTSR AR B b, R,
5 AL BRAE R S I U~ 2ME 275K (74.0% CV). {EBRZGIRTT FIEK
BIRITHRET, HMBAA TR CBE—IREGH8F, T2l—kG416, hEE
AR —U0 DR R (1,800 mg) 4524, FR4H—RGHE L5 HIBBIFE.
KA il B2 IR TT R A TR T 2 R VR B BB S 008, TSR BRIARPK AM T,
(1 PK % g & A 45 L3R 8

RS ZRUEEREBERIARBTH (1,800 mg) BUAEZUHHIR K
H (16 mg/kg) BARTENEFERZILENBREER

PKSH BT ETRHGEFZINE | KA HEFZIE
Hi Hi
oA W
(BB5FI95E 43-hr (BB5FI95E 43hr
/9] 0O
FIRM, HERE 123 (36;220) 112 (43;168)
— IR Y
Curough (pg/mL) 2R, KU 563 (177;1063) 472 (144: 809)
— IRy B3R
1R Crrough)
FUEM, HRER 132 (54;228) 256 (173;327)
—IREY
Cmax  (ug/mL)
SR, RIREERE 592 (234;1114) 688 (369; 1061)
— IR Y
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BRI, BEE 720 (293; 1274) 1187 (773;1619)
—IREY

AUCo.7% (pg/mLeX)
FE2RFW, RIREE 4017 (1515;7564) 4019 (1740; 6370)
—IREY

i FHAS R S0 T SR A VR R B AV AR AR R IO, 3E4T T HERPKR AT
Horp iR 1140 B (B, AR TINR BEAN S B0 WAk . AEHERZ 751,800 mg
N R AR B R SR AR SR TP IR R 2 T RTINS R 1 2 R
T EE T, BRI FRVEE A

R9: FERERSBHEMHFRBERZAR (1,800 mg) SHFAFZILE
NREE

PKS% L7 R B FRAGEFEZILHEG
AT (BESFI9SE -1
FIAM, HIREH—IREY 138 (86;195)
Cirough (pg/mL) 2, KRR IREZ 662 (315;1037)
(%:ﬁjﬁ}q%lﬁcuough)
FABEM, HIREH—IREY 151 (88;226)
Cmax (pg/mL)
F2RM, RIRERE—IR%GY 729 (390; 1105)
FRM, HIREH—IREY 908 (482;1365)
AUCo7x (pg/mLeX)
FE2RM, RIRERE— IR 4855 (2562;7522)
Rk N\
ERSFIVER)

IRAR AT B2 I 253007 S OB AT TP RO B (3369228 KOHAPK AT,
B 1T I A RIPKOE AT S B SRR . B2 TE AR EF AT
UALIEST -

R 5 PR F6 2 HOPK 2 AT FUA G600 SR, (L R
VA P IR 6L S XU . WSS M) 55 R 5
e (KRB RN BT XL B A R AT MRALIAIT
prbi

A 40 8 P RS LTS AR 4 S IR MR, AR
A 2T SRR TE T 105 SR P P AT o R PR T 0 2 o
HEFT T BEURPRCAMT AL 58 50 4755 52 L 1V 20 R 4 W s 6
LA R TR I R % 5

2
W

25T



VAE b=
RN E L PN N LIRS T e

TEFRSZ R i B 29097 B FRIBE G BT 1) 22 R 1 B R A0 5 A 1k 2 B L Ve
FEAR SB35 AT T BFIAPK M o AU 58 BI8 BE JHF41 35 32 10 A Tl g O 8 323K
B IIE T ZIJC R B B A E A IR R M7 o X e N, v R A 2 T 450
FHREHCERE D, BT A B UL,

NP

R 1 52 A il BT VR T B AR A TR T R B IO PK M ATT, SR A F )
I T % U 2R R B AR AL
iz

FITA B2 AR i B2 11351 [ 2 77 52 1,800 mig BA25¥R 77 (14 B W 2R 35 vl 1k 31 7 00 B
5. 2 RVEES0REE T, METAEZICAFIkE 24, (MAETH (<65
kg) P38 Chougn CE3FIAZE1IR) H60%, fAE A (>85kg) {K12%. {EMRHE
>120 kgt —LE i, WERBBREEEMK, XTRESFEUTRCT . (HX—H%
SRR TR AR S . TEEEESRER RS (<65kg M>65kg), &
111800 mg2h 24 5 HH Ik 45 24 )5 1) Curougn i LU HRHEE 35 5 Ak o [ R 2 — B

FER RN B T Ve by AR S oy, R L8 30 AN [ 4 B 1] ) Crrougn F7AE A
M7
AL E

ARUCEE S 2 W Y I DL S IR 7 AH 5% 1) JE DR AR S5 AH DG B
[R5 ]
£ R B
BRI - BRI/ WG EZ R TE
LRI RAT FEMMY3012

WFFMMY3012/2 — Tt . Bkl TOYHES ET 7, EREEEE S
D =AY CRLFE S R A TR AT S R D B A R AR (PD A4
P77 (IMID D XU 24 1R 52 R PR B v 2 Ok P i R S b LR T Ik R 2L
U FIER 42 (1,800 mg) SiATE ZICHRPUAIKE 25 (16 mg/kg) AT M
A BANRITAING ST ERN: BRI IR, B3-6 AR K,
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A — Ik, 28 RA— . YT RS A LA AT He 52 (1 A PR B
SATES220 B EBERENL: 263151 73 i 2838 TR ZICER U R4, 2596140 i
FIEFHZIHRPUEBFIFA . FIAAIT AR N D Gt 2RO R A Bl
B AR N67S (Tl 33%-928), 55% 5N, 8% AEN. BEEKH
RARE T3 kg (GEHL: 29 kg-138 kg)o HEBRAEZ M HALIGIT 24, St
51%H) 3 BEAE 20T B ARG LT AR RS HE CASCT), 100%H) 3 BEAE #3235 Pl
FIIMIDIX R 254, K 2 HUEF 0 BRAE 4 B 7k 24, B FPIRIIMID (49%).
ZF AR T IMWGLE bR UE I SRR (ORR) (£10) FIZE3EIAZE1
FAEPIHTHI B R Crougn (U DIGPRZGFY) W0 7] B .

£ 10: BFF MMY3012 ({16484 R

BEEZRETETRYE | BEZNERBIKEH
(N=263) (N=259)
FELES
MAKZEMR (sSCR+CR+VGPR+PR), n (%) @ 108 (41.1%) 96 (37.1%)

95% CI (%)

(35.1%, 47.3%)

(31.2%, 43.3%)

AN R (95% CI) °

1.11

(0.89,1.37)

CRELHEIFIIZEME, n (%)

5 (1.9%)

7 (2.7%)

AEFAFHIER > S (VGPR)

45 (17.1%)

37 (14.3%)

iy kfE (PR)

58 (22.1%)

52 (20.1%)

FER RN, n (%) °©

33 (12.7%)

89 (34.5%)

Tt LA, A

7% (95% CD

5.59 (4.67,7.56)

6.08 (4.67,8.31)

K& (95% CD

0.99 (0.78,1.26)

@ BT RIS AR

A R % I Farrington-Manning 6 56 I p{E << 0.0001 .
BT 24 N#E. Cochran-Mantel-Haenszel R 5 £ 5 ()T P{H <<0.0001 .

FALREDT29.34 IS, TATE ZICHPTR T Hl 4L 1 A20S7928.2 H (95%CT:
22.8,NE), AT ZICBRPUFIKE 254 P 0SH25.6 1 H (95%CL: 22.1, NE).

A PER 5245 0 (AR E R ) S8 H Z U T Hl R FA &
T BB IR 0 O e A MR IE — B

BRCTSQ (PFALEFE AT R ER EEmMERNE) NEREH, 5
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PRAZILE ZIC PRI 25 W B AT B, 325208 T 20 S PURC T 1770 1 B kA
7w RS e PRI, T ICPERIE AT AE S e
BEE L7167 ER MR R

£ 3R R FEMMY3013

BEFEMMY 30132 IREEHL. JFBCE . BRSO IIDREE T, 72 BELE
szl B0 140RYT CEFERIR BE A — Mk BRI 7D 1R BRIt 2
R BEIE A P LA B (1800mg) B A TH D BERL A FE K iA (DPAD) 55
JERER A FERAR VRYT (Pd). AT FERG (AERFA28 R A EE A 45 24 i 0 b 10 56
I21REEH — Ramg FRD 5HFEKFA40mg/ i (8% >75%, JEH20me/l),
T8 KINEIT ML, 8, 15, 22KRIIRGA 2. fEARMAL MR, LA T
20 mgh FEKAMERTATT HZ, BRI AR RHS 4. ST gEkK
PATRI R R, 20mgii &4 VR AR it B R IR Fva T 2. AR AR 7 i f it
b 77 5 S TV 1 2 Jr R FE KA (R 7). PR BVR YT R B kg, B
B A T2 R

P304 B E B2 T HEML /4 : DPAZL15141, PA4L15361. ERIIGIT TR
AR B 2 S5 1 s B i3k FAIE 38 1) S AN 9 o AR I S B R v B A5, HEBR
BEAE 6T IR R AR >3 0 B 5 1 B 3 o AR il 2 5 50 R A 2 T (R R 28 N 1 Gt 2
TRRFIEAR AL B B AR 678 (JuHE: 35-90%), 18%MEH>T5%, 53%
NBHEEE . 45%MEE AN 1SS 1, 22%MEFH AN 1SS M. BEARZE
RIRIT 2L, P SR S 52 0, £ — Pl B T4 st R Sk A R e Fr) R A ¥
T, S6%M B E 2L T (ASCT). 96% 1) B BEAE 2 1 i B K iG
JTo R EE (80%) RISFENZMN 2, 48% 785 & L BGARIN G R 25, 42%
SR G RN BRI 2. 1% B B I 1 &R yT s B
A R0 RIS E i 24, 32.4% RSB0 SRS FE R ANPIYY i 24 . 36 T [l B i i
B TAEH (IMWG) Ard, RIEITCHEEAEAAY (PFS) 1T XL

FABEDT 16.9 AR, BFREMMY3013HPESHI £ E 407 EoR, DPA4LIIPFS
HPAHBA Guit LK : DPAAHAIPFS 124 H , PAZH A PFS96.91
H (HR=0.63; 95%CI: 0.47, 0.85; p=0.0018), F H]#E3ZDPdIAIT I 8 Kk A g gk
Jee BRAE T 1 XU AR 1737 %

52871



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)
084 7y P=0.0018
% 'l
pea ".
T
0.6 4
i) <
0.4 < D-Pd
0.2 4
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: BFFEMMY3013[PFS Kaplan-Meier i 2%

TERAIBET39.6 H J5, 34T T 85N IOSTHRIBE VT 70T« TEOS A N57%
i, D-PAZH 4208 834.41 H , PA41823.74 H (HR[95%CI]: 0.82[0.61,1.11])-

BFRMMY 3013 1 HAth 7 2045 W T %11,
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£ 11: B MMY3013 7 Rkss & »

D-Pd (n=151) Pd (n=153)
Bk (sCR+CR+VGPR+PR)
n (%) ? 104 (68.9%) 71 (46.4%)
pfE® <0.0001
FERE R L SE A ZZ R (sCR) 14 (9.3%) 2 (1.3%)
SEAZH (CR) 23 (15.2%) 4 (2.6%)
A5 W B > %R (VGPR) 40 (26.5%) 24 (15.7%)
g fk (PR) 27 (17.9%) 41 (26.8%)
MRD BAHZE <, n (%) 13 (8.7%) 3 (2.0%)
95% CI (%) (4.7%, 14.3%) (0.4%, 5.6%)
P g ¢ 0.0102

D-Pd=1A T ZIC -1 L FEZ - FE KN s Pd=1A S S i%-Hh FEKHn; MRD=fl/Nik B5 95 5
CI=E {5 X [H]

o FRTEREIT AH#E

b p EK B T4 ZH 2 Cochran Mantel-Haenszel < 5 1 5

MRD P12 T 2 mva 7 A#EFISE 102

d P {E>kH Fisher AL

o

TEZ R, D-PAARPAL B MR Ay 1N H B 0.9-9.141 H ), PdA
NLOMNH GEl: 0.9-17.310H). D-PAAAIEEIf A E MRS R U 15
349+ ), PAALNISONH (JEH: 1+224.81 ).
2RI R A MMY 2040

BHFAAMMY 204052 — PP 1,800 mg s it A7 Rt Al 22 PR T It A4
- HEK. RECARERBCE 2 (D-VMP) 77 #2 i
Ri&E G BN RIEEER (MM . EE1NCRSZAM G,
8IRZ 2 T, BB VEOKIEIS N VERIAESR L1 24 RIS, REE20K, LA1.3
mg/m ARG 25, (RS 846 E A CE52 /8 #A-25 94 1 s
ANEAMARE Y T, BRELK, 1. 2. aMSEASY. 1E916)E & 1]
CES LA I- 369 D EB 1 R-54 K, DR 259 mg/m? 3354 60
mg/m2KJERA o« AT FESE Z B I R B A AT 2 R
- RGN FE KRR RS F 25 (D-RAD ¥R97 8 R MEBUE R T
MM . SRIBERE (AR 28 K4 E A2 W 5 1 R-
21 REH— kO R25mg) HAGGE (40 mg/fH) HIZEKK (>75% 8
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BMI<<18.5H &3 Al il 2220 mg/JH) BG40, AT 4 250
BE B AN T4 32 (1
- BB K SRR A ZER ARG 2 (D-VRAD JRITHTE
W iE A MM E#E . BRI PSS, FIEALS
mg/m?, TEEE 1AM A AWIRG Y] . RIPERLAEFIR-F14RGR
25 mg VR 25; AR R IE KA FE3 45 20 40 mg/ A 45 24 . KR
J7 LRI [R] 44 JE 3
N 19961 % (D-VMPAH: 67f; D-RA4L: 65%1; D-VRdAH: 671D,
TIMWGHRIE, @I THENUEVEME 79784 R B AF4D-VMPHID-RAM F
FZ TORR LA S D-VRAMW 4 i VGPREUE B 122/ (W3R12).

X 12: B MMY2040 K74 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%)

oy 22k (PR) 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPRE{E RIS (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 L 470- B 1 K -S35 & -1k e KL s D-RA=1A TR %2 JU 470 - SRR B2 - b 2E K
5 D-VRA=1AT Z JCHPT-0# oK- R B - 2K KR s 78R 2L H/I=DARAZALEX ¥

Tl CI=EfE X,
o BT RARIRTT I E

R 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
ZAFINEE R I E R R A O BINT-THA B (B3 Mayo 2004

EXIbY



OMIE A3 BARK I 2 R RO FINYHA I-IIAZK » HEBENYHA BTV B3 . b
UG TERR28 K — NI 1. 8. 15F122 KIEZ M B K 1.3 mg/mP iz 45245, ¥R
WEMERZ300 mg/m?  (F K7 ES500 mg) AR BRIk A 2, LA HFE KA 40 mg (X
F>70% SR TR <18 SE ARG o ML 28 BEAE o A FRI9R 125 1) A e sl B A4 f 256 [ e v
ST Z K, FEFRE20meg) FREE KA 2 BEATURBES A 51,800
mg/30,000 U, 7E55 18 28R — IR N 4a2ly, BB BH24f 8208k, N
SE2S T AR TRASE — Ik, B R B 1 TR GE 2 5 B 24 I o AR R FE K
FATE R — KRB LN, FEARMAB LTS THIZEKIA20 mg, AFHAZ )G % T RIS
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 FR. 28 LEIEH ). BV IZ O E 2 3 (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 5% T BN 41: D-VCA41195%1, VCA41193%1. HE s
TR 648 (JuHl: 34%-874); 58%Z51H: 76% R~ AN, 17%ZWIMAN, 3%
e BANBCARERE N 23%2 R AR DIEDY, 40%210, 37%
AR . RAZB TR GEll: 1-6), 66%HEE2METZ R, &
M EEIREN: OIF (71%). BIE (59%) RIFFHE (8%). KREZHEE (79%)
KB M RS R B

TR BB R 13,
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F 13: AMY3001 BTG R @

D-VCd vCd
(n=195) (n=193)
M 225 A2 i (HemCR), n (%) 82 (42%) 26 (13%)
pfE® <0.0001
JEF U0 R (VGPR), n (%) 71 (36%) 69 (36%)
R (PR), n (%) 26 (13%) 53 (27%)
i ¥ % VGPR B( ¥F 4f W % f# 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBERETLHERAESY o, AKELE 0.58 (0.37,0.92)
95%CI

D-VCd=3A T Z It B0 85 Ve K- R BTk Fiie -1 ZE K s VC A= 5 Vi K- BB Tk - M 2 K
o A G RSk B R T AT AR P ALBE YT 11.4 AN SRR .
> p {3k HF Cochran Mantel-Haenszel & /71556 .
¢ RIRSLEREUR-PFS NI . RIS OB REEIET:
FRAIBEVFITRIN11.4N B, B iE T, D-VCAZHAVCAZH ) 2 HemCR P A7
B 1E] 43 360K (JEHE: 8K-299K) FI85K (JuH: 14K-340°K). D-VCAZHEVGPR
By B R R A R R 17 R AR 5R-336R), VCA4 A25KR Gul: 8K-
171R) . FEARAAT 4 rh ) Ak B HemCR K A RS2 T
PRI BEVT61.40 A J5, MEEFID-VCA4 & 4 [\IMOD-PFS 5 VCAZH A Lb & 2 24
3., MOD-PFSHIXEL (HR) 40.47 (95%CI: 0.33, 0.67), pfH<0.0001, FIx
MEd e . BB il s AE T A K53%. D-VCAA AL 2 F{ MOD-PFS,
VCdZH ~30.21H .
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Foitk e A A7 He e

1.0 4,

0.8 -
4‘1 .
aa L
D-VCd (N=195)
0.6 1 Mﬂ;
0.4 4
VCd (N=193)
0.24
0 6 12 18 24 30 36 42 48 54 60 66 72
A AL 1) £ ] He
VCd 193 117 72 57 44 39 29 28 26 22 10 4 0
D-vCd 195 157 138 133 125 111 107 a9 a3 86 53 16 0

E2: #F5XAMY3001+HMOD-PFSH]Kaplan-Meier B £&

AL EED61.40 A Ja, M EID-VCA4 B 0S5 VCA4IAH LS 2% HR N
0.62 (95%CI: 0.42, 0.90), pfH>~0.0121, FTIAD-VCALLEH FIFET XK FEK38%
PRI ARIE R P A0S
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1-0 .,

D-VCd (N=195)
0.8- b
M;
VCd (N=193)
1 0.64
=
e
It
+
0.4 4
0.2 1
0 6 12 18 24 30 36 42 48 54 60 66 72
BRI B R
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

K3: i 5LAMY3001+ OSff/Kaplan-Meier 2%

O JUE H A F A
BT ZICRGR—MRTEE, HEES Sl R A BAE R Rt
%o —IUES3HISZ R AAE G VE 2 R I $ER B (WFFGENS01) W EAT I8
WA, VRN T A B EE (4 mg/kg-24 mg/kg) JE QT IS . AEIETE %0
P B Conax N, ZMETR A PK-PD 73 4732 B QTCF [A] B AME B A7 th B Kl kg m - CEp
KF20ms).
[Zj3E ]

ZHEEH
CD38y—Fifids MR R A (S R BE 1 (48kDa), BLH2 KA iR 2

MM EHAE & 02 CD38RAZFIIRE, B2k IR 5 5% 3 LR
G KRB IEE Y o A TE 2GR — AR 5CD384E & MIgGle AL 7L
PR, T BB F SRS S A TR, i n i R MA R 4
FEH (CDO) AR I 40 B4 FH (ADCCO  FUiA i (14 A 755/ FH CADCP)
S PEN T IR AR E T, i RIACD38 IR 4RI A K o IA TR 20T
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A PR BE IR ME SN H 40 f (CD38'MDSCs). W T4 (CD38 Tregs) AIB4 Ay
(CD38"Bregs) 7K°F-

NKAfIZRIACD38, Ak T ZICHGIN T AR E U 1A Z Ut
B YyJa, AbJE A S NK 4 Bl (CD16'CD56" ) Al i A4 NK 41
(CD16°CD56dim) 4 v L A 73 EE T DL

R ZICRPUNRI THEE, HESE FEEM LA R EUh. ek
i R B R RS 5275 1 R 2 JC BT UAFAE T AE (R0 58 AR AE IR A Y

BT Z ISR N IR S AT RO AN E I TR . YR
s MAEET B AN R 2 0E, IR AE IS RIS R, 5
[ 5L SR (AR e S R B AN ], A NI B TR (1~ 0 0.5 K . B NI% B R
Wt P JE A SR A ST R I B AR BB . RS AR T, BT ZIURhTE
SR R FYESD TGS B R AL R e . S NE W RR I F 2
AR, B NS NB B AR 24-48 /MR N AT IR ST
HEMA

b iz AU

I8 T ZIC P R AT AL BV 5T

HHNE W TR A T LR AIT T

TR

KT Z RPN AR AT AR TR T 7T . CD38 3 AR /N B H A e AT DL 2%
FEREAG, 5 AN HERAIRE . CD38 ZEKm brah A st 45 R i 7s, CD38 &
TR BT RO, BEIR SN2 CNED MEIRIEIG RS (.

HH NI R AT T B JIHST . JREE SR R 4R 220,000 U/kg/ A IZ A R
GRS T AT 118 £5) 39 Ji, XAFH RGAHLIRITRER WA, HiSA B R0
ARG Tr. EaETERGY, IR/ INREER IR 43T 330,000 Ulkg iZH kg (A
T NAEFIER 45 5, WERR-BEHF R EARNEN . AEERERFIE, SR/ NREER
—IKE 4T 990,000 Ukg GRHEE T AFHFIERY) 134 15 B pREE, X = H 1)
KB EIEREAB BUAA NS .

BoE .

18T ZIC BB AR AT BURVERT 5T

NI R A T BUR T
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(5]
UKFEVI (2°C-8C).
TH IR -
BT B A .
CF B2y B & (L CERERD.
[E3%]
T A5 R s % st RO 1) 2 9 5 1) 1 R 39 /N, N 2% 15 mLIR, o 571,800
mgih & Z G
AR Ui/ &
Epie i)

RIS 2

361 H .

FEARBAAN, RIFE 25 A 125 dh AT AR (<30°C) TR Z#1F24/)
o — B MNIKFEHECR 25, AMFE O EKEE (L TRSHAED.
E YGRS AR

AR IR 7T LLHE BRI AR W0 G, Y S P A i 1 A 2 AN A B AR E
NIEAREAAE T (2°C-8C) BELAEAF24/N, 2 JGAE15°C-25CRIELIEHE T it
AR 12/ o AR IS I VEA B HE RS AE IS e, TR JE LRI
[PATARHE]

2y MR E: JS20250013
[t 51

[ 24k 7 $120210025
[ LA Al

% #x: Janssen-Cilag International NV

7 bk : Turnhoutseweg 30, B-2340 Beerse, Belgium
(4740 ]

4 FR: Cilag AG

Az =ik Hochstrasse 201, 8200 Schaffhausen, Switzerland
[HHNTHEAN]

R B AR 254 B
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VEMHRE: bR X SRR 3 SBE 11 51 610 = (CREZEARFLX)
MR EZmES: 101300
Hif%: 4008191188
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