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FEFZ A M 2R BUER A IR YT I B T, R8T AR W ILPUE 7 2 L 4
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TEBR A i B 2R BB 1R IT 1 2 R VB B8 A R R PR R R I A AR
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B R IPT rtHuPH20 BTN IA 7 2 U B e 5 . HT rHuPH20 HUAAAT I 45
S SERH P AR R AR H R
HAA B

I PR 058 H 42 32 0K B 2 JU B LA IT AR IR A AR A R R 8.

%8 ImRIAK HEZEE ZICRPURIT I BE RS I EMAAS R R

REBENR
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B R B YSRBIR
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BB RAER

JHRME 2P (1%)

o BRSNS . E AR RIS A . B4R R iR . B4
MR % . B4R ERTE NS A . EAEENE R K. EAESEE B A .
B 22 B Wi B g . BN pm sEvERT 48 . B AN SR g AN P 1 1 R I
JE . ERMRR M E R AR 4. BN, BERREET e
Jev LN PRI 28 o Igm oy de o0t 2 . LI 1548 S0 LAy 2k JR
PRERGY . B YU T UAE « FRACHE S AN B R . BN SRR 28 . B AN E
it 28 o

b RERA. SUEBRERSS. BUERRARSS . mUEmBRIULE. PHIEEVEREAR K . RRITRETHE .

LR

TR A SHESE AR G A e T AR R RN T IX e R Nk H H R
PEHR S, ABEBCE RIS, Rk, HARRGEAE A SEh 6 5 & A4 Rl 2 i i S
52 RTEZHRRRERR,

HRER G FERISH I

MK, EHIEE . COVID-19
(%3]

NI T 2 T T 2N W U I A e i 1) e PRI AT AT 3 A R U o7 B 1 £
HAEH .
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[ERFR]
TR N AT LAt 2 24 e
FEHTAS AT Be o A PR 45 2 HH SR A S S CRLAR B B e A 2B A SR A

S SV Jo) 38 S o
2GRN

TE 853 B2 A M B IRIT B G 1T B F HR A& HZ e NBEF,
8.8% M L HIL T AR S IR (2 e 3.4%, 3 Zk: 0.8%) o B IRIESS
J&, FEERFE P ARSI R K ERN 8.1%, 5 ZIRIESFREFEN 0.4%,
R VES R KRN 1.1%. 2B AR R AL [A] 3.2 /NEE (JEF: 9 43
BZE 35 R) o fE 75 BIEERAR 130 BAHMHAEGHRARRNY, H 110
(85%) RATEARMBLI IR 1% EF KA T B2 IR R4 S RV

EERNEAREAEEE, A PREE. S O EEMER A R
RN CELFEIKES BN SR S E M BRI o S ZiAHOC A B 1k B
AR ARAE AR PT BE AL HE G AR, S g I . P, MR, Ak S
AN, DURCRA MO ROEERE . FERR. WXk, SEl . AR R A .

T gh T A M -H 1 SZARFE PR 0 LI a S M A R o IS [ . dhs ) 2
ST LA 2R KA B M S SE, DG HRAE B IR RS R o 0 TR I iU
SR fE A (490 R 2RI OCROBE, RS BIMS 2k A b A SR YT . R
U2 T SRR S, P R AR 8 2 5 4 T T SIS [ R AN A 244, DA S/ A
1B B SUNER P A 85 — R RAD G PR 5G4 B 1 S SE IR RS o T S HH R AR
LA WA L, HOLRDHHTIR BN, 2 EA T EHAEARET . (WA
“HELD .
LR

A2 VE N, 7.7%00 B8 RATESEAL R N, A4E 0.6%[H) 3
KA 2 BRFL. BEN (>1%) BHEGHBALR SRS AL . XL R H R
LAETFARE T AR i 5 R B R LI [ 5 2080 GER: 0 70502 6.5 KD o I
TR T 3R 0 S R 2 FE X REVR T -
JE A 2 i R A A T U 7

TEB A AT IR AN 2 KA (D-VCd) (5 R MR A
VERFEAS g PR AE T TR E BB O R RN (L IRRRBLD . 16%(1) i
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HRAETEEOITRR, 10%00 88 RAEBGUHE QIR . EEANYHA A%
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SIDTTAFEtHBUR, [HULTE(f FHADTTAE I MRS a % E FF RS, B
PRAEK el A VE SR A S I o B3t R DA R REAT R B T sl R 7y 2L
St PP A 5 4 AR A TR

BT Z UYL — P NJEPEIgGre B 5w BE TS, I R b I I Py R i MR 1 i
F BRI B Tk (SPED R G288 52 FiLvk (IFED ASH IS AT LARRIN 21134 5 2 I 5
i W (M EERD . X T H1eGMME AR EEN S, X— T4
SR 56 4= R AR R 05 Tk JRE 11 5

TERFEL AR L IR o 2 i f s b, M SEAETE IR T Z U T4, %
R AL RAE R A SR R YEIFERE (F1an, AF ZIRTFRBBRFAD X9%K
i AR I R IR A PO YREMER 1, DU S 75 3R A5 58 A 4R AR -
LB R E (HBV) HEUSE

TEHSZ A TR YT 1B TR T GBI 9808 15 PO, b s 50 S5e
Witele RITE T B A AR SR T AT THB VIR £

X T HBV ML 2756 W0 45 58 52 B PR IR AR 3, RLPE AR i ¥R 97 3R] DA SR 9T &5
ARG 26 H A B IHBV FRS0E IR I AN 9258 5 Fa b o MR B AT If R e Fa VA
J72RNE . IRIBIGIRTRAE, H S & W LK.

TERZ AR YT WA R AR HBV BRSO R f 3 b, B4 AR SR YT R4 T A1
19T o AT HBV PSS B 78 4 I 35, N5 A HBVIRYT Tl AR i B A v
WS EF AR MIRTT .
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G VLA HEEEITER TR 15 2 b O s R M 2
Pl 5
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B TR Z UGS Bk E MR . IR IS R, B R AT A
R BAAREBER, F37 BRI FFARIE 2 X AE VR TT
[ pREE ]

Y LA
KT IR M IgG I NIRAL R IE BEDULIA,  RI 55 25 b L R A e 240

CRLAE 22 B e B B8 A R IR A B R S b A A2 v ) S B IR AL D LA At 240 ff 5
RUFIAH 2R T L ILCD38E 1456 . CD38E A RA ZMfe, Hlnsziai 31
Ky B 5583 DR B RIE .

RN SE R IR, TE T 2 LB ZRIA CD38 1 /8 40 i fr) A K B 5k
HRE R . AR ARSI T SE R, AT Z USR] RIS I 2 PN N T ThRE, Sl
AN TR AT . X SRR AR, AT %I T DOE I A MA R A
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PN RIEAE A (ADCP), 55 3IACD3 811 1 i 110 b Jog 4 M v i . A TR %
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Ml (CD38"Tregs) o MRE K AE T BEANEIE KT A, AT (CD3*. CD4* LA
MCD8") HKIACD38. A ShIAYT fF, TEAMAE A LA & i v WL 4¢ FICD4 F1CD8*
T2 M 4 %8 T B LA B bk B0 B T 23 b R N . TN B 52 AR DN AW 7 45 FLAiE 52,
SRR G, THN e R N, 22 B G 15 1 B mTRE Y SR I PRYT R
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BRI 1%
52 RN BEJE B T R — IR 2536 T 70, BRI A el L RZ T i 571

HEFE 1,800 meth 2y (B — IR 25818, ®WiE— kG216, WiatH—
YO T 5 LA [l 2 24 7 Skt T34 T 2 BT 16 mg/kg i 14 B S U BB I £ 55
B, AREIR, AR E P R B S K Crouen CRE3JEIAZE 1 K45 24
AT “FH{HESD 5934306 ng/mL, ik 75 20 P ER K 4h 24595224226 ug/mL,
JURIEIEEEN107.93% (90% Cl: 95.74-121.67), FBLH AR &tk .

FE b 2 R M B8 A T R I — DU 2GR T i A b (WF AR MMY 1010)
HEF T E 1,800 mg & N4A 2 EIAE ZICRHN A AB) 110 5 2R BEE A
— 3, ARG IR INIE T 2GRS B R, BN 2 [
—IRG VWL G SRR 4 B — KRG ZW)E, AT Z I RPTE RIS NI . &
R ML WK T R BRTE AR I — KR 25 Ja 5 4 R (RIS 3 FAMIEE 4 O, M

(SD) 1036 (437) pg/mL, &1 R4 2 E0EE (RIZE 1 FIAEE 4 KD (19 6.5
B BIRIEIME (SD) IR ZIIE1) 131 (63.6) png/mL (HPZE 1 I 8 K,
SR M N AR — KGR 27 RGN (EDER 8 KRR J5) (1 829 (326) pg/mL

(BIZE 3 EMAZE 1 R, 2R - ETEE PK ZEHITFN A TER B K Croun
BIME (SD) Jy 826 (335) pg/mL. HRGZG, AT Z BN Crmax F1 AUC7days
YIE (SD) 2515 163 (57.4) pg/mL A1 21354 (8648) h*pug/mL. B IRLAZ5 )G
HAL Tinax 79 70.78 /N, 1A Tinax (VS Y 46.05 2 173.87 /N Ao [ 35
HIA TS Z PR K Cuougn B R T 2FREAENEE, (PAEL[FER] 729.0 [248.9-
1238] ug/mL vs. 563.1 [6.790-1391] ug/mL) , {HJEHES, SEERAFTFFR
R B CPAALVERE]: 720.6 [310.5-1191] pg/mL) AHAEL.

FEABR ANTER G T 5 T 77 2277 51,800 mg fRIAS 5 i, BT IRER 25 B AR K
TR —IREY (EIREZY), WERE (Cme) WINEA8ME, BEZEE (AUC)
BRI ARG o B2 IRTT G IR TT IR A i PR o e A3 TR PRI 6 38 R AR AR B S — I
T REE T .

2 RVEBER LT, K NHI51,800 mgA B A 1BIT R — k4 6
J& IR AR 51,800 mg AR i B 24 V637 4 24 J A AL«

2 R M R SR TR I T 2 USRS VA S R M FE R R B VR T R A
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(FAMMY3013) FHAEZINENFZBESEZBARTHIREEML, £
HEFEMI1800 mg A it B2 FeR i (BRI —IR, FPEi8JH, il —ix, Feeii6f,
WERH =), BKRCrougn (FE3AIAEIREZFD WELSDN537+277 pg/mL.
FE R R AR BE A Ve M AR S TR T R I — TR 5 VR T i S AM Y3001, A
i DU R O HEFE ) 51,800 mg2h 24 (fg il —IRA 258, B A — IR 216
J&, WEEH ) J&, #KCuoun (CB3EWIE 1R 2501 T HH £SDN597£
232 pg/mL.
e
L2 RMEEREEET, DIEFENE1,800 mgsh 250, 7% 5 f4ast 2 45
FEN69%, TRCHE 2 90.012 bty IE SR FEIN A 970 h-72 h (Tmax)» 1EJRK
PR B A RE AR g b, DA 1) 1,800 mg B 251, Al T4t 2E MR E
W SGHE R H BUN0.7T R (8.31% CV), TA I FE IR A] 3K
gl
AT ZICHRPURLATRIT I, AREEEA, hResm AN E (V2D S
AR HINS.25 L (36.9%CV) F13.78 L, IATE % It BPUIe 40 1 B2 e Al 3 € K
FAIRIT 2 M B8 (A I, AR SS9~ 38) 7 Al 5 ARV LRIV2 43 51 436 L
(28.0%CV) #12.80 L. 7EJ5 K MEZEERIEM AR LS b, ARAEHAUG T, KT
KA IR MDA EFIN10.8L (3.1% CV).o X FR IR HZ I HAHE ATl
ERG, EMEIHLT D AEIR
ARABH R 31 o
T Z IR IR BRI AR 25 X3 )y %, BITAT R AR 2 i
CRITEAIED VBB, SRANFHBRPRE—. E2REEHEEE T, B2
KRS RPUR T, T AR PROBE A 4l 1 (17 24 375 B % N 4.96 mL/h
(58.7%CV): AT ZICRT SN E BRI ZER A B 45 200, AT Z 0
LG HEARPK ARG TF (P 3435 B R 4.32 mL/h (43.5%C V). 755 R 12
REmM R B, NG ERRIIERRE 210 mL/R (41%CV). fEZK
R BERT SR , He2IR TR U A 2R T A 2R T USRI I B
FOHLZERAMVAIT B, F TR B AR A T BRAR 5K (1 S B LT -P 3505 7 20,4 R
(22.4%CV) HF119.7K (15.3%CV), 125K MR EE R TE R FEAL B b, IR,
52T R AR SR B B BAR JUATPI(E 827 5K (74.0% CV). TEFRZGIARYT FIEL

)
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BIRITHTRT, BEH TR (BA—RE%8HE, 22— RG%16H, LER
40 DIERERIE (1,800 mg) 4524, 4/ —IRGHEA5 M B3R
XA il R IR ST FIER B IR IT 2 K VB BRI AL AR, F R BHIAPK 4 HT, Tl
[FIPK % 75 B S 25 WL K9 .

R9: ZRUEMEBEEIARBETHF (1,800 mg) BUAEZTAHIH K
il (16 mg/kg) BZRTRRIEEEZLENRAEER

PKS¥ SYRAM BETRGEEZ L | BRKAHLEZRE
i i
HR A HhAr i
(ZESM9SH L (BBSM9SH 4L
£\ 9) £V ®)

EURM, HRER 123 (36;220) 112 (43:168)
— IR

Corougn (pg/mL) ESEW, KA 563 (177;1063) 472 (144; 809)
— kLY CGR3EM
%lictrough)
EUEW, HIRERE 132 (54;228) 256 (173;327)
— IR

Cmax  (pg/mL)D — -
SOSEEA, RIREEE 592 (234;1114) 688 (369; 1061)
—IREEY
E1EMY, HRERE 720 (293; 1274) 1187 (773;1619)
— IR

AUCo7x (ug/mLeR)D — -
2R, KIREERE [4017 (1515;7564) (4019 (1740;6370)
— IR

P A IR S 6T IR R M R BE R e A AR SR (B, 2EAT T AEAPK 3T,
Herp AR 110 & I dhs , B AR TR LM S 40 WK 10 AEHERE 77 81,800 mg
N B MR B R S R AL B TR KA TR 2 BT I B v 1 2 R R B
EET, BERPFEMREEN.

#10: FERUERBREMHERERZAR (1,800 mg) HE)FAFZLA
VREERE
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PKS¥

SURAM

B TFAHEBZRED
AT g (ESRSE A ED

Cirough (pg/mL)

FUAHY, B —RGE

138 (86; 195

F2RW, RIREH—kE?
( %3}% /ﬂ:ﬂgﬁ laictrough)

662 (315;1037)

Cumax (pg/mL)

FUEM, HiREEE—REH

151 (88;226)

F2RAM, RREH—IKGE

729 (390; 1105)

AUCo.7x (pg/mLeX)

FUAH, B —RGY

908 (482; 1365)

SR, AR Ik 472

4855 (2562;7522)

FEIR A
RIS

MR X 45 52 B AR YT B R AR T IV (338-92%) IUIEARPK 4T
SIS IR H U PRI B A GE T 22 R RO o B JE T IRAE 4R e #E4T A
(LERTE I

PEIS 22 Rk B R B (PK 2 B B Git 24 3 SR EEm, (R L Pk
BB SRR B LR Gl A S5m0 . WU B PRI 28 5k g o T 5
P, EWAREEZRABARKE S & ETARIEER AT M ARIT
B

W ARAE B 400 T R O R AR R IE S A RS OB I B ThRe i, fEHZ
A BLZGIR YT B R IR T 1 2 R VE R UK M R BE R R A AR R
BEAT T HEAAPK 73t o RWLEE 2 B 2 T 32 10 A T RE 1L 32 10 (1IA TR %2 0
DU P AT AEAT MK B S 2 57
Vig =

) ARAE ST R85 PR T A il ) L S

FEFE A i B2 IR )T BUS TR 5167 B 2 A V& B8 A R R PR R e AL e by
FEAR B A R BEAT T HEARPK T o RS 242 L ITF 451 35 32 il AU Zh fiE I 32k
B IIEH ZIC PR T BAAE A IR I 2 5 o 1K N, i AN L T 43
FEHELBARR D, RIS A S L4
Nt

RS FE 52 A diy B 24996 )7 B FPIER B VR 97 1K) 8 (HERPK 0 AT, SRR
AR ICRG R TR EALL.
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&
PITA F2 32 At 52T 1) 750 1] 2 770 51,800 mg HL2453R 7 (A S AL By mT ik 3 7 70

o (EZRMEBEREE T, METAHRZIRGEIKS A, RAEETH (<65
kg) HIFHIChousn (CE3FAMISE1IR) H60%, mifkE AL (>85kg) fK12%. {EiRKE
>120 kg —2L B, WERFREEEC, XTRESFEUTRT M. (Hix—0 s
SRR T HEARMEE . PEEEESAETR S (<65kg M>65kg), A
11800 mg2h 24 15 ik 45 24 Ji5 1) Curougn M HE T 34 55 AE o 6] £ 25 — L.

TEJR MR R R Ve B RS R b, 8 O 8 3 AR [ A% B IV 1) Curougn FEAEH 7
MHESR.
BAELEE
ARMCHE S0 25 P R DA BT R DR P R R A A DR A
(RS ]
Z R B EEE
BZTRIT - RRTE I EER M B

LRI PRBFFEMM Y3012

FFFAMMY30122 — At . BEML. HIHA3E SR T, R ZTE
b= 2RYT CRLFE R VA A S 5 R B A R AR R (PD A4
P 7 (IMID) XU 245 1) B R PE B R 2 R M B R AR 3 Th L T IR T %
YU FIESZRZS (1,800 mg) Sk ZICHPIEIKL 25 (16 mg/kg) BIARMER
A WANRITALINA S N SRR AR — IR, #53-6 /8 A2 i — X,
IR I, 28Ry A 09T RS H IS AT H 52 B e 0

BTS2 B FH WG RENL: 263453 i 2 IA T % LB PRI, 25961 4L
FIETHZICHRPUEIKA I . PINEIT HRSEZE N D GETH 2 AR AL . 2R
HEHHRAERAN6TS (Ta: 33%-92%), 55% A5 1%, 78% NEN. BERH
RifRE 73 kg (JaH: 29 kg-138 kg) o B MEAEBSZ I AIBIT R ECN4 . At
51%H) B F B2 B AR E T4 (ASCT), 100%H) & ¥ BEAE#E32 1 PI
FIMIDIX P24, K2 B8 IR 4 B M7 VA 25, AFEPIFIIMID (49%) .

ZHF AR T IMWGZE AR bR UE R SR AR S (ORR) (FR11) FIEE3E M1
REE LT R Crovgn (WL DRPRZGED PR 124 55
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£ 11: B MMY3012 {58 R
BEZRBHETAY | EBEZREREKAS
(N=263) (N=259)
FEALE
MR (sCRACR+VGPR+PR), n (%) @ 108 (41.1%) 96 (37.1%)

95% CI (%)

(35.1%, 47.3%)

(31.2%, 43.3%)

AN XU (95% CI) ©®

I.11

(0.89, 1.37)

CREUHEIFIIZEME, n (%)

5 (1.9%)

7 (2.7%)

e U > 22 (VGPRD

45 (17.1%)

37 (14.3%)

o g2 (PR

58 (22.1%)

52 (20.1%)

BERR RN, n (%) ©

33 (12.7%)

89 (34.5%)

Tt A, H

RAIEL (95% CD

5.59 (4.67,7.56)

6.08 (4.67,831)

KL (95% CD

0.99 (0.78,1.26)

* BT RERIAIT .

b HE L MR X I Farrington-Manning ks 46 I p{E << 0.0001
o T 4z4E AFE. Cochran-Mantel-Haenszel & 777 36 [ P/ << 0.0001 .

AL RET29.3N HIF,  dAE 2GR T I ) H A2 O0S828.2 H (95%C:
22.8, NE), A ZILRPIERIKES 25 A1 ALOS N25.6 ™ H (95%CI: 22.1, NE).
AR 52 gh R (R RE R ) 5k 20 AL

B2y w18 /i Pl TR o o G 1 R

.

HRCTSQ (PP EE XA SN & MG RIS MEREY, 5
PSR TR 2 U U Ik g 25 1) SB B AR EL , 363208 T 2 T HP B il R fE 3 ek
SRR R . AR, TR AT FEAAE (i 55 -

BEHZ6T7ER MR
2 BRIERHF RMMY3013

FAMMY30135& —TBENL FFRCEE . BEPEXT IR 2 A O T 7T, (EBEfE

FAIRTT (ORI AT —Fh iR FT B A IIHIF)D 1R Ak sk T2

KA B R P LR S (1800mg) HAA TS B A #E KA (DPD) 515
[EREER & L ZE KA HIRTT (Pd). HYEKR (ERN28RIJEE 425 AT R
121 K48 H—dmg i) SHuZEKIA40mg/ ] (835 >75%, I N20mg/ ),
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BA28KRINAIT EIBINEL, 8, 15, 22RARG 2. EERMAZ YR, ks T
20 mgHh FEKFME N TGIT FIZS, RIREHMES L FIR AL 4. TR K
AFIER S, 20mgii) &2 FAE A &R T HIFITaT 2. RYEEF R4
(34 5 A5 JEL VR I 5 Jrie R b FE R AR (R0 5 P2 IR YR YT S Rr e B i it g, B
B A AT 2 I EE

it 304490 s 52 T BML 4 DPAALIS 1491, PAZL1536. 72 AR IKIGIT 7 %
S IA) B2 i 10 SR B R 2E FRE IEA (1 £ e O N 9 o AR YA 1) BE R LR 5, HERR
WA Y87 S 1) R A>3 0 B2 1) FR o AR il 205 6 R AL 2 T R R 2R N VG 2
FRHEAEDL. BER A ERN6TES GEEl: 35-90%), 18%HEE>TSS, 53%
NBYEERE . 45%MEE N 1SS 120, 2% N 1SS gk, BEfERZE i+
RVRIT 2R, PR B3 R He 523 0, & — o 2 i A4 o 5 A0 SR B2 g R BE A9
T, 56%IM G2 THMMAE (ASCT). 96%I1) B WA 42 32 1 il 5 1 K vh
7o REB/TEE (80%) KABLENLIT 24, 48% 5t & (A B Al I 245, 42%
SR G B YA Y SRR A P AR AR AU 25 . 1% BT B2 1 1 2Ry T s P
A RS AT FENZTN 2, 32.4%I0) 8 0 RS FE R AP AN 2 o T [ B iy 1
W TAEAL AMWG) brifE, MRYGLEHERAEN] (PFS) AT &L

HALRETT 16.9 AEY, WHFFAMMY3013-H PRSI FE 541 fon, DPA4LIPFS
BPAA A Giit 5 LG : DPAHHAIPFS 1240, PAHHAZPFS J96.91
H (HR=0.63;95%CI: 0.47, 0.85; p=0.0018), F W2 DPdiGIT i) & KAt
JEBAE T 1 U FEAIK T 37%.
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D-Pd Pd
1.0 (N=151) (N = 153)
y R CHE A E-A e 124 6.9
JE fq D-Pd#H vs PAZH A9 A EL (95% CT) < 0.63 (0.47-0.85)
;_i& 0.8 1 X P=0.0018
17 &
i
e 0.6 H
1)«
0.4 4 D-Pd
0.2 %0--- -0 -, Pd
0 .

N U I N N A N N N I B N AN N AN B
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36

He
AR B 25 1) 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

E1: BFFRMMY3013KIPFS Kaplan-Meier B £%

TERALREY39.6 H G, #HT TR IOSTHRIBE U5 43 BT« TEOSHE A157%
i, D-PAALIHA20SH34.440 H, PAZH923.71 H (HR[95%CI]: 0.82[0.61,1.11])

WFFIMMY 3013 1 Ho A7 2zl L TR 12,
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#12: R MMY3013 BIyF 8 R »

D-Pd (n=151) Pd (n=153)
B (sSCR+CR+VGPR+PR) , n
(%) * 104 (68.9%) 71 (46.4%)
pfE® <0.0001
FERE R X5 A% (sCR) 14 (9.3%) 2 (1.3%)
TEAZM (CR) 23 (15.2%) 4 (2.6%)
1030 it (VGPR) 40 (26.5%) 24 (15.7%)
2R (PR) 27 (17.9%) 41 (26.8%)
MRD FAEE ¢, n (%) 13 (8.7%) 3 (2.0%)
95% CI (%) (4.7%, 14.3%) (0.4%, 5.6%)
P g d 0.0102
D-Pd=ik 75 Z 0 HA-1H T FE - 8K AN s PA=111 T BE f-Hh 8K P s MRD=1UINR B 5

CI=E{E XA

&SP RIRRT NI

b p fERE T )2 K R A% Cochran Mantel-Haenszel 77 165 .
¢ MRD [t 25T 2 My AREAEIE 10

4 P{iKH Fisher KL .

TELRMRE T, D-PALIVh AL REMEIS RN 1A H GERL: 0.9-9.1/1~ ), Pd4H
HNI9ANA GEE: 0.9-17.34H). D-PAEKIEF| P EEFFER GEl: 1E
349+ 1), PAAH NS9O GEF: 1+224.810 ).
2RIl KRB FEMM Y 2040

HFFRMMY 204052 — T4/ 1,800 mg A it B A 22 2 R EE, BfE:
- 5B RECRREREGE 2 (D-VMP) 57 #H2 Wi
REABEMZRIESEE (MM B . EHINCRALZFEE CGEUER;
8IRZE ) 1, WV VEKIE I B2 FYESAESR 1 2 4RN5 A, REE200, PL1.3
mg/m* PR R4 25, {ERE)E I8N 61 A B (5524 -5 9 14
ANEARE ) B, BEIR, 1. 2. 4RSS Y. 96 JE
(E1AM-FIORY) MEIR-F4R, OREHI mgm>EiLEH60
mg/m? IR JERA o« AR IRTT SR 2 e 1 s AN T B2 R
- ERMMEREAMEE KRR E S (D-RD 09T B R EBEIR T
MM . R (FEREA 93128 (45 (0 5 52 25 24 JE 3 b B 4 1 K-
H21REEH— R k25mg) S{KHE (40 mg/Ji) HLZEXKN (>75% 54
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BMI<I8.5HIEZFIREZ20 mg/fH) BKE%R2. AminIT LR ER
kR AN T 32 (k.
- 5P, SRIBERZANHZERIAECA 2 (D-VRD 1RITH12
Wik & A R M I MMUE 3 o BB ORI B PR 4R 2, IR N3
mg/m?, TEEE 1AM FWIRG 2o RIS FERLAEH 1 R-FE14 KGR
25 mg RS 255 I R FE KA FES JA 4 25 )5 B 40 mg/JH 45 25 . kiR
I7 REERT R 44 T 3
FENZH 19901 % (D-VMPZL: 67#1; D-RA4l: 65f; D-VRA4L: 671D, &
TIMWGHR#E, B THRENEETE 7T 8E R . BHRRTED-VMPHID-RAK F
B2 ORR UL K D-VRAM) 32 B 2% IVGPREE 4F I G2 (WL3R13).

F13: B MMY2040 973504 B

D-VMP
(n=67)

D-Rd (n=65)

D-VRd
(n=67)

Bk (sCR+CR+VGPR+PR),
n (0/0) a

60 (89.6%)

61 (93.8%)

65 (97.0%)

90% CI (%) (81.3%, (86.5%, (90.9%,
95.0%) 97.9%) 99.5%)

TR R U AR (sCR) 13 (19.4%) 12 (18.5%) 6 (9.0%)
SEEZEfR (CR) 19 (28.4%) 13 (20.0%) 5 (7.5%)

I BT 2 (VGPR)

20 (29.9%)

26 (40.0%)

37 (55.2%)

o> 2fE (PR 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPRERFEIFHIZEM (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 T % JUHPU- B 1 oK-S0VE B - TR e ks D-RA=1A T % JCH LR P - s € K
&5 D-VRA=1A 75 %2 JC -0 B KRR Re-th FE K AR s TE T ZICHI=-DARAZALEX ¢

T CI=EfEX.
°RTERRIBTINRAE

BRI S EREmET
A BRI REF FLAMY3001

E—TIF . FEHL. FEEESBBAF R AMY 3001 1 iF 40 T A fEE&VCd (D-
VCd) TERITHITT 8. R R 0 B 5 B Ha W i) R R PR AL e M AR
BAOFINBE R AIE R MR I 02 BN T-TITA R (AR EMayo 2004
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O BARR N R AR FINYHA I-ITAZ . HEBRNYHA HIBAIVEL ) 38 . B bl
MURERR28 K — AN AR S, 8. 1SAI2 RAEZM B K 1.3 mg/m? iz F45 25, 3R
WEEEA%Z300 mg/m? (FKFNES00 mg) D ARELERIKE 2, DL ZE KA 40 mg (X
T>70% A 4R H<18.5 5B AT fmy ML A R JAR g 2 i A e S B A sk 288 [ v
JYAI 32/ B, FIEBEE20mg) NREREIKAZ; B oRBEAS A5 1,800
mg/30,000 U, 7E255 |8 B8 JH il — Ik B T4 24, SE9f B4/ 5208 — %, M
SRS FATFIRRRATE — Ik, B GR HE R BOR IRG 20 05 B4R . A R 2R K
IATE[R— KRBT, TEAR AT T HLZEKIA20 mg, &AM 2554 TR A
MM ZE RN (WERD . FEIT L RTRVR NI o B2 5 SRR IR T
58 [ M2 56 A %R (HemCR) 26 CIfiL i Al R G2 ] 2 VK SR BV 32 BRI
BHOKCFRERTER LR, HEREREER) . ML EBOESH (Mayo
20040 IEZ SRR S RO« 72 75 9 R PR A e by A A S 4Rk B R T4t i
o (ASCT) HIHEZFKMEDIHe )= .

Hit388M i 5% T RML 4 D-VCAZL195%1, VCAZL19361. & 47
U648 GuHl: 34%-874); 58% & H1: 76% &N, 17%E WA, 3%
R BNBAERRE N 23%2 R R RIE MR LI, 40%210H, 37%
AW . R BRI PAEON2 GER: 1-6), 66%IEEDFBEEZR. &
MM EZEZRE N OIE (71%). BHE (59%) FIFFIE (8%). KZHUEH (79%)
KR N R 3 BT

ST RIS W14,
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£ 14: AMY3001 FITRER 2

D-vCd vcd

(n=195) (n=193)
MR 256 222 (HemCR), n (%) 82 (42%) 26 (13%)
pfa® <0.0001
AEEITFHER 2/ (VGPR), n (%) 71 (36%) 69 (36%)
B R (PRD, n (%) 26 (13%) 53 (27%)
i # % VGPR = ¥ IiF M & 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBEEHLOHRELY o, RS 0.58 (0.37,0.92)
95%CI

D-VCd=ik T Z It B0- T B e K- PR B - FE K s VA= 5 K - I - b K

o T RGN

b p {3k HF Cochran Mantel-Haenszel £ /5 #:56 -

o EERSEREM-PFS GE SN . FEAT COEEEIE T
D-VCAHAVCAZ 1) 2 HemCR I H A IS 8] 23731 960K (FEH: 8Rk-299K) 185

KGRl 14K-340K) . D-VCA4L 5 VGPREFE UTIIZE MR AL N1 7R (JEH:

5R-336K), VCA4 25K (R 8R-171K). FEATAT AL F | HemCR [+

(hEEEESiNAEIR
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0.8 = | L——— D-vCd (N = 195)

& qit HF A i o

—=
=

0.6 = VCd (N = 193)
0.4 —

0.2

0

1 1 1T T 1T 11T 71T 711
0 2 4 6 8 10 12 14 16 18 20 22

H
AN rIEE
VCd 193 163 134 111 656 44 29 20 10 7 1 O
D-VCd 195 178 166 147 114 86 60 44 27 10 1 O

B2: BFFEAMY30015 MOD-PFSH A Kaplan-Meier i 2§
WEFC I R AL BE VI TR 1144 B o PULER 38 AR 1) 3 2 38 By TR o R A 77
) (MOD-PFS) KNl AL (OS) Bi Ak, SLMEERIS6H) g sir:
(D-VCAZHN=27 [13.8%] vs. VCAZHN=29 [15%])..
BET B ARL MR 2 50 4 R %0 225 P SR APt R 3 R o A3 RERE 1) 56
AR IR T A A7 3R A DRI R ¢ S 46 R
0o JUF R A
REZLBRR—MRATEA, HESETEEREMEIER AT R
1. —TTES3BIE AR 1 2 A PE - Bl A3 (WFFEGENSO 1) A7 ity ik
WA, PPN T AT (4 mg/kg-24 mg/kg) JE AFQTelal Ik §Ema . £k 2t
BT B ot AV S PK-PD 23 47 2 W QTeF ] W34 (¥ A7 HH B R 3 - R
KTF20ms).
[ZEEH]

ZyEAEH
CD387y—Ffrids M AN A MBS RS B (48kDa), LI Z K1k RET 4N
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FRFH B &2 CD38AEF ZFINRE, BlInZAN- SR, 555 S UL
B KRR TR o A TR U BT — iR 5 CD3845 & M1gG 1 ANJR AL 7
LA, I EBES PSRBT FRMMATER, AT i8St MA KR i 40 i
A (CDOO UK AnEE F CADCC)  HLiR a4 i 0/ FHl CADCP)
SN IR A ARV E A IR C D38 IKI R Ll 1 A= K o TR TR 2Bt
A BEARHE VR MM H 40 i (CD38'MDSCs) . AT T4 ML (CD38"Tregs) 1B Jifl
(CD38"Bregs) 7K-F-.

NKAHRIECD38, AT ZICHHN- P4 E UK. 18T 2Lt
ZifE, SME ML EREH S NKYE M (CDI6'CD56" ) i i& {1k NK 41 fig
(CD16'CD56dim) It 145 A K H 43 Heml LA

EEZNBHFONRSTEA, BEREEFREMLERNT RSN, Mk
e R BRI PR B~ 1 T U SR UAFAE T E IR 0 5 AR AEIRAE T -

KT IR ) S A AT ZIC R NI R IREG . 17 R R
S FIELE T B LGSR P20, AT R ARAELE NI W TR R, 5
()53 i ot RV 5 M I AN R, BT B IR 1)~ 12 0.5 K . B NE A i
W ] o A SR IE R BRI N B LA BV . ERARIE T, IBH X HEPE
SR R NS T EHNGE R ER R R i e . NS I R R 2
AR, RN A BENEE24-48 /N A AT
HFHEHAR

WM.

i TR 2 T AR AT 8 A B MR AT

A B IR BB AR T IR F IR T

HEFE R

IATE S IC B AR IAT A B PR 7T . CD38 HE ARl /N B HH A= i 7] D
JEREAR, 5 AN H A IKE . CD38 Jk R RSB UAT 7 45 R ok, CD38 &5
THRBGRZER AT CNRD, BHRGEmMZ CHhRD MBEMKEBEEE ().

A NFEH PRI AT B T MEEE RN 45T 220,000 Ulkg/JHIZE A TR
g FHA T ANASTIERT 118 &) 39 J&, XA RGHLAMIIRER Wi, BiAHEH
RO . TEMETERGY, RN R, R4 T 330,000 Ukg 3B BTG (AH4
TNARFIE) 45 185, XIG-IaF R EARNGN . FEEREMFUIIN, SRR/ N RAEER
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—IREZ 45T 990,000 Ukg =T ANFIFER] 134 %) EHmlRlE, S H-E 3
KB BIEREATBEYIAR W .

BUE k-

IBTE 2 U R AT BUR PR 7

FAH NI RN 1A T BUR T

(5]
UKFEA T (2°C-8°C).
B -
BT R A AT
CITE 2 Mm% (L TR,
(3]
T A R 2 FEANVER 1) 2 45 (0] L RS BB 39 /N, 2 15 mLis iR, b 571,800
mgik B Z LA
AEEHE: U/&
[A%0H]
RIFH A2
361 H -

ERRBIAN, RIFH LA 2 ST EREIRE (<30C) FREMHEE24/)D
o — H KA 258, A EZOREkEE (0 TRERED.
EYES R

USRI I J7 70T CAHE BRI 4035 Y, 158 25 R AR i R 27 RO A B A FH e
NTERBAM T (2°C-8°C) MMM 24/NI, 2 JE7E15°C-25 CHFRE G IR T fif
AR 12N o AR HF R TIVEA R HEBRAE IS e, B R JE LRI
[BATHrE]

1820210037
[(Ht#EsCS ]

[ 241k =7 SJ20210025
[ EHHFFAEA]L

4 FK: Janssen-Cilag International NV

VEMHHE3E: Turnhoutseweg 30, B-2340 Beerse, Belgium
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[47=4r]
{2k 2 FR: Cilag AG
A= Hiik: Hochstrasse 201, 8200 Schafthausen, Switzerland  [F]B 6 53424 F1
IR ALHE)
[RABKRA]
SR BRI 24 R
FEMbE: AESTHISX SRS 3 S BE 11 54 610 = CRZEZREHRBLX)
MR AD: 101300
i1 4008191188

***END OF DOCUMENT***
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