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PR OIEERE (4%) « PEAE (3%) M Jj3Ess (3%) .

This copy of the document was generated on 26 Mar 2025 Page 14 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60386 Version: 6.0 Status: Effective Effective Date: 26 Mar 2025 (EST)

B AMY3001 5 2 AMEITHRLEARIET: (D-VCd 14% vs. VCd 15%) T2
JE TSR R PR B A Sy R A A DO IV BT S, R A BE DI TR 11.4 S H
SR i

ARSI YRS AR, AR T B BT S SR . BUATEZ ARG v A
T U AR e A, R B PR (RS TR AGLA) BRIER
AR AT REA 2 2 B AR 2R 52, A e REARIIAL R FEARWEER
BFRR & F 2Rl . BT BIRJRIR, T SCRR R e h ik kK AR R
FABHIT 5T B AL B % G B0 7 o B A 57 B T PR B 7 i B AR R AE R T H
LT e B R

FEFRSZ A G 20T B A IR T (1 B v, 7R RT3 ) tH s 7 22 e
PiikE it <1%.

FERRZ AR S B2 IR YT BB & 1R TT 1 2 R I B R AN R R It B B B VE R A AR
ggeh, YR AR AWEST tHuPH20 iR R AN 7.1% (58/812)
&A KIAT rtHuPH20 FifAR ik & 2 U AHR R FEE. T tHuPH20 iR 4
SRS PHE IR R P RS H PR A
HAA BN

I PRARES: P 422 3204 T 2 U B BT IR I IR S i 4t 1) AN R . LK 8.

#8: IGARIAR P EEZIE T ZILAFRIT N EERE HHEMAA R kM

RABENR
ARKRBL (%)

BY R AR GREIR

F g £ e (1%)
B RE5R

JERIR A (1%)

T BRI R R ¢ . B RS % . EAmEE T+ sk B
MR BRI 2 . BRI NG R . EARRETEE R EARHEEIEE A .
BN T B P iE s BN TR T R . BT B R e . A Bk R JPRORS
fEtE . B BR R R B R e R R . EAMm R Ol . BRI
% BAIRR B AR % . EQURREEIEOER . BEARFRLE AR, B R IR
B BN U FEHCME BN R R B A 2 B R
fifi 5% o

b R RS AT . SR . BHZEVE R . IR T
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L EHE

TR A SAESTANRAL S A e T NI R M. T IxX e e Nk H H Ok
MRS, ABEERHE, B, HFARSERT M EE A4S Rl E HlmEL
H2jmaa 2 MRE R,

FIERLG ERTEY

e EHAEF . COVID-19
[#R]

IR B 2 U T L 2H N 375 B o R T ot 551) P RO A A sy A R s 7 B ) B
HAH.
(CEY==:811)

FEEE s 7 A H At 2 245 s
il A AT RE 2 A AR 4 2GR R A SR SO, (A5 B R B A ZE A R S ) AT

TSR AL R 35 S o
o 4%

£ 853 W2 A M B 250 YT BB G R YT IR B AU & I 2 e B
8.8%HIBEHIM T ALMREGHERN (2 K: 3.4%, 3%&: 0.8%) . HIKES
J& R B a2 G4 S Ve SN R A 260N 8.1%, B VRS JE K AEFE A 0.4%,
ZJRVESI R RAERN 1.1%. B PBURA R AL a2y 3.2 /NS (FEFE: 9 43
B 35 KD o AE 75 BlERE KA 130 AR EFEARR B F, H 110
(85%) RAEEARMBGIATAR. 1% EERE T HLHRB RIS SR

L S AR SRR AR L B PP A s OB AR A R
SN CRFE RS AR SR Sk A T IR o SR ZAH DA B S
(R FLARARAE AR P] B AL G R GEAEIR, W AR . R, WG v
RFNBERS, DUROR . MO, ROEEME. FEAR. Kb, B0 (R .

Sesh 7 B A0 SZAREE PR X Bk R M A R o 28 . W
FETT G ZAH R A S VeSO, U AE T ORISR o o T R i B
PLERSE S A f (4 80 TR RN, RISL RIS 25 I K AL IEAR SR o HR 4R
LTI R, BIEAEA R A 2 JE 4 T B S [ A A 2454, DU R 48
1R CGE UM S JE 88 R IKAED 45 ZiAR DG4 B PR ISR AU o S H BRIk

This copy of the document was generated on 26 Mar 2025 Page 16 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60386 Version: 6.0 Status: Effective Effective Date: 26 Mar 2025 (EST)

LA WA L, HOLRDHHATIREHEAS, 2 EA T EHAEARET . (WA
“HELDD .
SR

EZEIF 2V N, 7.7%0 B8 R AER AL RN, AHE 0.6%I1 &
KA 2 BN I (>1%) BAESHBALR N REHBALLLBRE . 3% 28 R0
ITEFFARLE T AN G R R LI (] Dy 5 0 GEF: 0 208h % 6.5 K) o W
TS 7 H 3 8 B B 5% P REVR YT
JE R 2 i R VE A AR B o I R

TEBE A SRS TR VK IR AN 2 KA (D-VCd) (5 R MR B2
VERFEAS g p R AE T TR E BB DA R RN (L IRRBIRBLD . 16%(1) i
HORAETEE ORI, 10% B3 R AR B OIE R . TERANYHA AL
Mayo HTA B ) &2 el Be AR A2 5 = XU . RAE A NYHA HIBEGIV 209%
i )RR AT

X0 52 B SR R TR AR TR Vi A R, N B A B M R R e A T v
AR OIEA RN, HEIE 4 T 3 RPEIRTT .

H A 8 L ek /R /1L /AR /S

AN AT B 2 1 DA Ty 28 rh At 240 51 RS 0 PR B D i R L /N AR
MIEMRAER (L IARRBRRMD.

MRABIEA 7 G2 b A 259 45 7= 1 1 AL 77 A5 16, TE IR 7 39I1R] 52 391000 4 11 240
THE. PR AE B IR RE SR, R R 1 LB AT . T RE TR B IR A
meh g, DIERFMAMTH B E (U TREHAERD. E32AMIRTT A E R
BT, WERB| R PR D RE 1 R A S s AT, X5 E R R AR
B TR e AR AR SR . R R A I S AR AR T A5 SRR R T
I fG-H5 ) LEE

AR 25 Ve FIL, 20 P24, A i R 22 id U IA B « A fhTT RE
FERG ) G 20 B R E v A1 B S PR . ) 22 A s AN iR ) Lt R VR 7E XU 222
WA AE 8 A8 71 e PELEAR S IR TT BATRURIR YR 45 24 5 34 H PSR AT 28R 2 i it
X B Ee R B A (B3 Coombsifie) [IFHi

AT ZIJLRBT S a4 (RBC) RIMMK/KFRIAMCD384E &, TR S H 3%
CoombsiA % 25 SR 2 PAME . 155 2 U AP BRI [ H2Coombsik B BH 14 45 5 7] RE7E
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BEZIBTRRG Y F6A B NS . BE %R SRBCHIZ & AT RER
Wi G5 LI R BB R BUAR R 25 2R, (RSS20 S84 TR ABO IR hfiL A U0 5

FEFFUAILTE Z IR YT Z /T, RO 5E BB MR FFHEAT I/ 1% o AR R 2 b SR,
TEFFURIA T 2 JUSRBTIRYT 200, T LA R A A . 27 Gl i R 4 B AN 5208 7R %
JERRBTRZ R, W] DARH AT o

FETHRIG M A0 R, S8 g if o Cdx — [ ek 1 i i TR R 3R
L (M EAERD . R T2 S S, AR 5 S M s ok & i LS
BRI, 4= ABO/RhDZ5 [R] 7 SUAH 25 (K 41 41 i

K H BT R G TS P B AR (DTT) AHRFIRBC AR
WH 51K Z IS &, BOE RICHAR 200 2 M B0 E 19 75725 . Kell LAY R 4%
SIDTTA Rt BUR, HULTE ([ FHADTTAE A MRS o % E FF kS, B
PRAEK el A VE SR A I . B3 B R LA R AT R AL AT Bl R 7y 2L
S N A [N e ki O e

BT ZICHPUE— P NJEPELgGre B 5w BE TS, IR R b I I Py R M MR 1 o
FH BRI A FT K (SPED Al G2 8] 5 FiLvk (IFED 4G IS RT LAERIN £ 5 % I 5
Pu O (EYHBEERD. S FHIgGMIMEAMS SR EE S, X— T
AN 58 A SR AR AN I 8k e (0 ) 5

FEFFERIN AR L 1030 > Al 3 oy, I SRR BEAAAE 1L TR IR, %
FER F G B0AE I AR SRy S VEIFER B (i, S8 TR Z IR BRAD XA
i AR I R R A PO YREMER 1, DA S 75 3R A5 58 A R AR -

LI % (HBV) FREGS

TERSZ A TIRYT B R T GBI 9898 55 PRS0, b LS 50 e
Wifl. TERTA BE A A IR AT THB VIR £ .

XF T HBV LT 2756 W 45 58 52 BH PR IR A8 3, RCPE AR i ¥R 97 39 R] DA SR 9T &5
WJE A6 H W I IIHBY BSOS (I R AN 9258 % e s . R4 H T I R TR FE A
ST 2R . MWABIRIRIRIE, HIEEWITHR TR,

TERZ AR YT WA R A HBV BRSO R J 3 v, B4 A R YT R4 T A
197 o« AT HBV PSS 278 A 2l 35, N5 A HBVIRYT Ll AR i B A v
WS EH A MIRTT .
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i
LG VLR HEEEI R TR b 175 b S R M 2
P S

E (>120 kg)
X TR >120 kg IR F AT A BT Re A FrbeAie (L [RBEHE] A
[RREED -

ot

A A ILALET (E420) . 5 WIREALTERBEANINSOAE (HFD B8 ARAEHA

AN E R T 1 mmol (23 mg), BIEA B “AEH7.

RIS
BT

T [HZEHAERE] RIRANZA M, RS S HAR 28— fE .
2 B RN AE AL 28 BE 7 B 52 )

AR b0 25 BRI LS HR AT fE SN L RN T RS AN T . SR, A A
TP EEMEIEZ, R AL 1% 75 81X —
HRAGETILEASEDL.

[ZE R FHE ]

B /a2
B e LM AR R BAE] DA A 1A BT 5 34 SR B 200 8 2 4

RS

(Rl TC VP A T4 B %% JT B U A g 3 P 2 AR B A SR BB A - CRIg Gl ve
DU R B IR AL A, AEARIIIANSAE A, BRARA X BE2R 1Y
T AR AR X AR ) LITEAE U o G B A A P A ST e PR 2, o e BB i
J LT s A A PR o
L EN

W) AN A T 2 TP 75 el NSRS FL it o0k o 1 JEWE FEVPAti A
ZICERPU BEFLIRTR LRI RN -

BTG 73 B NFLF, E i1 AR B T o B i R ol R A 2
REFNFEJLAENE )L/ LRI .
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i B U BTUN B A L/ B LRI RN T AN B o D ZE AN B L PR TR 22 ) LY

ARt USRI R BESR AR i e, P R 4 LE R FL B LA R IR T
EN=IA)
W JCAH RHeHE T AR 38 22Tyt VR st AR & g e somin (UL 7S D .
[LEAZA]
I AR RE A BT 1887 LR J LEE (1 2 4 VE AT 2
[ZFERA)

TE660 142 52 HEAE 7 LA S VR Y7 1 22 M B BRE A3 v, 38.2% AR AR IR 7E
658 £75% (AE) ZIa, 198%KIEBEFEMR=T5% . RUWER|FETFREITRL
SEEZER . BEEF P EA R RN KRR TEREE . RN
ZRMEEHREE T (n=526), TELFHRE (=654 hRAERT & MHRH WK
T AN [N IR PN 26 o PEANE B 1R S B AR AR 12 W 1 22 K M iR
B (n=67) h, fEZAERE (=758 hRA R E MR W™ EA KRN
DGR 9« R AR WRCLRE R /MR 95 JE -

TEFE W R R R B R AR R (n=193) w1, fEZERE (=65%)
Hh A 2 T R e LI AN RSB A R P ¢
(2 EAER ]

W AR AT 2 AR AR R -

VENTgG Ik s B4, B HE AT B A (R AR A A i 1) 3 BRI B i
o DR T 24 AR UM G 1 AR Ak AN 23 SR A T RIS R o R T 6 CD38 AR Y R Avr
R MTy, FRTEAR S A 22 e 2 AR UG .

XI5 T % U B PUER K E R T R DL SR AR B R TS B R R B R T
Pk ey RIBR. RAREK IBEBEZ AL ZERAA VPR, A H 2T
BT I /NGy 24 T RIS AEAE B I R SR A ELAE T
X [ LBk A A (]H2Coombs k) [Tt

AT Z P LGS A RBC LIICD38 - T I 2R EAG I, (045 P4 i 75 A
AANECA (W, ERFTRD. &5 ZICRH TR 248 i 5 p i
(DTT) b HHAFTIRBC R TH BRIk T % JU B A1 45 6 % (8] 4 Coombs i 56 1 1L, 2L
RECHARZ o MM BGE ) 7 1% Kell IR RGN DTTAE UK, KUk fE (i &
DTTAL 3 LA M HERR B A 58 R UA S, RORHEKellFAPE R /i . B ]
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LI BT R E SR (L [EEERD.
0 I 7 LR S 8 [ A

T Em R RR R E R (MEH) RMERBEIK (SPE) MGZ
[ € Pk (TFED R, ] DA RIIA T St A TgGe i il d 1 1
B, X L P BSPERIFE S0 45 A S ABBA P, T sz mi MR 4 [ s i A8 AR 4L
(IMWG) ArAEXS e G IAIL PP (L [EREFID.

(ZYdE]
AERAIAAL

I PR 7 7 17 Rt 0 255 E S O
bisiid

R Z RGP R TR e R RIS R, N IR AR TN
RS SARAE SRR, 7 R AR 2 IR T o

73232
YE RN
BT ZICHRPURE —FigG I NTRAL B e BEHUAR, T 55 22 R IR0 1 i 8 4 i
CRLAE 22 R P R A i PR A B R e A AR v (1) S P S A ) B A A P S
RAA R LM LILNICD38H AL & . CD38EHAA LI, k31
Fibt s A5 55 T DR e st .

AR SE R IR, TE T % 0BT 2RI CD38 1 8 200 M 1) A= K LA 5k
EVE o AR SN A5 R, A TE 20 RPT REIE I 2 RN K T ThRg,
LG TR A BE T o IXSERTF SRR, T I BT ) LUOE i A MA K
M EEAE R (CDO). itk ai i/ 5 A B #4E FH (ADCC) BL Atk it
PEA AWM (ADCP), 7 S2RIECD38 1%k i Jad (1 iR 4 i s it . 1576 %
Je TR Yk BEVE SN 41 (CD38"MDSC). T T4 (CD38 Tregs) B4
2 (CD38"Tregs)o ARFE K AL BEATE G AT, CUANT4HM (CD3*. CD4*LA
K CD8") H£xRIACD38. Adhifyr o, 1EAMNA 4 AN 5 %2 CD4" MCD8*
TR ML THE A Ak A 1 23 b B 5 . TR AZ ARDN AN > 45 SRAIE S,
GARSIRIT G, THIM CREPERT N, 2 B G2 115 15 F W] RE R I KT 28

FEARSN, T ZICHPUEFC/ T ARG AT S AR T BAh, AT ZIT
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BRI TCD3SE e s v, MMHPALEEIEYE, JFRIBUKEERENE. MARTD T
i X SE AR RN AE Wi PR 10 75 SCUA B ORT R A A R 2

ZRE
HARAAG (NKD AT T 40144
CUHINK A R4 =K P I CD38, I HA48 %) 52 B8 T Z U PN T (0 40 i
fEAE IR o A RR ST IS, 2 B A JE A I AT E ) S NK 2 i
(CD16'CD56") FIEAENKANf (CD16°CD56%™) g%t 15 43 bk b . 15
&, NKYHMFEZ K 5 R IT R B R S m A O

HRBN 1%
182 AL BEJRE B T R — IR 25396 T W 70, B 1 A el LRZ T i 571

HEFET = 1,800 mgth %) (CBRA—XGZ8E, BFA—k%EZ16/E, HEEH—
YO T 5 LA [l 2 24 7 Skt T34 T 2 BT 1 6 mg/kg i 14 B S U BA B I 52 55
&, SEREIR, A TFA MR 3 B R K Crougn CR3EIIIZE 1 R4 2
A ~FH{HESD 5934306 ng/mL, ik 5 2 0 P ER K 4h 24595224226 ug/mL,
JURIEIE EER107.93% (90% Cl: 95.74-121.67), FILH AR &tk .

5 [ 22 R P R S5 TR o R I — TR 243 T e (RS MMY 1010)
HEF B 1,800 mg B¢ N4 25518 E ZIC BN 2 AE) 71 2Rk 5 A BRI A
—H, BT ZICRYUE A - IRG AN IR R ZIC DU B, BN 2
—IRG UL G SR 4 i — RG24 G, AT Z LRI E AR N . &
R IMLIE VIR BE R BAE AR IREE ) — IRER 2R 58 4 R (RIS 3 IS 4 X, ¥fE
(SD) 1036 (437) pg/mL, s R4 25 faUEHE (RIEE 1 FIAZE 4 KD M 6.5
. BIREYIE (SD) MEIRAZJER) 131 (63.6) pg/mL (BIZE 1 FH#ASE 8 K,
SRZGHT) WINE R — IR 25 )7 Ras Rl (RPEE 8 IREh 2 )5 ) 11 829 (326) pug/mL
CHPES 3 IS 1 R, h20n0) o 5T 32 PK ZEVHR 0 HT I K Crrough
¥JME (SD) A 826 (335) pg/mL. HIRG )G, 15 ZICEPUP Cmax F AUC7days
YA (SD) 73518 163 (57.4) pg/mL F1 21354 (8648) h*ug/mL. BRG]
HL Timax 79 70.78 /N, 1A Tinax (VS 46.05 2 173.87 /Mo A [ 635
HIA T Z BT K Crougn B 8 T RFREMRNEE, (A7 [T 729.0 [248.9-
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1238] ug/mL vs. 563.1 [6.790-1391] ug/mL) , BEHES, SERAFHHAFTH
R EFE CPAEYEE]: 720.6 [310.5-1191] pg/mL) AL,

EERRNBER AT R T IR 21,800 mglI AR S5, WEIRGA IR
TR — kB2 R8I, WEIREE (Cuao) HINZE4.85, HEFER (AUCo7x)
BN RS AR o BAZGIRYT ARG G RTINS, ARk 10 e e A3 TR BESE % P R AR AE R JE — IR
U REE AT

E2 RAEEBER BT, N HI51,800 mgA fh B AR T R — IR 2564
J5 BRRBEALL VR JBE 51,800 mg AR ity 5 24 V6T 45 24 i AE AL

Z R E RER R TR T ZIC RS D B R 2 KA BB VR T i 7

(WFAMMY3013) HRIE T Z U b2 58 B 5HZ 02507 IR S AL, 78
HEFENI1800 mg it 2 FeA 255 (R —ik, RRE8JE, MWk, FrEt16/4,
WREREH =), B KCurougn CRE3JEMIZE I KRG Z5RT) HMELSDN537£277 pg/mL.

FEJFR MR B A Ve Ry R AL B T T JE I — DU & Ry i S AMY 3001 1, 7K
i LR R O HESE ) 51,800 mg2h 24 (f Al — IR 258, M A — R4 216
A, WEEH—%) b, 3 KCuouh CRIAMISEIRAZFD T +SDN597+
232 pg/mL.

Tie

TR R RER R T, DAREFE S 1,800 mg2h 250, AR 5 (1 4 st 2 4
FEN69%, WUH A 90.012 bty IA BN FERIN A 970 h-72 h (Tmax) o FEJRK
PR BT R RE AR o, DA T 1,800 me2h 250, Attt 2E MR B,
WG R 5 HUN0.77 R (8.31% CV), I I FE (I T A3 K
oA

BT ZICRPURIRIT N, BT, PRENSNEE (V2D 15
AR HIN5.25 L (36.9%CV) F13.78 L, ik 2 I FAPUBE A 1 FEE i A i ZE K
FAIRTT 22 R PR B8 R B, AR ARG T (P A A B ARV IAIV2 5351 9436 L

(28.0%CV) F12.80 L. fEJERMEREEREMELEH T, WIS, KT
BRI AHERNI0.8L (3.1% CV). IXFEWIIAE Z I APLE B A T 1
ERG, EMEIHLT D AEIR
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ARAB N e

I T I B PUATAE R BRI [ (i vk 25 AR 8 712, RIPAT LM IR L 1k
CRIRIED WBR, SN FHRIRE— 3. E2 R EE T, B2
EE LI APURZG T, JE T R AR PR Y 4l 3 17 24 375 B % N 4.96 mL/h
(58.7%CV): $2ih T Z AT 5N R RN S A 2510, IBTH 2
BAPRE T AR PK AR Y 5 1 (1)~ 35075 4 % 94.32 mL/h (43.5%C V). 185k M4
RyEkR RS, K FARAERRMIEREN210mL/K (4.1%CV). 1EZK
R BERT S5 , HSIR R U A A 2R T A A T U ST I )
FOHEZERAMAIT B, F TR B AR A T BR AR 5K 1 B T LAT-P 3505 71 20,4 R
(22.4%CV) F119.7K (15.3%CV), {EJF KRR TE R FEAL B b, IRImRAY,
2R N B A O 2 R R LA PIME 275K (74.0% CV) . TERZjR )T R
BIRITHET, HBAA TR CBE—IRGA8F, H2—k%416/, M5k
AR U0 UREERR (1,800 mg) 45245, 47— IRGH 5 A5 HIEEIRaEs.
KA il 2GR T R A IR T 2 RV B BERE F KdE ,  JF R REAPK 4T, TR

IPK % 7% 45 W3R9.

R9: ZRUEHEBEEZESZAAFTHE (1,800 mg) BuXEZIUHEGIRRIK
#IF (16 mg/kg) HIGHRITENRAEZNENBRER
PKS¥ BZRAE ETAHEEZIE | BRAHGEEZNE
£ A
FArE sk
(ESF9SH (BsR9sH AL
0 E19)

Ctrough ( ug/mL )

SUAM, HixEH
— R

123 (36;220)

112 (43;168)

2R, R
— &Y 3
%I%Ctmugh)

563 (177;1063)

472 (144; 809>

This copy of the document was generated on 26 Mar 2025
Confidential - FOIA Exemptions Apply in U.S.

Page 24 of 39




Number: TV-FRM-60386 Version: 6.0 Status: Effective Effective Date: 26 Mar 2025 (EST)

FBIAW, HRERE 132 (54;228) 256 (173;327)
—IREY

Cmax  (pg/mL)
F2RM, KIRERE 592 (234;1114) 688 (369; 1061)
— IR Y
FUEY, EIRERE 720 (293;1274) 1187 (773;1619)
—IREEY

AUCq.7x (ng/mLeR)
FE2RW, KRR 4017 (1515;7564)  |4019 (1740; 6370)
— IR Y

AR S AR T SRR PR BE RS AR A B F I8, BEAT T HHARPR AT
Horp AR 10 & R dhs , BRI EE M S A0 WK 10, AEHERE 77 81,800 mg
N R VR R R SR A AR R E TP IR T RTINS T 2 R M
TR, R RS A .

®10: FRRUERETEHHEREERZARML (1,800 mg) KA FEEZRE

NREER

PKESH

SBRAY

B TALREZ R
A (BESRSEH A ED

Ciough (pg/mL)

FUAM, BREHE—IKGE

138 (86;195)

B2, R — k%2
( %3}% /ﬁﬂgg 1 %Ctrough)

662 (315;1037)

Cmax (ug/mL)

FUAM, BREHE X%

151 (88;226)

F2R, Rk — RG2S

729 (390; 1105)

AUCp7% (pg/mLeR)

BRI, HixEER—REH

908 (482;1365)

F2RAM, RREH—IRGE

4855 (2562;7522)

e AR
ELSRIE G

HR YGRS 232 B 2R Y7 BRI IR T B (33%-92%) IHFAPK I HT,
U0 IS TR 2 U BB PK I AT G i 27 R . B8 T AR AF e AT A
EAIETT

PEAIRN 2 KB REE B E FIPKSHA B A G 8 R, (BX] R &%
BRI PR B T B Gt B S . MR B e R R E g = T
H, BANRNBRREERARBIRRE L. EETFREENEAT MENIEIT

\

St
I R AE B3R 8 O T A A 1 IR 7T AR A 1 ThRe e, fE2
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7% i B VR T B PRI G VR YT 1) 2 R M B BER SR R T R B BV R AR R
BEAT T BEVRPK AT - AU 5% 21 B 451 5 52 338 1B Th Bk 1E 32 (I8 5 % o
NMEABEFEARKEXNER.
Vet

N AT JFF 4% T S PP R AR 1) TR AR 9T

TEFE 52 A i B 2 1R 9T B T A YR T 1R 22 R P B8 R JER R P 2 2R Ve by
FEAR SB35 TP gt AT 1 RFIARPK 20 BT o AU 58 B B 401 56 32 10 & AU Dh g I 321
AT 2 U AP A IR R S 22 57 o T N, vl 32 60 o 2 43
FEREHEEE D, R RBEE R ML,
NF

AR 652 A il PR YR T B A TR R B IR IR PR AT, AR AR 1Y
R U PR R AR
i

P2 52 A i B2 110750 18] 52 1 1,800 mg P24 IA YT (1K1K S0 4145 T TA B 78 4 5
Beo TEZRVERBOR G T, METAEZICAhE Ik 244, (R ETH (<65
kg) [ FH8IChougn CHE3EIHEE 1R Hi60%, EAE A (>85kg) K12%. fEiAHE
>120 kg —Le i E T, WS B R EEL, XTREREUT T . (Hix— W5
SRR TR E AR R . P EEFESAETR Y (<65kg F>65kg), &
111800 mg2h 24 15 H Ik 4 245 )5 1) Curougn i EU R 34 5 A o (] 2 — B

TEJE R MR B R Ve M AR (3 o, A W 5% 1S [ 42 1) 1) Corrougn A7 7E A 55
S ZE S
BIeZEE

RS2 0 24P 1 P T 2 DL B R 9 AH DG 1)k R A SR A DG B A5 R
PR ]
ZREERE
BZGIRNT - BR1E G TEE RN B A

2BRIF KRB FEMMY3012
HFARMMY30122 Pt BEAL. AR SR ER 7T, Rzt &
b Z2RyRT CEERE A BRI SRR ) B A BRI (PD Fl
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FEIE T (IMiD) XU 25 19 8 R s R 2 R B S0 B R LU T IR %8
LR TS24 2 (1,800 mg) SiATHE ZICHUEFIkas 2y (16 mg/kg) HIA LM
ZEMN. WANRTHRNA LT ERN: FIRBHEE IR, H3-6AHm2E—IX,
IR — IR, 28R M. T R A R AN T A2 (K R O R
RATHS2249) R E G BAL: 26341 73 e 2k By G ERL R R HIFIZE, 25941 43D
FIEE B APKHFIAL. PIEIT ALFELE N DI GETH 22 AR AL . 22
B AAERN6TS Gl 332-928), 55%AN%MH, 78%NAN. BHEIIH
PEARE 73 kg (JEHE: 29 kg-138 kg)o B BEABZ I P AIBIT R ECN4. Bt
51%H) B BE AR e 2 B A& M40 MR8 1E (ASCT), 100%H) &3 REfE #3213 Pl
FIMIDIX P24, K2 B8 IR 4 B M7 VA 25, AFEPIFIIMID (49%) .
ZH AL S| T IMWGE AR HER) SR Z MRS (ORRD (FR1D) FEE3EHA]
REUIHTI RN Crougn (L DIPRZGED 1R 7] E 24 1

F11: B MMY3012 (g R
EEZRBGIR TERY | EBZRNEHEKES
(N=263) (N=259)
FELE
MRGER (SCRHCR+VGPR+PR), n (%) @ 108 (41.1%) 96 (37.1%)

95% CI (%) (35.1%, 47.3%) (31.2%, 43.3%)
AN X (95% CI) ©° 1.11 (0.89, 1.37)
CRECHEIFIIEEM, n (%) 5 (1.9%) 7 (2.7%)

MU ER 2 2 (VGPR)

45 (17.1%)

37 (14.3%)

o2& (PR)

58 (22.1%)

52 (20.1%)

KREL R

FiERR RN, n (%) ©

33 (12.7%)

89 (34.5%)

Tt A, H

RAZEL (95% CD

5.59 (4.67,7.56)

6.08 (4.67,831)

AR (95% CD

0.99 (0.78,1.26>

o BT REAIT N

b JE LR B FY Farrington-Manning £ 46 FIp{E. << 0.0001
o FFzz4tE AEE. Cochran-Mantel-Haenszel £ 75 #6546 [ PE <<0.0001 .

AL BE D293/ H I, I8 T 2GR N AR A0S A28.2 H (95%Cl:
22.8,NE), AFZ AP ke 2 0S N25.61H (95%Cl: 22.1, NE).
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LM 2L R (BRlAERREE) 5EEZURYUL FHIFINEE
ZJCHPURR KA R O 2 R R R AE — 5.

BRECTSQ (PPEEEXNGTMEENEERTLERINE) NEREY, 5
PSR TR U AUk SR 25 1 BB AT BL , 363208 T 2 T H-P B il R R ek
7 I R S e SR, T IVERIE T AFAE e
BAEHZGITZEXR G

BRI KRB FEMMY 3013

WFAMMY30132& — AL, FFRCE FEMET R 2 O I e, 7EREE:
Bzl /b1 2ayT CRFERAN B —Fh B BRI 15 R s va 2
R R R R AR S (1800mg) BXA VAL FE G A M ZE KA (DPD) 505
JE A L ZERAR RYT (P YIS (FERRAN28 K1 #5245 24 A 0 P (¥ 26
121K EH—amg i) S5 ZEAKMR40me/H (843 >75%, WEA20me/ D,
RA28KMRIT WL, 8, 15, 22 R HIRS 2. TEARMA YR, ks T
20 mgih FEKAMERTATT 2, FIRMATESZIEIRH A 2. ST 2k
FAFIEE ¥ 38, 20mg )& A3 AE AR i B R R SRR Y7 I 250 AR A8 7= R 4 4t
R4 77 15 S5 VR I T B AT M FE K AR B 7R B o PRALRVR T SRR B B i i, B
B A T2 I R

130441 B E B2 T RENL 41 DPAZH 1515, PAZL1536. 7ERIRIGIT TR
SRR Bl T s B a2 FAE H ¥ B A AN A o AR T FE NG 45, HEBR
BEAE VR TT IR R AE =30 B IR FR A o AR i A1 5 0 2 2 TR] PR R 26 N 1 G o2 AR
FRHEAETL. BER P AERN6TE GEE: 35-90%), 18%HEE>TSS, 53%
NBEERE . 45%MEBE N 1SS 12, 22%1IE4 N 1SS gk, BEfERAZL i+
RLIRIT 2R, PR B3 S He 523 0, & — o 2 i A4 o 5 A0 SR B e R BE A9
T, 56%M) B E 2T TAMIASAE (ASCT). 96%I1) & BEAE B2 32 i 0l 8% 1K i
JTo KRBT EA (80%) KALRENLIT 24, 48% i X &5 (A MM UM 24, 42%
SR G B YA Y FRRT A P AR R AT 25 . 1% R BT B2 I 1 iRy T s BT
A7 R Y0 SRS EE M 24, 32.4% ) SB35 0 RS P i FIPLJie 245 o 6T [l B i
LA AMWG) i, HRAETTREREAEAEN (PFS) PRAMT XL

FALRETE 16.9 ARY, BFFRAMMY30135FPFSHEE 5T E R, DPAZHIPFS
BPAH A A Giit 5 LG : DPAAHAIPFS 1240, PAHHAZPFS J96.91
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H (HR=0.63;95%CI: 0.47, 0.85; p=0.0018), FAIH#EZDPdIATT I H 3 KA BT
JEBAE T 1R FEAIS 7 37%.

D-Pd Pd
1.0 (N =151) (N=153)
: o TR A A 124 5.9
% o D-Pd% vs PA/LH A& (95% C) « 063 (0.47-0.85)
w08 P=0.0018
fe "
JT‘F .
i
e 0.6 4
fi<
0.4 H D-Pd
0.2 4
0 N I B B I B B S B B

| I I
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36
Hs
A AR B 8 ) 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: BFARAMMY3013/PFS Kaplan-Meier i £§

TERALEY39.6 H G, 3T 1R IOSTHRIBE U7 43 BT« TEOSEAE AI57%
i, D-PAAL I A20SH34.440 H, PAZH923.71 H (HR[95%CI]: 0.82[0.61,1.11])

WFFAMMY 3013 1 HoAth 7 2zl LT %12,
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£ 12: B MMY3013 KT RE R »

D-Pd (n=151) Pd (n=153)
BAARZME (sCR+CR+VGPR+PR) , n
(%) * 104 (68.9%) 71 (46.4%)
pfE® <0.0001
PG B B E AR (sCR) 14 (9.3%) 2 (1.3%)
SEAMH (CR) 23 (15.2%) 4 (2.6%)
e IR 22 (VGPR) 40 (26.5%) 24 (15.7%)
TR 2EfR (PR) 27 (17.9%) 41 (26.8%)
MRD BHEZ <, n (%) 13 (8.7%) 3 (2.0%)
95% CI (%) (4.7%, 14.3%) (0.4%, 5.6%)
p {f d 0.0102
D-Pd=ik 75 Z U1 Ey P - M KA s PA=31 1 1 - 2K . MRD=1UIN B 5

CI=E 5 X 1)

o BT EMEIT AR

b p {ERE TS E KRR Cochran Mantel-Haenszel - /7165 .
¢ MRD 125 T 2 mya s ABERIBIE 1075

4 P{H>KRH Fisher {5 .

TEGEfRFE T, D-PAALIP A MRS 1A 914 H GEEL: 0.9-9.10H), Pd4l
NILOMNA (FuF: 0.9-17.340H). D-PAAAIEB A RFEEN R (U 12
349+ ), PAAHNISONH GEH: 1+224.81MH).

L3RI PRI FEMM Y2040

WFFEMMY 204052 —IPEAN 1,800 mg A i A7 R EAN 22 A PR FTCE i e, AR
- 5Pk, FEOCRIRBIRECE FHZ (D-VMP) 57 #i2 i
RIESRE ML RIEBER MM B, EB1D6IAZ I CGH1EN;
BIREEZY) h, TR VOKIE F THESTES L. 2. 4FSF, B2k, LI13
mg/m*RR LS 25, 7ERE 5 I8N 6 A #2852 & - 28 9 )& 15
MNEAMAREZ) T, BEIR, B, 2. 4RSS 2. 946 FH 1]
CEURW-SEORMD MEIR-4K, RG99 mg/m> ik 460

mg/mARJBAL . A RIGIT RS B HR R B LA AT B
- HRIBPE R AU FER ARG 2 (D-RA) A7 2 A MO iR 1
MMEE . KIFERE (FEEN P8R4I E AR HELR-
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F21REH— KA AR25mg) EIKFIE (40 mg/JE) HZERR (>T55 5
BMI<<18.5[1 B #H T E 520 mg/ i) WA Z. AMiGIT R 2500
B H A T2 R F
- HEIEEOK. RIS ZERIA A - 25 (D-VRA) WRITHT2
Wik & A R M MMUR 3 . I ORI B T A 2, RN 13
mg/m?, TESE1 RN IRG 2. RIBERLAEF 1 R-FB14REER
25 mg HIREG 24 ;IR FE K P 753 8 25 24 )8 T rh 40 mg/ JH 45 24
J7 FRLEIT R 44 FE 3
FENH 1996 FH (D-VMPAL: 67f; D-RAZH: 65]; D-VRd4L: 67(7). &
TIMWGHR#E, T ENREME 7978 R . BF 545 & D-VMPAHID-RA ) &=
F2 FORRLL K D-VRA 22 A VGPRELE IF i (W3R 13D,

IS8T

F13: B MMY2040 BT 3045 R

D-VMP
(n=67)

D-Rd (n=65)

D-VRd
(n=67)

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

60 (89.6%)

61 (93.8%)

65 (97.0%)

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

TR L SE 2GR (sCR) 13 (19.4%) 12 (18.5%) 6 (9.0%)
4% (CR) 19 (28.4%) 13 (20.0%) 5 (7.5%)

AEH TR RSy 24 (VGPR)

20 (29.9%)

26 (40.0%)

37 (55.2%)

oy fifE (PR 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPRERFEIFHISH# (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=ik i % JU A GT-M B VK-S0 - Tk Je b s D-Rd=1K 1 2 JE 1K P - 2K
FA; D-VRd=ikTR 2 JC R 570 B VK-SR P e - s KA s TA T %I H5i=-DARAZALEX ¢

T CI=EAE X,
TR RZIITIRZ W

2RI R FLAMY3001

E—TJF e . WEHL. FEAE SR A 52 AMY 3001 1 3E4r T A ER&VCd (D-
VCd) JEITIHIIT R FFA BRI B 20 B A Fris W ) 5 R M 3 i R Ve M AR
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ZOFIANFE R ATE R MR R OAE 53 B T-THA B (R 3EMayo 2004
CMUEZ IR S B RO AINYHA L-IHAZR - HEFRNYHA BRIV ) B . B b
MUBTEE28 R — N ABIKIEL. 8. ISR REFEZW B K3 mg/m? 42, 3
WEBENZ300 mg/m?  (F KGR S00 mg) HIRERERIKZE 25, DL ZE KL 40 mg (Xt
T>70% A A8 <1 8.5 U AT fry ML 7% A R AR 9 2 i A e I B A Skt 2K [ ey
ST Z B, FIEBIEE20me) HRBFEKE 25; B BB A H 1,800
mg/30,000 U, 75 18 2= 588 B — I S T 4524, SR 24 A28 — I, M
25T RS — IR, BRG4GB K 24E I o A R 28K
INTER— RGN, EARMAEH RIS THIZERIN20 mg, RMAHEETRIAF
NI RY (A& D . BT A0 SR R s o o A 2 D 2 AR S IR T
5E [ M 2 52 A2 2R (HemCR) 26 CILiFE AN R G [ 2 ik 2R 2 RIS
BT EMTIER LR Mt thEIEw ). FPLEIZIRONE Y (Mayo
20040 43 SRR S RO« 2 75 9 R T A2 A e b A A B 3R Bt B R T4t i
#AE (ASCT) M Z M Dife 2.
Heit3881 /5% TR 4 D-VCAZL195%1], VCAZL19361. B {7
Whi64d (Jill: 34%-87%); 58% TP 76% 2N, 17%2 LM AN, 3%
e BNEEERRE N 23%&2 R HREEAE MO, 40%21, 37%
SEIAM . R A EHI A2 GEH: 1-6), 66%KEE2MEEZ R, R
JIWE BT N: OIE (71%). BHE (59%) FIFAE (8%). KEZHHEHE (79%)
SR N RS IR B
IR g WK 14,
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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 B B 4F ) & 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBEEHLOHRELY o, RS 0.58 (0.37,0.92)
95%CI

D-VCd=ik T Z It BT B e K- PR B - M BE KR s VA= 5 K - Bl - b K

o T RGN

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

© RIS EREMI-PFS GE SN . FEAT COEBEIE st
D-VCAHAVCAZ I 2 HemCR I H A I 8] 23731 960K (FEH: 8Rk-299K) 185

KGRl 14K-340K) . D-VCA4L 5 VGPREFE UT IIZE MR AL TN 17K (FEH:

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

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

& qit HF A i o

=
=

0.6 = VCd (N = 193)
0.4 —

0.2

0

1 1 1 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 66 44 29 20 10 7 1 O
D-VCd 195 178 166 147 114 86 60 44 27 10 1 O

B2: BFFTAMY30015 MOD-PFSH A Kaplan-Meier B £§
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
Ao JUF R A
REZLBRR—MRATEA, HESETEEREMEIER AT R
1. —TTES3BIE AR 1 2 A PE - Bl A3 (WFFEGENSO 1) A7 ity ik
WP, PPN T AT (4 mg/kg-24 mg/kg) JE AFQTelal Ik §Ema . £Eik 2t
BT B ot AR5 PK-PD 23 47 2 W QTeF ] W34 { ¥ A7 HH B R 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, BN ARSI VEE24-48/ N N 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 ().

NGB PRI AT B I IE . MREE RN 45T 220,000 Ulkg/JHIZE A TR
s FHA T AASTIERT 118 &) 39 J&, XA RGHLAMIIRER Wiz, BiAHEH
RO . TEMETERGY, IERANREER U0, R4 T 330,000 Ukg 3B BTG (AH4
T NARFIE) 45 18 , XIG-IaF R EARNGN . FEE RN, SRR/ AR
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— IR 4T 990,000 Ukg FHET ARIRER 134 £%5) &0 mliss, S H-CE A
KRB BRI BEAA WA o

BUR k.

K I AT BUR AT

FHNFEY PRI AT B 7T .
[E5E]

VKFIAE (2°C-8°C).

BB

BT R AT .

CIFE 255 B 561 (L R
(%]

T ARG % A= FE AR 1] ) 4 5 ) 1 2 BB /N, P86 15 mLVAAR, 471,800
mgih T ZIC .

BEME: DR/E.
[(Fx0H]

RITH 25
3670 H o

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

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) BNt 24/N, 2 JE7E15°C-25 CHIFRE G I T fif
AR 12N o AR HF R TIVEA R HEBRAE IS e, B R JE LRI
[BATHrE]

2y i bRitE: 1S20250013
[(Ht#ESCS ]

[ 245 #E 5 SJ20210025
[ EH#FFAEA]L

4 FK: Janssen-Cilag International NV

VEMHHE3E: Turnhoutseweg 30, B-2340 Beerse, Belgium
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[47=4r]
M #FK: Cilag AG
A= ik Hochstrasse 201, 8200 Schaffhausen, Switzerland C[8] B 6 57 4] 2 Al
IR ALHE)
[BEAFEANBERNRRA]
SR BRI 24 R
FEM L AESCHISX SRS 3 5 BE 11 54 610 = CRZEZREHRBLX)
MR R Ag: 101300
Hi1g: 4008191188

***END OF DOCUMENT***
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