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T>702 BUAR AR H<18.SEUEAT e ML A8 B o W B s 428 ) AN A BB A% 248 [l e v
ST Z 5, FRPKE20mg) FRELF K 25; BCA BUARA AR 51,800
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mg/30,000 U, 7E55 18 2585 A — IR N 2452y, SRS B4 8208 — Wk, N
W25 IR RRASE — IR, B RO IR BUE RS 255 K2 I o R i A FE K
ATE[R—REG AT, EARMGATIZ THZEKIN20 mg, ARG ZiE% TRIARA
BN IERNY (WG . F BT RS R R bR AL A 2 5 o iR FR bR A
SE MIIMLR % 56 A 28 % (HemCR) & CHfILIE IR VK G028 ] 52 HL VK SR BT L 52 BRI
BEE AR 2T IR FIR W28 UE IEH ). BN IZ IO IE 2 3 (Mayo
200402 A SRR B R RSO« A2 75 9 S R A e AR Ve M R AR SR 4R 40 AT 4 i
#AE (ASCT) WEZI'EIhaE 2

FiF388M1 B 52 T BENL /4 : D-VCA41195%1], VCAZH19341 . f & iR
TR E64%8 (JuHl: 34%-87%); 58%2&Ht: 76%2HEN, 17%ZWIMAN, 3%
B ANBIAERREN: 23%£ R MR RE M ORI, 40%210H, 37%
AWM. RABIEEW P2 U 1-6), 66%MEE2MEBEERZR. &
MIEBEIRE N O (71%) 'BIE (59%) R (8%). KEZHEH (79%)
BTN B R

IT R B RS

% 5: AMY3001 T RSS2 °

D-VCd vCd
(n=195) (n=193)

MR 5E &2 (HemCR), n (%) 82 (42%) 26 (13%)

P{a® <0.0001

AEHF A ME (VGPR), n (%) 71 (36%) 69 (36%)

g (PR), n (%) 26 (13%) 53 (27%)

M W % VGPR B % IF ) 2 # 153 (78%) 95 (49%)

(HemCR+VGPR), n (%)

FESERHELHEREAY © RS 0.58 (0.37,0.92)

95%CI

D-VCd=1A 55 Z JUHPU-I B Ve K - IR Ik B -3 ZE K A s VO A= 35 7 K- Il Tk - b 28 Ky

@ BRI N

b p K HETF Cochran Mantel-Haenszel K /7K % .

¢ FHEIEIFW-PFS B AT FERE COEEE ) st
D-VCAAH AV CAZ 1) Z2HemCR K] FR AL 18] 5351 960K (G : 8-299K) H185

K (FEHE: 14R-340K). D-VCdZH 2 VGPRELHE I (IR AR AL st E]) g 17K (T

5K-336K), VCAH A25K (Faf: 8R-171K). HEARTH A% FIHemCR [#)

(VSRS
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0.8 = L D-vCd (N =195)

=& it HF 3 = eH

=

0.6 = VCd (N = 193)

0.4 —

0.2 =

0 T T T 1T T

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

H
BHENEE
VCd 193 163 134 111 65 44 29 20 10 7 1 O
D-VCd 195 178 166 147 114 86 60 44 27 10 1 O

1. B AMY3001 HMOD-PFS] A Kaplan-Meier f £&

TR AP BE VT TR LA F o AL AR 1) 3 B3 B 3l ot R A A7
# (MOD-PFS) HIFFI{E. SAEFI (0S) HEA k. g s|s6p) HE It
(D-VCA4IN=27 [13.8%] vs. VCAZAN=29 [15%]).

BT B AL S 58 A G R e 2 R S5 APt b IR REE o A3 RESE Y 58
SRR LT A A7 IR A A ORI R 28 B 25 2R
o H A 3 A

IBTE RGP —MR T EA, BE%S R R A A TR ] stk
1Ko TEIATE 20 AP B Craxl i, 2R IR A PK-PD /1 B QTCFH HAXE A H
PLRIERE I (RPKF20 ms).

[Z3EEH]

B
CD387y—Fhif M AR MIRIE IS M (48kDa), H4H2 KR I E 64

MR E A 2 CD38 A ZRIThRE, B2 FHIRGI . 15 55T LA
PR KBRS TR Y. AT ZICRPTE —MEE 5 CD3845 & IgG I NJRIL Hioe
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BEPULA, BB P S RIACHS S IO IE TR, thnrE s R MA R T i
FAEH (CDO) U a4 F4E F CADCC) HLAHs 141 il Z0E F (ADCP)
PN TR AN ARV E T, S0 RECD38 IR 4T A A= K AT %It H T
A PR BRI A HI 40 (CD38+MDSCs) Wi T4 (CD38+Tregs) FIB4HfE
(CD38+Bregs) 7K.

NKAIZIACD38, ik 55 ZICHG U A E U 18R Z Ut
dh Yy Ja, Ab A E B S NKZH e ( CD16+CDS6+ ) A i 1k NK 4 ffg
(CD16+CD56dim) [H4axt tH4 L K& B 43 HR] LB

EEZICRYUNR TEA, HESE TIEEM EAEH TR Mk
i PREUNE REE Sl T S SR AE R E IR0 3 AR AEB AR

BT ZIC YU NI S AT A T ZIC R EANE Y PR . BV BR
e MELET B BRSNS T 2, FTRORREERE  RIEAR, 5
[F1 J5 L (A E S5 A o AN, BN I TIRR 1~ 20 0.5K . SZH NGB W
Pty P ST A RO B R R N 2 AR IBE . TEAR AR R, AT 2L
SR CRCRVESD F A NE WA R R e . A NE Y RN 2
FIIER, BT NBIE AT 24-48/ N AT S

HHER

AR

I8 T Z U MR AT AL BRI T

EEAH N F B T R A A TR AL TR 7T

AT R

B TEZ I AR AT AT TF MR IT . CD38 K K /N B HH A I AT L
JEREAG, 5 AN HERMKE . CD38 B:FRsh A 745 R s, CD38 &5
TR N CNED, BEHIRRIEIN 2 CNRD MIESHIRG K E ().

HHNEY IR AT A F 0T MR 45 220,000 Ulkg/ A2 5T R
i 4T AAFIER) 118 £i5) 39 J, W RS LRIIReA WM, HEAT RN
G r . ERETERGY, SEIRNREER KB 45T 330,000 Ulkg sl (R
T NAFIER) 45 5, WIRIG-IEF R BRI, TEAREMFIIN, R NRER
— IR T4 990,000 Ukg CRH4T- AR 134 i) i@ Wil W H-rACRE ™ i
KB ZENE RGN BOIA WS .
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SNy

% 22 U HT AR BEAT BUR LT T

A NIZE BRI A TR
[ Z83h /15]

FE IR R MR BE AT AR A B T T R I — U & VR T T S AMY 3001, A
i AR TR i HESE 77 21,800 mg2h ) (g il — IR 2188, WP — k%216
JE, WEfH—) J5, R Croun CHE3AMAZE 1 RAZHT) “FH{E £ SDNS597 £
232 pg/mL,

i A IR B R T SR R MR B R Ve i AR BB OB, BT T REARPR 0 T
Horh aE2 116 3 rEdh, BRI S50 WL K6 .
x6: FERtEEMERFERBREEZARN (1,800 mg) SHFEEZ

LERRREER
PKZS¥ S K TRHEEZILED
HALE (SESRI95H %0
FUAM, HIREH—IRGY 138 (86; 195)
Curougn (pg/mL) SR, KRG 662 (315; 1037)
( 5€3ﬂ ﬁﬂﬂglictrougw
FBLEW, HIREEHE—IRGY 151 (88; 226)
Cinax (ng/mL) — :
2R, RIREEH — IR 729 (390; 1105)
FELEW, "R —RGY 908 (482; 1365)
AUC7x (pg/mL*K)
2R, KIRAEE R 4855 (2562; 7522)

TEL T HER 711,800 mgfI A it B2 NVESHRUS . AT IR 4h 24 3R UCREJE — Ik
52 RS8R, WERE (Cnao) MINE4.8F5, SFEFE (AUCHsx) HINE
5.4105% . FLZPIRYT A EVRIT I, A b 10 55t v A8 VR S T A R AR AR — IR 2 T
FATRI
WSO 43 AT

FEJF R MR B R E M FE A 38, DAHERR 7750 1,800 mgZa 251, SR A% TH4axt
VIR FE, WSGE R FUN0.77 KT (8.31% CV), X FIIEIR B 1IN (8] 3K

TR MR B RN E R R AR B v, ARFERBLAGTE, B N2 R R A 4
FUN10.8L (3.1%CV). XKL E 2 I RPLE BT R 8, (LML S
G A A R o
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AR A B

AT T PR BRI AR B 25 X8 2, BRBUPAT R AR L 1
CRIVEATD WER, S5 RA SRR IFE — 8. 2R MR R e A
H, R JE RIRMNERRZFN210 mL/K (4.1% CV).

TEJFUR VR BE RS AR B o, AR AR, 5 2RV BRAE R IR~ I L
A SFMER27.5K (74.0% CV),
Rk N\ A
ERSFIE R

AR XS 232 B 2307 U P E VR IT I B (33592928 [MBEAPK 1T,
A A T Z I B PUPKIC A Gi 258 SIS o B3 T8 T AR AR kAT
HAGIATT

M TR PR B T S R A S TE BT Git 2 5 SR o IR 3 LM 1Y
REEEN ST I, AV REEERARAIRRE L. BF T HREE T
MELIRTT -
B

MR AE B E B TR IT A S IE R . IR CA I S D Re s, e
A S RAIR T R R AR e B AR B TR BEAT T BEAPK BT . R 3
P 2 AR A Th g I 2 X 108 T % SR bR B B A A I R L 2

7

V1E b
[ ARAE P53 35 R85 RO A i ) L A7

FER A R B IR T I R R PR BE R A2 B8 3 gk AT T A PK AT
AR5 B e B 0L T 52l A D R IR 2 (IR T Z U i R R B A e
e RS SO 2 e o X B N AR, o RENTER P JH 40 3 B R /D, IRIEVEAS
AEXMEs®.

N F

MRAE AR S i B 24500 )7 B MOER S 6 7 1 B BRI PR B, SRR
AT U YU R AL
iz

FEJFURME R BE L e R R A B8 T, AT WL BIAN [R) A 2 18] ) Corougn 77 7E AT

19/21



M ZE S
[58]

UKFEV TR (2°C-8°C ).

TH IR o

BT R AR BT

CIFE 2 M AT L TREREED.
(B3]

PCAT ARG 2 o FE TR ) 2 56 (R 1 B3B3 /N, 2615 mLH, e 471,800
mgik & ZICHT.

AR Ui/ &
[BR04]
RIS 245

120 H.

TEABIAN, RIFHZMA LS ATEER (<30C) NERZ 72470
— B MUKFE I 2 ah, AR OUREKAE (W TREHED.
AR A

AR T 5 T3] DAFEBR S AE IS G, EIRERR LA = T30°C (86°F ) FIFALR
JEHASAE T, TR A AR A A 2R R A ER A R M AN o R R DT RS
REHEBR A5 e, TE PR JE SLEMEH
[ AT AR #E]

7520210037
[HtHEscS 1

B S At v Tl
(45 EFaTREa Al
% FK: Janssen-Cilag International NV
VEMHbE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(4724 ]
k44 %5 Cilag AG
A =itk Hochstrasse 201, 8200 Schaffhausen, Switzerland  C[R] B 471 57 4] 2 1
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RBEE)
[EABRLA]
LR PR ARMZIE IRA A
bk B G A8 7 e T R X B A R L R U 19 5
HE B 2wt 710304
HL i : 400 888 9988
fEH: (029) 8257 6616

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