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I-NOVA g2 | I-NOVA Limited
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/CDE Evaluation of NMPA)
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AT AT S AR B E R A R e A A OB SR BREE
BEBEGUA/BPT | 48 | B B A T B 0 A M i o A R v R A O A L — L
JR R TE SR I RE e It A
R e/ R | $8 | & 2 PR PR S S0 AN Thiik, RefERE4E DI RE 7y 1
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IND f& | M FDA B{E K 25 I8 5 52 52 1)k 5 1 B 2 I R B AT Is
(Investigational New Drug)
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ey i HE B | Im FDA B¢ B X 25 W =/ 428 & 0 A& ¥ & w b v oAl
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Il R IR B0 47 5 B 4H 27 (Site Management Organization, f&#k SMO) ,
Fe i 1ok Z AT I PR AR B0 W 18 03 DA i B IE 38 AT I PR ARS8 Hh R B 2 A
Wt 5 0 A, ANATLRA) i B B = HE a0 AN s i PR o
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k25 & [ & # #F & 4 7 42 Ak (Contract Development
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AR A FIHR L R 245 R0 2 G 25 T 200 R S/t s il £, T2k
oy TBORAEF= . FEMPRERUERE A=, AR AR 7 S5 IR 55 () L AL

EEA

1<
H

H & % R G5

SLE

1<
H

RGBT (Systemic Lupus Erythematosus)

NMOSD

=t
H

Posh 2 O/ B KW & & W (Neuromyelitis Optica Spectrum
Disorder)

RA

1<
H

FKRIEXT 28 (Rheumatoid Arthritis)

SS

1<
H

TLE & (Sjégren’'s Syndrome)

IgA B

1<
H

G BREE A A B9 (Immunoglobulin A Nephropathy)

MS

=}
H

% RAYEREALAE (Multiple Sclerosis)

MG

=}
H

FAREALS /) (Myasthenia Gravis)

GC

=}
H

B (Gastric Cancer)

[

=}
H

R F 29 (Urothelial Cancer)

BC

=}
H

AJR9E (Breast Cancer)

NSCLC

=}
H

e/t (Non-small Cell Lung Carcinoma)

BTC

=}
H

JHiE % (Biliary Tract Carcinoma)

AMD

=}
H

RS ME T BEAR M (Age-related Macular Degeneration) , X FRZ4E
T PEAR M

wAMD

W R M ok M 3 OB A M (Wet Age-related Macular
Degeneration)

DME

=}
H

B PRI B BE/K I (Diabetic Macular Edema)

DR

=}
H

B PRI E AL 55 42 (Diabetic Retinopathy)
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B 55 REZGYDI6IT XTI B AR 0¥, 188 72598 15 B I R o 47 e 224
H, 2% i 3 BO0E % B AR I A S AR IR R 23

BLyS B k4B A7 (B Lymphocyte Stimulator)

APRIL WA S A (A Proliferation-inducing Ligand)

TgA HEEREE H A (Immunoglobulin A)

PD-L1 MR FAET:-HCAR 1 (Programmed  Death-ligand 1)

c-MET Y1 ffa 1a] i b e #% 3 [ ( Cellular-mesenchymal Epithelial Transition
Factor)

VEGF 1% A A KR F - (Vascular Endothelial Growth Factor)

VEGFR I R 2 A KR F- 524k (Vascular Endothelial Growth Factor Receptor)

FGF AT 4N A KK 7 (Fibroblast Growth Factor)

FGFR AT YN B A= K K752 4K (Fibroblast Growth Factor Receptor)

PD-1 FEFPPESET- %2 4R-1 (Programmed cell death protein 1)

MSLN )z % (4F% mesothelin)

TACI —FEEEEN, BB A KRR O, FR N APRIL i
BLYS

Fe — P R FE PR s R v X ) T B

IgA/TgG/TgM I35 T Bk 1 AIGIM

CD #%34kHi ) (Cluster of Differentiation)

CD19+ SR 19 BIfE, JB T —Fh B R4 pi A

C3/C4 AMA 314, &l & B

CD4+ SRR A BRYE, BT R T R PR

MMAE B L BUR]FfYT E (Monomethyl auristatin E)

HER2 it ik R 2R R AR HER2 A B IHC MALE 9 IHC - 2+81 3+

HER2 fik ik iR L ZAREAR HER2 ArEHH IHC Al FISH JIliRES 54 IHC 2+ H.
FISH-

IL Hanffi/ 2 CInterleukin)

[HC G AL 24 (Immunohistochemistry)

FISH 5N JFNAL 425 1 (Fluorescence in situ Hybridization)

HR BE 24k (Hormone Receptor)

ORR HWZEARZ (Objective Response Rate) , 1&g 4s/NAF|—E & IF H.
PRIF— 5 1] (155 1) B 451

cORR TUE 2 W22 % (Confirmed Objective Response Rate)

MTD B KM 3275& (Maximum Tolerated Dose) , 1RTESNRAL &) Al E
PRSI, A BIAS 51 kD 52 O GO I T () KGR

DCR PP 2% (Disease Control Rate) , & 4s/Nslifa g HARE— &
8] 995 A B A1

PFS Jeidk A7 18] (Progression-free Survival) , $8HBENLE 5 — k4
P95 b R BT AT SR RSB T IR 8], PFS BETE BB SET BT BEA, W%
I % B B U7 B R BE R, A S Pl e A A B B /)

0S MAEAFHA (Overall survival) , $i5 B BENLZE PTA] Ji (R 5] A T2 (1) I
Ji7)

ESSDAT HIR BT SIFEE TR, W T AT 12 AN J5HEL, AR S E.
WREEERAS . IR Bk, O&FT. L B ULAL AMEMSE RS,
X R G MBI AEA, RN 5 T L R HTE SRR BE 4y 9 3-4 KT,
AN 5 TH AR 1 22 e 26 1 R ) A A4S 2

PK 254X 5h 71%% (Pharmacokinetic) , 2 &M 7CZM7E AR A, 4

A ATRIHEME R, I PR B BN 5 VA e i 1 245 3K B B 1] A
A — 1122
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PD & | 24%Eh /1% (Pharmacodynanfics) , 2454555 X 25 2L S i A 58
DOR § | WaNiAS[E (Duration of Response)
EGFR B | REAEKK T2k (Epidermal Growth Factor Receptor)
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(=) iAo

RIEER G R EAAN (EREFTSKE)  (GBIT 4754-2017) , A= FTEAT I M EE 25t
kA2 G (C2761) . ARYEE SR IZRATI CHRBE LM 7 L A SRR 55
BT HE) (2016 FERD , AFJETEMEZ 4.2 EEARZGY L. RAEEK
Gt R RATN (RSB 2E (2018) ) (EZRGHELH 235) , ARBT4MEL
P4 1.1 A S S ARAE CRIEIESRAE 5 TR AV R AT b 17 B S
FEATIE (2022 4 12 A7) ) (EIFEA[2022]171 5) , A F NG AW 2547 b b i 49
il o 55 o ATV R R B R B AR AN R

(1) WA AW T

AP ER AN R SR 25 P ML R . IRt S . ADCL B 5 DR B XURE 5
PEPUARSE B B R RS, BRI AR R PUR, BT R EARORIT
VE I Z B 7 T A RAFIIRIR SR . [F, BEE RGP RNV R IR 13T, FEK
PR 2 1) 25 DT HE O L TR IR T, R AWK S SRIR IR T oK, Al bk 254
NAHEs RIS

(2) IR R RRES

BEE ARSI 55 B ER R HES), o E R IR B8 I e A\ A
AW R REFRIT TBIFEERE, (BA BRI 2GR K.

(3) AFRESIA W T+

o [ i RS R SRR AN T S T, A3 ] SO St — . Ak, Uik
IINBEOR B AT KA S Ja . S 5E 2 QBT AE 2 1 1N I R e DR 24 s H 3% S 8
RBNIE O, UG A= W25 (0 Rl RS2 BE ks 2= 1 n .

(4) BB &

A= 24 38 I A R BT LA T DARE A R IR T, R A WIS K IR R R K .
THEFBRM AR SHER SH Q0T RIS, KURr ol Rk RSl R, KK
JRAHT 25 AR 24TV KR S b SR

(=) AR FEBEEN

AT FHE ST A B A 2 ok, RO SR — BB T Hud 2 sy
(ADC) .\ PURRIGE A PP PRI TR k. AR T R RS
WaIH . AHRrERIFEZREE) (first-in-class) 5[FEIZKHfE (best-in-class) Y25, PAGIGEZ Wi A
WAENTI, AE SRR IR BRBREOR S5 RSN SR b 2 4. A% T K
PRIGDRTT S, LA R K8 i AR 2 IR 5 oK
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P
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Fanin D
FANEA
woar
HER2 4.4 7
HERD.f 4 b k4 bw_______________ 4
SAPD-1677 B F K HERZA 1 3914 5 B8
e
EYE TS TR R TR Y

D Seagenéit

HER2 £ i% B b £ (GOO1)

!

Be4PD-14 5 —H 58 Lk (DVOOT) 23K Seagen &1f
Disitamab HER2E 24 1L
.0 [ Vedotin HER2 ADC
(RCA) HERZF 1 ALk 445
HERIEA T LB 28
HERZE 444 3 4178
HER2A AR 2 47
B 8 A SHERZ AR5
et SHERZALT 4
KEPDAEATHS
HERALAHERZ LA R R
nEHREE
RC88 MEf  ADC
RPN B LT A (o0 4
i
RC98 PDL1 mAb
BERCAH T 1
sHEULiA
RAHLERB N
RCIO8  GMET  ADC  meTHIGA#hmmirs
BAPDALA DI R
E i
sHBURAE
RC118 Claudin18.2 ADC
BEPDAA S HBUS AA
RCWMS A% HBady FHEAE
il (b8
IL-15/L- -
Rows LR mesma seres
HRERRS BB AR
RCZ®  m&  HBady FmkAs
RLE SR 220 4 I ol

RC28 VEGFIFGF s&&d #RAikfamfn

A AL AR A E
RC218 "y HiBody B4t

(=) FH=p= g
1. FTEHYE (U5 RCI8, WML EE®)

REE R AT H IR ERER. FKEE (First-in-class) KIVERN HEL B bk EL4H
N 7 (BLyS) /48FE 7 FRCIR (APRIL) XURE B AR & B ™ dh, AT R #0043 BLyS A1
APRTL PNAEEE 75 B AR ZAR M &, “XUETE T FHAE B 457 AL AR,
MHAYT B B Bt . - BATHR A et FiLmlies i, RE T KL A5E RIS
AL SEE NS E A X AR, B8 T EER R R =
“CEITHAEIH” BHE R T IECR, HM TR RSG5 T FE 2 e o P e

AR, JHENEA R M IRRANE R R S/ 255 T 2021 4 3 7 ISR 2 Pttt i
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Telitacicept for Injection

RTEH  8omg/%

| ¥Caxay

‘ uznxnnsm:ooong

‘ L3S
1
\

K= A

=3

U T HUE R R R R
(D R BRI (SLE)

B PE: 2021 453 H, FETEEEIIRAEIR YT IR BASEER) P 2 E SLE FRIE K 2 5 i
B R (NMPA)Y A 25 fF Bttt . B T2 ¢ 78 e v [ 58 ) b BHVE M IR R RS0, 2019 4F 7
FAEFEEZ) T SLE I RS IEVEIRG RIS, BUF 7 AR I PRAFF 7T 25 58, AH ORI PRIT T4 KR
T 2022 FEEEE KRB R 2 (ACR) b, 1Z3&EME R 8 AR BT fa 4b 78 RIS MR 2 T 2022
AR R A 2 E R A W R 25 i d vE G (CDE).

W PE: 2022 44 F, REWEERT)LEESERGIELIEIIE (cSLE) HIHZla KD 7T
H1(IND) k75 CDE MR IR R VAT 7] CAE P EF R AZ I PRI 7T, 2023 4 EE4EC
SEIE BB AL

B GEHE: EEAMAMNEBEERFEDA) T 2019 48 HHALHERE TN 1 K 28
(IND)HiE. A7 T 2020 £ 1 A5 FDA %47 1 1L AIGIR S5 R 2L, FDA 2 7 A MkE 245478
o [ 8 P RAS AR i T I I RS R s . ARIE AR, FDA AT
RIS TE ] T-V497 SLE B 11 BAGPRI T . 2023 45 b 2P4E, 238 P4 1E 76 4 Bkt 1% 0 [ b 2
HUC ) TIT 3G R A 52

B UEE L (LN : 2022 9 H, R'ETEEGRITIHEIMERIEE 21 11 IND 3545 CDE 1
PRI BR VAT . A C T 2023 & F P4 T RAZ IR R 7T, I O o i 6 8 N4,
(2) ERENTEI(MG)

WP AREPECTER T TR TP GRS T, JF CES B EER .
2022 £ 11 J1, 3k43 CDE GWAHITiR97 4 S R A RENLE I RBARIG T 290 5E, HITRIT MG
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i T 39Im R 7 %€ L3k 45 CDE WIIRIE . 2023 48 bR /] IEAEH EDT R Z Tl PR Be ot /e, JF e
SERCE BB AN

B GE[E: 2022 410 H, AR FDA X T2V H 167 EAENLL S A0 L2 A& A
Eo 2023 41 A, FDA HtAEZREVEE ) IND HiE, PUEIHELH TR MG B35 T #iE R
T, FAR T HAHE TE AN E

(3) JFERMTFRERENE(PSS)

B HE: 202248 H, REVUEHTIRIT pSS 1 I #IG K 77 %3k14 CDE HIlH&. 2023
AR A RIE R B A TG RIS 7T, FF O e e i A AN .

PR, AR OFF P E e R — AT R AN TAREEARE I T IR PR, R 7Tst T 2023 4
7 A 17 BYEEFRAUEHT] RHEUMATOLOGY fE2R K%K . ZIRARIRI & — DL XE . LR
xof HE) TT R RAREG, B 7EVPAG 2B VE SR YT N pSS B [T BRI 22 4k o B FESLGh N 42 451
ZRE, O BN AL, B2 160 mg ZRE VI . 240mg = TE RS,
FRE 1K, AW 24 . 24 I, 2REFI4L. 160mg 215 240mg 4 ESSDAI 173 3 25 A5 4K f)~F-
BB N 0.6+4.55 [FFHI(S.D.)], —3.342.73, —1.3+4.14, @it MMRM (REZBERD) , H2z
RFIAAALL, JA97 41 ESSDAI A8 (b B B BRIk 4% IR 2RI e/ 1%, 160mg 4155 24 &
ESSDAI PE/ B AR -4.3, P A A 0.002, 7EFEANEIT WA, 288 P9 HA 7 4R K AEAET Bk
MPEARFF (SAE) .

MR WRRE, RETEIGIT pSS BEM ERE RIFIGIKI . S%EFAME, Remdn
JTULAESE 12 JAN 24 JAREMH .03 pSS & 1) ESSDAI 1) Al MFI-20, Ff: [ A BRE A /KT,
AT, T EARFEMRAE, RIS HI T T = kA . 2, BEHEEERNT
PR AL R 259 -

W EE: 20224 11 A, FDA FEZF N EGELEFREIGIT PSS 9 I G RIRE 7%,

(4) FIEFREA A B0 gA BIH)

B P E: AR SR TEENL. B A& 2B R A T 8RR R, UISEE R e ST
TEIT TgA B BEE TR 7 e, ORISR R . AT 2022 £ 9 H iZE NE R E N
I #AIGIR 7 2 5 CDE iAp—30, T 2023 4F_E2RAEERE N IR iZIIR R 7T, I C e s 6 H
F N

W E[E: FDA 12020 4F 12 HfeiEmliz™ i 7E 36 F AT £ 0 IgAN S& ROEHEAT 1T 3R
R, THRIFEZEL 30 L HE . 2022 4F 11 A, FDA &R E VS LEITRIAST IgAN & NIE
T 3I RRE6 7 26 .

(5) WAREAHE 2SR (NMOSD)
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ANE IEES EIT R — TR XS M2 B AR T B R, DL AR e v a T
NMOSD 73 & 4tk AT 2017 £ 9 AJEsh 17 11 #mIRREE, J+F 2018 4F 1 AHfHEH %
BE, BMEARREER, BEHETELEEET .

(6) MBI R (RA)

AFIEEREDIT R — T2 ety XUE ARG I I IR PR 8. T 2021 R4, A7
SERT BERSE TR, 2022 S, AFSEMR T R)E—BISAE BT TIE. JATT 2023 F5
TR IZ IS R AR A

(7) HARTERE: B ERERAESS, AR MAERR PG EIE A TR At B & aett
PN, 4G 1gG4 AHOGEM . 2 RIETEMREMS) PUBEIRLRAAE T R G2 AN ERE. F4b,
FEPERRIIAE K ZRES M08, OB AU R E AR R

2. YEEPEZ P (fR5 RCA8, T L4 RHLA®)

Y3l Y 2 A A IR R o A A BB (ADC) 2454, DAMEIR I HER2 2
NEERL, BERSHEVURI AR A IR AL, EVRTT B PRI LR . UM SR Bl R e
AR T BRI IR R R, 2R EE AN REEE FDA. o E 25 MR =7 i E L2 ) ADC
2, B TRIT B JRER DR IE 2 b S SRR AR, SN RE R
B IR S 75 245 52 3T 2021 4E 6 A 2021 4 12 A 75 E R & A ftdE i

A5 B PR g 4

7
Disitamab Vedotin For Injection

R

L)

P e st P At 7 22 B
2021 4 8 H, [EBxEN4 A2 o ] vEHE N HE R LA vl ik 26 4236 701 AR BLAR RS
ARy WEALEENE 72 A R RBR R B B IR R AT T 4R P 2 A AR GERIXBRAM
FVFRAIHM, 38 5y B FE R o 1) 24 Aol B Pl i MR B B i 40 5%
23l 7Y % SRS RO A R A T
(D JR¥& bR (UO)
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B fE: ARTEHEER T 4Rl PG Z R0 HER2 i 3ik (IHC 2+8¢ IHC 3+) UC E#HM
I A RARES o = T3k T 11 90 R0 P I TR e PR 45 SR S 5 NMPA AT I8 5, AR R 3 — %
Huls . BB JFRCRRES T I MR IR R RS . 2020 4F 12 H, 43 P92 SB35 NMPA #% T HI5t
10T UC MRS TIE B IAE « 2021 4F 9 H, K45 NMPA %7 HIIG YT UC PRSPPI TE 5%
ke, JEF 2021 4 12 A, i%3&ERCREIRA Bttt

W E AR E R P BT AT HER2 260k UC (0% 2SI B 7T e

AE EAER E AT — WL XTI 2 i I I ARES:, & 78 EUBLPF 4t 75 22 Bk
ERFE A A PTERR (RR A haE®) 5 R E I R TR T B E R RS
PEALIT ) HER2 23K Jaj Fls M 0 e R 1R PR s b B (7 2%, iz UG R4 55 452 #i, #iE
AR, BE S TR AT

Y3 P Z B PUER G R I R BB (R4 R @) RYT FL AR ILZ R IR e
(MIBC)J 11 {1387 241l RHF 72 BB (IND) LT 2022 £E3R15 NMPA #itiE, #EAMEIER, BHEH
5 TAEIEAERAT .

2022 4F 12 H, 4EEPEZ BB S VAR B DO A Ve T AR IS RIE T B (NMIBC) 1
VI 1 RIS IND 3815 CDE BRRVF AT A AT 2023 4F b AR5 [ P IF R 0 PR8It 7L,
I O e B ] B N4

B EHE: AFCT 2022 4 EREEREIF R —-TERZ R0 Z2E. RSN 11 #E
PRI, AYEAL 4 92 5T iR T — A7 R MUE HER2 ik UC g T2, HAl
LI RIS TE AR AT

2023 4E 6 H, AFIEEEIGRMR %22 (ASCOVES |, DUBERE /R A4 T 5 PD-1 Bk
BT R M S R 1 SR B (la/mUC) HISRCHTIEFE R . IR A [ 2 — T b 25 1
Ib/IL AR TS, B E VP A 4 7 2 AP S R 3 R AP la/mUC 122 AN 28 . I R
FAIN 41 ] la/mUC 8, Horh 24% 1) 83 NI EF2, 92.7%H) £ HER2 KI5y IHC1+ K& A L,
32%[) B PD-L1 BAE . 4 PG 2 B puipt & e B ) P R e A vl 5 HERE TR 4k it 7
Z B4t 2mg/kg +RPHRE M AT 3mg/kg, R K. BIE 2022 4F 11 H 18 H, BIRFHIER WS
fif% (cORR) M 73.2% (95%CI: 57.1, 85.8), 5E42%ff# (CR)N 9.8%, WIiH#E ORR N 76.0%,
W7 RS2 1] (DORD Ny 8.2 AN H o #E HER2 IHC 3+/2+. IHC 1+WE4HH, ORR 437N 83.3%-
64.3%. SR EREREHIZE (DCR) N 90.2% (95%CI, 76.9-97.3), Mk fir it @ 4 17 (PES)
9.2 ANH(95%CL: 5.7-10.3), 2 FFEAAFH(OS)A 63.2%, JEILH RUF 197 80 2 4

(2> B (GO

W 2021 4F 6 H, 4Edpi2Zpyiik NMPA A 2440 LiifibdE, 9 12 A, $gRE K E
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REG H . FETAEPE TR I IIEAR R, A8 T 2020 48 10 J7E$ E Gz 115G UE IR
PRARE, THH S 351 KB . BEARMREIIR, BHRME TR LAERT .

W 2023 9 4 f, 4EdPEZ BhUECE PD-1 AT BUER S PD-1 MOBREETT IR YT —4 HER2 &
IR B RV (R B B SS A i) JE 1 LI HAIE PRAE 75 F 15 (IND) 3K 45 CDE
fLAE

(3) A (BO)

W4T COULEE B e it 75 2 A PUGH/K T HER2 RIBEH W7k, AFITE HER2 fRFKIA
(IHC 2+J% FISH-) BC &3+ e 8l I WIS . B ARG IR, B3 TAEIEEd T .

2023 4 3 H, i PG R 2 a5 R A B PUR G BT BT HTR BIA T HR BT,
HER2 IR 5 LR 8 1 il AR5 SR A

W2023 4 3 f, YEi P52 4TS A2 BROELGTUIPE S BN 54 B R B 0BT iR T HER2 FH
P LR T 10 300G PR S B8 3k At

W2023 £ 3, i PG S Uk e B A SR R BAR T HR BHYE AT HER2 fIR3R
A SRR D T 3900 PR IR R At

(4) EARBEMEMRE: 2023 47 H, 4h 782 Bk G SRR s htin T 20— & S Hibs iR
7RI PD-1/PD-L1 4R 1) HER2 ik iR s 1M = 3t 11 i R 98 1E 503K 43 CDE #it
o X2 —TURE . JS. 290 THIGREETL, B 4l 75 2 yT & SRR piin T 2
D2 SRR UEVR YT RIKIK PD-1/PD-L1 &A1) HER2 KIA 5 3 28 A ke . w4k, &
TEUR S PR EYE . 254080 1% (PKO FHIEL S S5 SRR A b B ST O AR AR oM

(5) WRHAR I AFT 2022 45 HEFEIFRE—DURE . AL S i a HHilk R
WEFT, PAIEM it 7 2 SR T Sl bruE VR YT AR HER2 Rk MG 1 B (5 2008 (LR T4 4 JIF B
BRBEERIN BT BEAREAR, BEHETEEERTH,

(6) JRIFBMEIASAR: 2023 4F 4 H, 4l U Z BTG 0T IRYT HER2 22 =) i i 01 S ik

S SR DI R 70 IE 03K A CDE ik 1O — TR, R SO IiRer 7L, FEHETZ
Tl 7 A Y 2 PRI G 0T VR YT HER2 202 Jm) i e 30 S A £ 2 I s K 32 )5 (MTD) Flg 4
Y, WY R A RIS A ), AT PPN O A S fA SR 3 e Ak L T s2 ik 294030 %
FEUEFIHI AT R

3. RC28

RC28 &M VEGF %1k, FGF %1k 5 N\ rkiH Fe BIEFEAMA G EH. VEGF M
FGF TEUS 524 5 2 5 BUs A 8 A8 oI s B @EPE, 1 RC28 Resw 4+ M4 VEGF Al
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FGF 5 eI kg4, MMiBLIE VEGF 1 FGF S5 32 AR IIH0E « 0] Py S5 40 i 28 5 R if e 7
A, BSIR BRI IR A AR S B BEAR I S 1 AR R AR R Y E

RC28 B 1wt K ik e fn F -

(D BHEZFEETEMNE (WAMD) : 2022 49 H, AFZERIEAL RC28 ¥5J7 wAMD 3%
(R3 7 ROR 22 AP 1 — DU kR 2 U I SATH S Kk, 1 R T 2022 45 9 A 5AH 158
38 JEtt FRFLR 2 (WOC 2022) . BfJE, v 202341 H 19 H, EHHNE3)RC28 R7T wAMD
(¥ T1T IR PRIASS . BEARE R, CoemEhlEE N,

(2) FERTFPEAK M (DME) : A&IEEPEBAT T2 0. BENL. FHEEXFEE 1 i
RIAL . #iE 2022 %12 A 31 H, O EE S, Hurk T LR RIGREHE B . 2023
FEARE, AFCESZI NIRRT A .

(3) BERFVERLMBRAE (DR) + AR IELE P E AT — 2 ey BEHL. FEPEXTREM 133
I RIS o TG ARIRIG T RIN 120 £ 858, BMEAMEWIAR, CpiEH N4,

4. RC88

RC88 & —Fiufr A H] 2 2 (MSLN)#E 5] ADC, FT¥R77 MSLN PHT%:SC/A%E . RC88 45 #4H
& MSLN SE[ ik AT8RIERT LA/ FAIIEE R (MMAE) o HAE LIS 4k 76 2 5
UKL, FESER A 45 G MSLN BH MR 4, A SHURIIA R, T RChoR 40 i 75 2 €
LI R AN, SEBLALLT I IR KR

2023 4F- 3 [, RCB88 WA I Il by S VRZE M R e Se o S e e W2k, 294K
BN TR BT R IR 22 Tt 1la B3I PR AE 78 IE 3305 R 24 W = 2 e rpot et . X2 —
U 2 A0 T/ BAIGRTIF T, 7 R S ok Joi e £ 38 vh VP A RC88 I A5 v i 7 R v
UHB e Aty A2 1E . PKARFAE. SRRV 2. MEARME IR, CmEfliaA
H.

5. RC98

RC98 /& —fi#i i PD-L1 ek, HTIR7 k% . PD-L1 25 PD-1 454 1) H Uik
HH. AFCT 2019 47 HIRMEZRZA RN RCI8 1) IND #kifk, H I X 2 P s 4
oA CELFEAHANBR T il & PR b R 1l R .

6. RC108

RC108 j&—Ff c-MET #[1] ADC, HTiAJ7 c-MET BHPESZAASRT . RC108 HHLHG c-MET #E[r)
Pk, T UL TR EE R R . HAERLES RC48 5L, mridid 4 A 454 c-MET FH
PRI AL, A SPURRINE, A SO 40 8 558 R R AN, SeB e i gl %
RECR . AT IELEH EIFRERT c-Met FHERE SRR | IR R IR . MEAIRE AR, &F
A5 TAEIEEE T .
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2023 1F 4 J], RC108 HX &R 36 8 Je sk & AR 36 5 J8 ARy B ) B Bt AR Tb/ T I AT 9 1E 20
K153 CDE #itif, #1%F MET RIAMER KA KF 732k (EGFR) FsZ BN sZ A7) (TKD
TRIT I JR S S B S P EGFR SR AR N fidE (NSCLC) HaE o X — T ik
U 2l TW/IBWIGRIT 7L, BEEVEN HIRYT 7 REEJE/ N ERATE (NSCLC) s
Moy M A2tE . BRER GBI IR, RS G T A BB A A 20 RS KA

2023 4£ 6 H, RC108 Bk# PD-1 M — TiIb/IL I PR 7 1E :U3R 15 CDE #tuE, #1%F c-Met &
AW IS AR R IR T B 20 ToIIRIRES, B7EVE RC108 BL G
PD-1 £ c-Met Fik [{ M S AR S b i) 22 bk T S2 PR AN 25430 ) 2R AT

2023 4£ 6 1, AT HEIEEMGIZER CEHBACHTIEEMRIG: 01801) JA R — kAR 7t
FAHEZG AR Kk RC108 BEA Sl FI A HTIE S (PD-1 5, w4 BAFE) R
B AR R AR IRIEEEDG S PR R AHRIS M F SR R PTE S, RE
YK AE R E T RRIGER VNa I 50, VPl RC108 BA (5 it R Ty S 7 Hh [ g SR b i) 22 4
Yo SRV YT R

7. RC118

RC118 J&— 7l AL 4L [ Claudin 18.2 (UHTMARERZY, %™ PUIAEE 4 LA sk A 456
F MK Claudin 18.2 MM E#3%, ADC 5 Claudin 18.2 SZ A% 1t 5 & W0k v &2t 4n it 5
Wl 18 ZRIATEIR, TR ISR AR B 2% ZIERTRUE MMAE, MMAE 55U 45
Hro EGHM A EAAS v PR AE G2/M I &5 ARG ) T2 2021 £ 9, RC118 3kf5
THEZEZ R AER RV . AR IEE S E IR Claudin18.2 i FH % 38 1 = i M A
A D) R G SR | GRS, B AR AR, RS TR ErEdAT

2023 4F 4 H, RC118 k4 PD-1 #4ifE Claudini8.2 ik BH {4 5 s i AN AT ) ok sl e 5 1k
VE SRR U/ IR 7T, IE30IR4S CDE b, X2 —wisaduts, JFsrE. FESHmy &
(1 1 /Ma WIBEEETT IIIGIRITFE, B 7EVRM RC118 B4 PD-1 BAHTIENE I Se s 2k h i 22 4
Ve i s2IE . Z9AREN 1 FARERYE IR T 20, 5 SR R 78 R 7R A DA A R R B it
SEMRAE

8. RC148

2023 4 7 F, RC148 VESHBUIAYT JR) H e AN AT VI B e 2 1k S SR Jop e 1) 1 3931 PR3
. XR—WE G, FFBUNIEKRTL, BEEAY RC148 2. M S2ih. moKi 32 7 &/
KRetina. 4iahi% (PK) « Z8Eh 1% GPEIEME 1 SRS DL YIE i gy T
Mo NANBEEENZFRERIT G R E, BOFREIGIT A 52, SAFAEARIEIGTT 1=
R AT U Bk B R PSR SR R . RC148 S A R T 6 EANEEA IND BB 7 o

9. RC198

RC198 /& 44/ Z-15[IL-15]41 I1L-15 32 4% o[IL-15Ra]f Fc @& EH. ENANEILE v 5%
AR T SR — 01, IL-15 2k A AR A s R, T35 NK 40/, CD8+ALM. T 4

20/ 195



2023 G EHR

B, EEART T 4 (NKT) R i, 345, /705 UV AL, B
AU T T, A R A PR — R R T IR

2023 £ 7 J1, RC198 V5 5 24 167 e S0 11 S A g 1) 1 3l PR i3 1E 203K 75 CDE it
o X —TUTE JR) RS M AN T U] B B A M S AR 32 i g AT I L IRNRL 2l FF
R FE, BVl RC198 24l M2 1E. 25403 Ju Al . s JENE . Wb 2 e B
K 52578 (MTD) HM/EHERE 1 15 &E (RP2D) .

UEET, RC198 B4 2023 4F 4 H FAFIRIN KA FACBEZ RS VF AT, FEMLINIT R £ 06 =
FAAS T D) Bk B0 B M S IRE R (R PRCHTE 2

= BOLBARERRBER
1. BLER RS stttk DA Rt o5 3 A AR AL 1 I

NEFENEQIRT . AR O ORI JERAE A R 5588 T = KRE&
B EFR R OEAT 6, BREPURIEG E AT 6. SURZYEIEY (ADC) P& X
REDUIART & o KITHTRAZ OBOR TG, ARG QU AP0 2457 i B 26 B85 14 BT 300 & DR 731 i g
71, UIFRBATHER . BP0 1
(D FiEM@EEEATE

AR PTG S E A6 EEM TR A DA ML & = A MR PR, Wk
BIEAYER AR EARBOE. BARTREETWAR. KRN aERT 6, ARk
ML E AT &R T RGUE/ MG R A 20k, DUGE AR TRAT. ARG 7 a8
TR AT EUAT & NIEPUASOEME R A FER-T 6 SRINGEGURGTIRIE R 14 T 5 55
QUPEROAR, T BAT BGPTSR se B LR . A2 SO BOR, il 3w 2 A0 7 (4 SRR AT
&, A B 2 R LR — 2D AT NIRACEGE s 55 At mT DU Y57 748 S0 2 0 1 A e s 1
B ERORTTIE M 2 NIRPUR:  SEPNGEGURTUARIE R 14 o 1 & I R F i B4 Rk A1 i Bt
o Behh, AREAYEEEHBEA R (B8 Fe EEANSOE) » PUAERF TR
WA FE ML, ETAEME APk LG A s T, AR THXS T B bras &
WIZEA A R e s T, SRR G R A AR, SR BT ThReE R I AR 7
(2) HURLMIEIRY) (ADC) T &

WA TR YEEA (ADC) P& FEH T ADC 29I R I TR B4, RENDE
WA S TERIUE LR (ADO) T & EMHRIZ AR Z—.

(3) MIhAEPLIAET &

KN E RDIREDUA T & EZ T RIRES IR IRIATT Ko ST X REpiRT &, A7
OO R RIS 25 R+ IRGTT AR IR PR BT 7T 1) OB AT W (A DiE e, RORAG B XS i
T AT e RIS — AP PP Hr RO 22 4k, IFARAR A ATt At 259 Bt 7 o
[ R B A R IR
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O&EH v ANEH

E XLk NENT Al filigl “RIUEE” A ERF

O&EH v ANEH

2. EHARBHIBTR R

LR AR LR | TR | BRERAES | TREIEH | #ASE | AR
A H #
— MRS | SREAEMHIZS | KBH | CN111643676B 2020/7/10 | 2023/6/30 | 20 4F
BAE. SR | GHE) B
RS | BIRAA
e B R
— MRS A | REAEMHIZ | KB | CN109914987B 2019/2/22 | 2023/6/13 | 20 4F
CHE) by
AR A
ANTI-HER2 RemeGen, Ltd. | %& B | BR112016002752 | 2014/11/18 | 2023/5/30 | 20 4F
ANTIBODY ~ AND B1
CONJUGATE
THEREOF
Pt HER2 Ptk | REEDHIZ) | KW | CN110240655B 2014/11/18 | 2023/5/16 | 20 4F
HEHEW CHE) by
HIRAF
PHARMACEUTICAL | RemeGen S B | RU2795196C2 2020/3/25 | 2023/5/2 | 20 4F
FORMULATIONS | Co., Ltd
OF HER2
ANTIBODY-DRUG
CONJUGATE
— P BT | REAEHIZE | KW | ON110740754B 2019/5/15 | 2023/4/28 | 20 4F
Rk | CREY KBt
%e HIRAF]
PHARMACEUTICAL | RemeGen KB | JP7264986B2 2020/3/25 | 2023/4/25 | 20 4F
FORMULATIONS | Co., Ltd
OF HER2
ANTIBODY-DRUG
CONJUGATE
BIFUNCTIONAL | RemeGen 9B | US11629180B2 2019/12/4 | 2023/4/18 | 20 4F
ANGIOGENESIS | Co., Ltd
INHIBITOR AND
USE THEREOF
USE OF ANTI- | RemeGen 2B | KR102520974B1 | 2019/8/19 | 2023/4/17 | 20 4F
HER2 ANTIBODY- | Co., Ltd
DRUG CONJUGATE
IN  TREATING
UROTHELIAL
CARCINOMA
BIFUNCTIONAL | RemeGen JZH | AU2019394227B2 | 2019/12/4 | 2023/4/6 | 20 4F
ANGIOGENESIS | Co., Ltd
INHIBITOR AND
USE THEREOF
A LINKER FOR | RemeGen JZHY | RU2792201C2 2019/12/13 | 2023/3/20 | 20 4F
ANTIBODY-DRUG | Co., Ltd
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CONJUGATES AND
ITS USE
USE OF ANTI- | RemeGen B | CA3077260C 2019/8/19 | 2023/3/7 | 20 4E
HER2 ANTIBODY- | Co.,Ltd
DRUG CONJUGATE
IN  TREATING
UROTHELIAL
CARCINOMA
Bl PD-L1 Fifk | SEEAEWHIZE | KB | TWI788698B 2020/8/28 | 2023/1/1 | 20 4E
K H N H &Y et
HIRAF
COVALENT RemeGen KH] | CA2994853C 2016/8/15 | 2023/6/27 | 20 4F
LINKERS IN | Co., Ltd
ANTIBODY-DRUG
CONJUGATES AND
METHODS OF
MAKING AND
USING THE SAME
COVALENT RC 9B | IN426016B 2016/8/15 | 2023/3/21 | 20 4F
LINKERS IN | BIOTECHNOLOG
ANTIBODY-DRUG | IES, INC.
CONJUGATES AND
METHODS OF
MAKING AND
USING THE SAME
—MHiFE REAEYHIZG | S2H | CN218527799U 2021/11/5 | 2023/2/28 | 10 4E
&> Bepr | Bl
AR
et WP SRAS B R0 R 3
A IR W it
HEH T (4D PAFH (D) HEE T (4 P (4D
R R 35 15 342 90
SI A 3 1 34 31
AN BETT ) 0 0 0 0
A EAEL 0 0 0 0
HoAth 0 0 0 0
it 38 16 376 121
E

1.

%%ﬁ@%%ﬁ$%%%#%%,@%&@ﬁ%%%ﬁ%%ﬂ$%u&ﬁﬂﬁ%ﬁ%%ﬁo

2. BRI R R4 AL BP L FIAE H AR R A 2 ) 2 AR B X LAl — R 4ot ACRaE#uk 2023 4 6 A
30 HI R AE 35 AT R = AT
3. WL AR AL BP LA A R AR R 2 AR R K Rl — - Geit, 4% 2023 4 6 /5 30 H
T A B BRI IR AL LR, AR5 L RIS R L F o

3. HIRBAEME
HfL: JC
AL A A A BAHRE (%)
PR 540, 452, 903. 93 449, 671, 836. 54 20. 19
AT RN - -
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RN G 540, 452, 903. 93 449, 671, 836. 54 20. 19
W R #5e N B & IR 127.94 128. 34 -0.4

el ()

WERBN G LEE (%)

BER BN BB EFEREERZURRE
VER ONEH
REHIN, AFDFAHTRE LGN 2008 AL T o s F T B S Bl AR R 27
MRS AE S HINE N AR G, 5 T8 KF Bk S BN A 9 G .

BB BB AL B L B R R 2R 20 B R BN R e B 3 B
&M v AiEH

4. FERIRE BN
VigEH OAEH
i 70
| e | PR | AmEn | g | U S ek | a
5 X I S i e o K| RS
1 RC18 (ZE'E | 166,398.55 | 13,873.91 | 102,703.26 | 1 E: | #& | Hbs | 1. JBIT
(L) Ol | B3k | — | RGE
i | S AR Y]
I : [ERI4 &
IIT#9 | fesd (SLE) .
I PR = 2. ¥AI7
IGA 'S
By it
ARG
I3 o
2 RC48 (4id | 143, 551.41 | 10,500.89 | 91,689.90 | th[H: | #i& | EEs | 1. VBI7
PUZ B O | gk | —U | e
ki | s L aks
H: IT | ik B (B
HHVEM | 1esH fHEE
PEIRIR | & (Ef ey
B
JE) s 2.
MEbRd
LIRS
FEE IR
% bR
o 3.
HITH
Jiges 5
HoAthsE
iSEE
3 RC28 (#i 31,612.76 | 2,565.78 | 18,537.93 | HH. | #i&E | @A | @T7E
VEGF/FGF fi ITTHA | B3R | Ande | PR
e {=p) I PR ity AH AN
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LR AR

[ER4 AR
(& PEEE I
= R
PERR B}
I
4 RC88 (HLA] | 21,290.24 | 2,123.41 | 18,734.76 | HEH: | #n& | BN | 1BI7k
B¢ % ADC) ITH | N3R | %ot | e
I PR fits
[EN14
14
(=

5 RC98 (#i 16, 047. 89 788.55 | 11,753.71 | H[H: | ¥ri& | BN | RS
PD-L1 $7d Tl | B3R | 4 | AE
EPURD PR fit5

[ERI4
1A
=

6 RC108 (¥ 17,518.61 | 1,732.82 | 13,468.50 | [H: | #i& | BN | AI7se
¢-MET ADC) T A | 3R | Aost | AAoE

IR fit 5
R4
1A
&

7 RC118 (Fi 16,587.44 | 1,986.26 | 14,125.46 | WhE: | #& | EHN | iBI7sL
Claudinl8. 2 Tl | B3R | 4G | fAdE
ADC) PR it

[ERI4
&
=

8 RC148 (XU | 40,218.38 | 1, 360.73 2,535.77 | HE: | & | ©WN | WBITE
SEEPUAD Ll | B3R | Ade | 408

JR fit 5
[ENI4
1A
&

9 RC198 (#i 35,135.75 | 2,027.45 6,846.83 | HE: | BiE | BN | WATsE
IL-15 F1 1L- LWl | B3R | 4de | 408
15 a &R IR fit
M) [ERI4

&
t

& / 488, 361. 03 | 36, 959. 80 | 280, 396. 12 / / / /

it

5 HERARBR

RS Ton M AR TR
FEAAE L
AHAEL AR B3
AFBER N R EE (D 1,271 1, 107
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W RN R 5 A w i NEUR LR (%) 35.2 44. 28
UI-ONGE L ey 20, 666. 16 16, 679. 21
OB 2k i 16. 15 15. 07
HEE
IR AR BE (D EL A (%)
it 66 5. 19
fisi - 454 35. 72
AR} 521 40. 99
KERULR 230 18.1
it 1,271 100
TR SR
SIS X ] e (D LE A3 (%)
30 Z LA 687 54. 05
31-40 % 477 37.53
41-50 % 77 6. 06
51 %Lk 30 2.36
At 1,271 100
6. JFAhPLEA

OiEH v ANEH

=, REFRZOEF A0

(=) BORFADN
ViEH OAEH
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