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HRZ RN —FIEIRIADCEY), ¥E/gnectin-4; HERZJUEY] + HEFEREHF2023-04-032FDARFEV-103tAR (FARHFIZEHEIENT.
Mwﬁmwwmé#ﬁﬂﬁﬁ%%)m&m?%ﬁ%%ﬁ%ém%MWWEW%%ﬁ%%ﬁﬁﬁtﬁﬁmmﬁﬁ%o
e EV-103tHRE HEAZIK: #EBZ/CETT + IEFIERET vs R Z BB —%iaT IR SH S ERR AR
ﬁ%@ﬁ@%k&%@%¢%ﬁ%@%ﬁo
EV-103 Cohort K

3
e
i

h
==

factors: L : ¥ 2 antibody,
of actity including basaling PD-LT statis and Nectin4 i i vl on investigator, patient reported outcomes;
Cohort K complated enraimant o 110ct 2021: Data cutoff was 10 Jun 2022

EV + Pembro (n = 69)

| ==
L~ TSRS vs SRS R
—

TABLE 2. Treatment-Related Adverse Events

1
! 1
I 1 s PD-L1
1 . . / . ) ) score
1 Part of an open-label, multiple cohort, phase 1b/2 study in patients with urothelial carcinoma 1 g0 | B High (CPS = 10)
B Low (CPS <101
1 —
1 L i B Mot evsluable
: - Dosing: EV 1.25 mglkg IV on days 1 1 = o Best overall response
and 8, and P 200 mg IV on day 1of 1 &8 # Confirmed CR/PR
! every 3-week cycle = 40 o 07.1% of assessable patients had tumar reduction
1 - - 5 F=
1 Patient Population i Co A 3 = | Primary endpoint: confirmed ORR by I S 20 4 R e
. : : : RECIST vi.1 per BICR 1 -{:
o2 04
|
| o
1 5
: = %
I I8 a0
| @A
1 e - The b —
! (laimuic) sanle stzs wes baligly -
| Eraracterized by 95%Cls | 3
1 ok
1 = No formal statistical comparisons 1 =
1 betwesn the 2 treatment arms
1 0G PS (0 o 112); Exp : 100 o
: I
1 1
1 1
1 1
| 1
1
1
1
I
1
1

I

EV + Pembro (N = 76) EV Monotherapy (N = 73) :

CORRCEIONn s Variable No. (%) No. (%) |

tees 1

mDoR { BICR) (== MNRws 132 H 1 Grade 23 TRAES 118 (632) 35 (4?9) :

S ¢ 7 A S — M— 1 Serious TRAES 18(137) 11(151) |

BCR U HCT) C—— ¢ 1 TRAES leading to death 3(39) 2(27) :
PFS rate { BICR 12-month) (=& === 55 1% ws 35 8% 1

ey R \ TRAE leading to discontinuation of EV anly” 19(25.0) 14(19.2) :

rate { BICR,12-month) e el BO. 76, ws 7TO.7% |

e S RABL G diiapiarait REEDS , | A i TRAES leading to discontinuation of pembro only* 17(224) NA !

=grade 3 TRAEs ( fatigus) (EED N ! TRAES leading to discontinuation of ether EV or pembro 36 (474) 14(192) :

I

2grade 3 TRAES ( neutropenia) (AE=) 5.2 vs s.8% 1 TRAE leading to discontinuation of both EV and pembro? 4(53) NA !

1

HIEKR: EZEDeepMed#iEREE; PMID37369081
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RI&_LRE (ADC microtubule;nectin-4+PD-1) 1B

EV-302 Qg EEEN

o EV-302i IR SIE(EHEEFDANEEE BT LAY + ISR A F A A E AR L RS S IS FB AR, FURSIR R ESEESMOXL,

® EV-302 (tBERAKEYNOTE-A39) e —TFrhines. MMRIMRMI3HATE, EoEREar fSE A RS RS P B S + IRk
B ATE ST SRR,

EV-302/Keynote-A39 Study Design I el e

Male sex, n (%) 344 (77.8) 336 (75.7) Cisplatin eligible=, n (%) 240 (54.3) 242 (54.5)
Screening Treatment Survival Age (yrs), median (range) 69.0 (37.87) 69.0 (22.91) Metastatic category, n (%)
and Baseline (21-day Cycle) Follow-Up Follow-Up Race, n (%) Visceral metastases 318(71.9) 318 (71.6)
= L > F-- . - 3 —i - ~ T = 1 White 308 (69.7) 290 (65.3) Bone 81(18.3) 102 {23.0)
Arm A Asian 99 (22 4) 92 (20.7) Liver 100 (22 6) 99(223)
Geographic location, n (%) Lung 170 (38.5) 157 (35.4)
' I North America 103 (23.3) 85(19.1) Lymph node only disease 103 (23.3) 104 (23.4)
fortumab vedoti = rolizl i Europe 172 (38.9) 197 (44.4) PD-L1 expression®, n/M (%)
e eaa En u.rtu"_rat.: ~” _,.“n + rern.b F)h 'Jmab Physical exam Survival St S LA it e T —
b (Days 1 and 8) (Day 1) ECOG ECOG PS. n (%) Low (CPS < 10} 184/438 (42.0)  185/439 (42.1)
collection Subsequent 0 223 (50.5) 215 (48.4)
A nt R nse anticancer 1 204 (46.2) 216 (48.6)
ssessments [ espo 2 15(3.4) 11(25)
- assessments therapy Primary tumor location, n (%)
Stratification - Upper tract 135 (30.5) 104 (23.4)
| Gemcitabine  + C / PROs PROs Lower tract 305 (69.0) 339 (76.4)
| [ D:a ,{ g 1 an d H I| Data cutoff: 0B Aug N?zn::’lgs'-"sﬂﬂ 2020, LPE: 09 Now 2022 'm“-: mczzri";-nmww:-a“sn,uww-s u-:n}m panents o tha
m.“ Powles et al. is presentation & copyright and responsibility of the author Permession is reguired for re-use.
| ==

1 1
I |
| 1
I I
| I
1 o . x4 |
| |
: 2 ERiE FEEE= , EE TR IS B it S : | SRS s
I 7 IHER, IVES ' f% | B86 ! IS FFED) . I
: n . g FE, = : mPFS (=== 0.45 (95%C| 0.38-0.54) 125vs 6.3 B
! : P=0.00001
: ZEEEE :
—— .47 (95%C1 0.38-0. ] :
:I = o= I ! 0:47 (95%C| 0.35-0.58) 31.5vs 16.1 B
I I P =0.00001
1 E=ERFOE: W& 1
I I
1 EEwREGE: 17.2H | 2 A frs ;
I | ORR | HEEER) P=0.00007 67.7% vs 44.4%
1 FreaEdigl: - 1
| |
I ERICEE: : »grade 3 TRAEs (AEs) 55.9% vs 59.5%
I I

HIERIR: EZAE DeepMedEdEE; 10.1016/j.annonc.2023.10.106
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NCT04724018FH53 Qg

® NCT04724018 24 BE /L EHBAB—NADC LD FHEH (N5 RITHHE B TROP2+Top |) =HRILATFIEBRES FRIEHY | BIFIS, SIERE
VKRB S H R Z RN AR ISR I RIS FRENRENE. T2 k.

® IZIARAIBUE R TS EFESMOSLINFIAnnals Of Oncology, FAREBBRISHNTRFIIS%e M.

 Study Design
'

I Bayesian Optimal Internal Design (BOIN)

cohort of patients
Starting dose

23 7 RS- T
Histology |

70 (63-76), [41-88] J
| Mixed urothelial | 7 (30%)
5 (22%) Pure urot!"neiial i 16 (70%)
18 (78%) Nt:mber of lines of prior therap

SG EV N Race/Ethnicit =,
smglg _1mohs = ETTT S 19 (83%) 11648%)
ET . 2 0% % 11 0%

29%) 22 96%)
=0 ECOG performance status Platinum Based chemotherap 22 (96%)
AR < (61%) et B

= 9 (39%) Bone 6 (26%

Lo . rimary site Kinnev

jPatients had to receive both drugs on D1 of \ [ [ Bladder 16 (70%) 6 (26%)

jeach cycle to continue [ u

[Either therapy could be held on D8 Urethra 1 (4%) 5 (22%)
“DLT rate = Total number of patients who experienced DLT at the current dose U . er tm ct 6 (26%) L m 2 h n°d es 1 ? (74%)

lindependently based on toxicity Total number of patients treated at the current dose
1

10 mg/kg 1.25 mgtkg
6 mg/kg 1 mg/kg

Both drugs given D1,8 of a 21 day cycle e o

Within (0.236, 0.359)

|
|
|
|
|
1
: | DL2 R 1.25 mg/kg
|
|
|
1
|
|

Escalate the dose Batadite céirent | De-escalate the

Table 3. Summary of treatment related adverse events observed in >10%* of 23 patients treated at any
dose level, as of July 2023 data cutoff.
Grade 1 Grade 2 Grade 3 Grade 4
Diarrhea 12 (52.2%) 6 (26.1%) 2 (8.7%) %
Anemia 4 (17.4%) 5 (21.7%) 2 (34.89%:) 4
Meutrophil count decreased 3 (13.0%) 5 (21.79) 4 (17.4%) 4 (17.4%)
Fatigue 8 (34.8%) S (21.7%) 2 (8.7%) = S HFE =8
Alopecia 3 (13.0%) 11 {47.8%) - -
Peripheral sensory neuropathy 5(21.79%) 8 (34.89) - - B ~ R
Nasea 7 (30.4%) 3 (8.7%) 1(4.3%) , RP20 (3 SG & mgskg with EV 1.25 mg/kg with GCSF suppor]
Alanine aminotransferase increased 8 (34.8%) 2 (B.7%) - -
Aspartate aminotransferase increased 9 (39.1%) 1 (4.39%) - - 4
Mucositis 2 (8.7%) 6 (26.19%) 1 (4.3%) - MIE (= 5G 10 magfkg with EV 1.25 ma/kag
Weight loss 3 (13.0%) 4 (17.4%5) - -
Alkaline phosphatase increased 6 (26.19%) 1 (4.39%) - -
Rash maculo-papular 6 (26.1%) 1 (4.3%) - = ORR =t TO%E
Dry eye 4 (17.4%) 2 (8.7%) - -
Constipation 5 (21.79) 1 (4.3%) - -
Dysgeusia 5 (21.7%) 1 {4.3%) - - PES rate § 12-month) = = Ator
Watering eyes 5 (21.7%) 1 (4.3%) = E RES tate (12 month] L
Hypomagnesemia 4 (17.49%) 1 (4.39%) - -
Pruritus 1 (4.326) 4 (17.4%) - - OS5 rate [ 1 2-month? e 865
Hypophosphatemia 1 (4.3%6) 3 (13.0%8) - - "
Urinary tract infection - 1 (4.3%) |3 (13.0%) | -
Anorexia 2 (8.7%6) 1(4.3%) | [1(a.3%) | - >grade 3 AEs (AEs) 785
I"Dne grade 5 pneumonitis, possibly related to enfortumab vedotin-ejfv, is not included in the table. I

HUERIR: EAESDeepMedsiiERE; ESMO 2023; 37871703
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® OMW2821 (§¥Bmnectin-4) RiIBRAEYIRI—FRADCZ),
) TERUAYNZEMS, P RIMETSRIANHNE. BEarSNERIE T BRISRATRL.

TR,

ENAEASLINE (BERE LR

| ) X ] . . .
' Study design and enroliment | Results-Baseline Characteristics
1 I
. i All solid tumor patients Urothelial cancer patlents
1 / KEY ELIGIBILITY \ Accelerated titration and I ———
1
Age 18-80 years RN ATION -OGSE KEY ENDPOINTS | Age, Median (Range) 68(41-78)
1 %
| +[ Locally advanced or EXPA_NSlON N/ Safety ] Age, Median (Range) 57 (32-78) Primary Tumor Type o
I metastatic solid tumor 9MW2821 ivgtt on days - Preliminary 1o Urothelial Cancer 39 (40%)
1 e ECOG 0O-1 1,8,15 of 28-day cycles antitumor activity : Male 25 (64%)
| | + Adequate organ 0.33mg/kg—1.0mg/kg—1.25 - Pharmacokinetics | Male 39 (40%) Cervical Cancer 2 (30%) Female 14(36%)
| function mg/kg—1.5mg/kg | e
1 +« No uncontrolled | Female 58 (60%) Bl s 0 10 (26%)
! diabetes - v L
''| + Noactive CNS Doselevel _|n ! Ecoaps SR £G4 1 29 (74%)
0.33mg/kg 1
X metastases COHORT EXPANSION | Other 21 (27% Metastatic Sites
1 = No severe corneal Urothelial Cancer, Cervical 1.0mg/kg 3 1 0 17 (18%) (27%) etastatic Si
) . . Visceral 24 (62%)
: diseases Cancer and Others 1.25mg/kg 85 q | 80 82%) Metastatic Sites T 5%
-VISCET
! K / 1.5mg/kg 8 e ; - Visceral 60 (62%) : 7 :
—— analysis: April 27, 2023 : P;:’r sﬁz’!‘mmem@ for 25 :;lor mr!“(:thrm for 2(1-4)
1 higres adavan Isease, lan Mk | van iIsease, an
I M Dr Jian Zhang Content of this presentation is copyright and responsibility of the author. Permission is required for re-use. 1 (Range, o 7 (38%} {Range]
e AN € e e e e e e e e e A _ O o e e e U e A o e e e e e |
- o 7 L]
Results-TRAEs in 215% of Patients | smem
Only 1 dose limiting toxicity of grade 4 neutropenia lasted more than 5 days was observed at 1.5mg/kg group. Maximum
tolerated dose was not yet reached. Treatment related death was not observed. y
d [ TRAEs pationts (%) ________| 125mohgn=ss | Almesr | ==o s ==
TRAES, patients (%) AnyGrade Gradez3 AnyGrade Gradez3 Any serious TRAE 14 (16.5) 15 (15.5) ¢/
' ™ " pts
[Chny TRAE 54 63.5) 30 35.3) &3 (64.9) Msq) | | Treatmentdiscontinuation due to TRAE  1(1.2) 2(21)
WBC decreased 30@53)  15(17.6) 35(3%1)  18(186) Dose reduction due to TRAE 3(35) 3(31) ss.52c
N 30 35.3) 16 (18.8) 34 (35.1) 18 (1856) Treatment intemuption due to TRAE 24(28.2) 26 (26.8)
| Nausea 16(188) 0 22(227) 0 B AElSstReasisH
" ASTincreased 19 (22.4) 1(1.2) 22 (22.7) 1(1.0) REC: locros A
Rash 15 (17.6) 1(1.2) 19 (19.6) 2(21) AsT
= Nausea |EE—— e
Alopecia 15 (17.6) 0 (0.0} 19 (19.6) 0 Faigos (ae— 55.6%
Fatigue 15 (17.6) 1(1.2) 18 (18.6) 1(1.0) Rash |ee—
2 Vommng ]
Decreased appetite 15 (17.6) 0 18 (18.6) 0 Dot it 94,43
Anemia 12 (14.1) 2(24) 17 (17.5) 2(2.1) Alopecia  |ee— —
Vomiting 15 (17.6) 0 16 (16.5) 0 Peripheral sensory neuropathy | ———— - Crade 1-2
Anemia TRAEs ((AE=) 64.99
Phriaha!al GO NPy 14 (16 5} o 16 ﬁﬁ 5) 0 0.0% 10.0% 20.0% 30.0% 40.0% . )
I.rsatmenl W&gdvﬁrw event; WBC, white blood cell; AST, aspartate aminotransferase Patients gxperiencing TRAE. % ‘1_2‘5’“9”‘9) ade3 A TRAES AR 3519
! 2023 Dr Jian Zhang w‘l tent of this presentation is copyright and responsibility of the author. Permission is required for <e~use.ﬂ

HUBRKRIR: EAEHDeepMed#iERZE; ESMO 2023; 10.1016/annonc/annonc1324
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® POLARIXH#iT (NCT03274492) E—REHREH, Ml WE. RRFISIERAIIEIGREFF, tikPola-R-CHP+%i vs R-CHOP+ PO'a+R CHP
LRI F DLBCL—Earr i R R,
POLARIX | ---mm ool :
1-6/5HA PFS by INV (EZ££) *: aFl{E 0.05

_ Pola-R-CHP+Z&5 4 EE_-,.“
18-80% (n=440)

-8JEH
AADLBCL -/ & [ [1

EFS. CR.
N=879 R-CHOP+Z&3

B ) OS**
(n=439) DFS. OS%; ChESH DI 0,002

CR#by BICR

FGNONHVHJ

FhHEASHT2: aiSi{E 0.002
v EFIPIFS (2vs 3-5) , KBHYERE (<7.5vs 27.5cm) | HXHHTHE REDHT: aF{E 0.04
vV RIS TONSTS, EFHELN, ST SRR IR A M A S IR E b
v PFS: BEHCFHAEZERHHE. SASHIRERNTE

als{E 0.01

| IR
2022-08-24
’ 2022-05-25 ’ PMDA
Indicated for the
EMA ) =3 P\ LG
’ ’ 2021-12-04 ’ 2021-12-14 J\Eﬁﬂﬁ bciitorion ’ 2022-06-02 tr.e;]tmenT of ;ljatlents :;\;PAM i;zAj-oh,- 19

Ani 1ol i with previously
MFING ASH 2021 N Engl ) Med the treatment of adult ASCO 2022 untreated diffuse large > 2023-01-11 [machine translation] BATFE: Indicated in > 2023-06
THERE PFS rate(26):76.7% vs PFS rate(2-year):76.7% atients with previ PFS rate(24):74.2% vs B-cell lymphoma Blood The combination of combination with a ASCO 2023

p previous... : e el i y . ’ B ——
1000 A 70.2% 70.2% 66.5% (DLBCL). PFS rate(25):74.2% vs rituximab,.... rituximab product,... PFS rate(2-year):77.1% 2024-06-30

2% vs 70.2% v 70 sa 66.5% =2 BV vs 67.0% AT

HIEER: EZETTDeepMed#iERE; 10.1056/NEJM0a2115304; *EENHT (PA) HHRITEITTARENERE2281PFSSEM-BEMEBREZE/DHE241BRJHT, SERREERE241MPFSEMRTHTT (REMEVI241TA,
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POLARIX

o ILAZH87IREE, BA160ZILM

o
==

&%

BE, 62%HIBAEIPI3-57, £91/3p9BE/EWBANE (ABC) IE, 2945%HBEATREAEIN/ =F] .

o h{ypEiF28.21MH, Pola-R-CHPABEERI2FPFSIELLR-CHOPAEZEIRS: 76.7% vs 70.2%, HR 0.73, 95%Cl 0.57-0.95, p=0.02; {HFHOSK CR=E

AUNEBEES.

pola+R-CHP vs CHOP+#|Z& 81
hd

\\\\\\

Li=PRpliog

=
=

PFS rate ( 2-year) E

0.73 (95%CI1 0.57-0.95)
P[two-sided]=0.02

76.7% vs 70.2%

EFS rate ( 2-year)

0.75 (95%Cl 0.58-0.96)
Pltwo sided]=0.02

75.6% vs 69.4%

CR

OS rate ( 2-year)

Pltwo-sided]=0.16

0.94 (95%CI 0.65-1.37)
Pltwo sided]=0.75

78.0% vs 74.0%

88.7% vs 88.6%

ORR

Grade 3-4 AEs ( iR RBIRINE) (AEs)
Grade 3-4 AEs ( BRERERIRRIRD) (AL
Grade 3-4 AEs (#if1) (Afs)

Grade 3-4 AEs (Bi%) (AEs)

SAEs (AEs)

AEs (AESEmE (FrA/=24) ) (AL

HEKIR: EAEHDeepMed#iERE; 10.1056/NEJMoa2115304

85.5% vs 83.8%

28.3% vs 30.8%

13.8% vs 8.0%

12.0% vs 8.4%

15.2% vs 12.6%

34.0% vs 30.6%

52.9%/13.8% vs 53.9%/16.7%

Pola-R-CHP

R-CHOP

20 - Hazard ratio for progression, relapse, or death,
0.73 (9526 CI, 0.57—-0.95)
10—+ p—0.02
0 ] T L T T I 1
(o] 6 i 7. 18 24 30 36 42

Months

= [Hl
l!ht

M Pola-R-CHP
90 —
(%] 30—
=
@ 70 — R-CHOP
=
(== 60 —
‘s
= 50—
Bn
= 40 —
S
1= 3@
& 20 Hazard ratio for death,
—— 0.94 (95% ClI, 0.65—1.37)
P=0.75
0 T T T T T T 1
(0] 6 12 18 24 30 36 42
Months

It

(8]
C
m
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FDA ODAC

® 2023F3H9H, FDA ODACEZRZRZLA 11 : 2 IAAETPOLARIXFARER, HERZRPIAERMERZIATrAIRBAMIMERE (LBCL) BE (8#EDLBCL NOS)
REEERNRYR D - XBSAFILE
® 2023F4H19H, FDAHLE4ERZIRETEXSR-CHPRITEHEREZAT,. IPIiTo2258IDLBCL NOSE{HGBCLESA.

Bl VOTE (11) ittt ittt ittt ettt ittt it VOTE  (2) [

[

gER

HARMCUBE

h

S

Amit Pai, PharmD, FCP  Grzegorz S. Nowakowski MD  Louis F. Diehl, MD Ravi A. Madan, MD
C RMEBSMEN ¢ PRSHEETHEE « SHREESESCART + HEOSEEAKINE

Mark R. Conaway, PhD
» BEX, BATHEAN

PES 0§ Ethter NEREN CIMEREE o REBEMINRREE  BE  FIEEMBENAEE | RRRMERAEE

! © WS, MRS« EOEEERE + FNH(EIEI, (EBFAR ii i

Pola;ﬂ-gHP$EttR-CHOPZ@+ RA0SHH (FARE39.71 {Eggﬂgﬁﬂ@%@%ﬁ% ﬁ%Aﬁéﬁﬁﬁﬁﬂﬁﬁ%ﬂfﬂlﬁ I A A ¥ :
TEBH (modest) PFSHE B) , &@rpola-R-CHPH EEHRH L) ! . . i |
(HROT3, 95%CI05T-095,  OSEEES (HR 0.94, 95%C | w Jorge A Garcia, MD, FACP  Neil Vasan MD.PD e et ouse ; Mikkael A. Sekeres, MD, MS |
p=00177) 067133 - PROFERN BFE . PROERENEIENT . ABABERMTINN spuaey |+ FARIMRNTEAMER
Pola-R-CHP resulted in a The final prespecified Analyses of other efficacy Heterogeneity of the study i FFERREREN + SHOSERRFARY Bk i: RRLRAIFETRS T :
modest PFS benefit over R- analysis of 05, with a endpoints, although population has the L BHRAEN C RVEEERATEEEN . g)E 3 i |
CHOP with a hazard ratio median follow-up 39.7 supportive, have limitations. ~ potential to impact the : y RORRRRETA R BT :I I
(HR) of 0.73 (95%Cl 0.57- months, did not interpretability of the ! | I I
0f93)0?f7“; |(09'fa(1(;< F(Ji'Va|U€ demonstrate an : results, ' Christopher S. Coffey,  Kjeron M. Dunleavy, MD Paul V. Majkowski, Esq ~ Sandra Finestone, PsyD ! :
of 0.0177 (two-sice i tin 0§ ! X l
005 R R0 PHD.us . PRSREEOAMRENY - REORTBENS - ! ;
95%C1 067-133), ' BREL « BOREERAT T !

i « REE, BREARSHR - AMEREINREIRE Ii i

; T ! :

FHRlEE: NextPharma®EiEZE

HUESRR: EZETNextPharma®gdEZE; 10.1056/NEJMoa2115304
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DLBCL(minor groove;CD19)  lIH}IGFR

i

RMCUBE

LOTIS-9fff5% (NCT05144009)

o FEEAZEEHIZ ADC Therapeutics ABRII—FEERICDT19MADCEY); ZRBAZE R T2021-04-232 FDAGRINAFRBR RS IFE LA LRI 55
TTHIR A SR /MEAABMAITHEERENAY), SEIFFEXEEAIDLBCL, EMEHEREECAIDLBCLITE S 5! BZREH .

® LOTIS-9f% (NCT05144009) , XIMAREEITH Lonca BXEFZEBNMKE AR —&IaT BEINIAME/ EFSDLBCLEZNT I LS M. £
BERACRESER A RBENIEAL,

e ADCT52023%7 B 11 HEEEFIHILOTIS-IOARIFEEANR, RRTEENEREISWREFEXGETPHANARE (TEAE) . 2, 5T
% (ORR}X94.1%, CRik58.8%) BZ,

« EE[EEE E A TSR ERITS maim2, 2 loncastuxkimab tesirine 150 pa'kg; E2EEE loncastuximab tesirine TSR ERETE1 T EEEER R E2E
EEE LB, loncastuximab tesirine FfISESSERAETE1F{FH, {Bloncastuximab tesirinei@®&075pgkg, RIEESER{GESSTIR
v SRS, FIEEEE MERRIEEER1400mg

- LOTIS-9
i DFIA (N=40) v FEES: CREF i
| — sGAFFEAUNnfitEE o 4 A EEEES |
| | e BehseRl4MEREE |
. miEiEmZ=ADLBCL 2 P et R FRISEE |
. EIEEMPEAEDLBCL | imcoamenn o, PAmE s v Sk |
| HGBCLFIFL 3b_ S — - |
: ECOG 0-2 FUA (N=41 ORR. FFS. 0S. :
| EIEEmL (2014 PRI DOR. 24 & |
5 Luganc) - ﬂ%&ﬁ%ﬁﬂfﬁ@i&%ﬁ“@ﬁ%ﬁﬁ HIThs. aeEk |
i Lancasiuxrman T:rnr%flxl'rﬂn | LA .E:: E%E% :
| SRHECRREEIENE], PREBSENNEE, SOEEEaENE i

HiESkIR: EZ5EESDeepMed#iEEE; https://www.163.com/dy/article/I9R8FOSU0534Q32Z.htm

FGNONHVHJ
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DLBLC

DLBCLAJTEIHFADCES4)

zilowertamab vedotin

STRO-001

ABBV-319

LCE73

SGN-35T

HDP102

BETE R B RE)
Mitsubishi Tanabe Pharma ADC
minor groove, minor Therapeutics, Swedish COrphan B s
groove, CD19 Biovitrum, Spirogen{AstraZenec
a) sREEEglr
. : Seagen(Pfizer), Millennium
IERCIERLIETE IICEEREE. Pharmaceuticals(Takeda o == iy =1
CD30 :
Pharmaceuticals)
microtubule microtubule, Seagen(Pfizer),Genentech(Roc :
CD79b he) e L
Uniwversity of California, San
microtubule microtubule, Diego,Oncternal
ROR1 Therapeutics,VelosBio{Merck INIEIER
& Co.)
Cm“*m‘cﬁﬂg ule,ICrot: o o Biophanma MAEESS VIEBISE
CO19.GCCR AbbVie FoERTR
minor groove, minor SANEL hatn
grﬂ%ve,CE]:Tﬂ Eiﬂﬁt_:riﬁnce,LEB:llcsuda FoeEiR
erapeutics
CD30 Seagen(Pfizer) JoERE
Pol ILPol 1,CD37 Heidelberg Pharma JoERfR

BRIRER: EARE NextPharma®EiEE

Ee a0tz B ER (2 EK)

i Erh

o=l uly=)

2z 8 iy 7]

|1k ElEg=s

G =S

IEAiER~

IERIER=

IEAimRE
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S&IEBHEE(BCMA) IHAIGER

& ERER
DREAMM_? hg PHARMCUBE
® Blenrep2E=%%75% ( "GSK" ) AE—FKEEMBCMA ADCZ54); DREAMM-7 || BRIgRIXE2—InZ 0, Fitnes. BEfiE, ¥d blenrep
ERETE K+ ERNEIAFT ZURTFIMIBIR + KN, AT ER/EatEZ Kt S IEEREI TSR LM,
® 20235F11H27H, GSKA AT Y DREAMM-7IIEDHEVFIRGR, 12 IARE T THEEFH(PFS)MNEEL R, E/RBlenrepBASHIEK +HEZEK
#x(BorDex), SiAETEZ/LR + BorDextitt, EBEEK T HimitEaFLT_AYAYE.
O 7 A=
BiER 111EH 111E8
15 A ZEESEERE ZEtEE e
IR T Aoy Zrhity, FrE. BEf Zrhi’y, AR, BETL
ot Fe = SN s Eﬂiﬁ%ﬂ}?&} g (@iﬁ%ﬁﬂgﬂﬁ
E=EAE 494(1:1) 218 vs 107
GE A B%%;Eéﬁ%ﬁﬁﬁg{%ﬂ{*ﬂjs &j‘j—; Blenrep vs ;B S EREHEFIEHE=EK0
mPFS: 11.2vs 7.0H
ok item AIPFSEIEESR S HR 1.03 (95%CI 0.72-1.47) RIAZE|IEFRZ =
P=056

mOS212vs211 H
HR 1.14 (95%CI1 0.7/7-1.68)
s st BEESEIGFENK OS B e
Grade 3-4 AEs
7% vs 74%

HUEKIR: EZESDeepMedEiERE; PMID37793771; https://www.gsk.com/

FGNONHVHJ
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fEMBCMATEESRADC

® [THRFEEAY MEDI2228 RAARSEMH, RILTHEZ A EHEEM O BHIGRAR,; mTHE L THAS &S EI'J BCMA {&1%25%) AMG224,
® SIREZRY HDP-101, IESE12BHNIBFRIASHEIN EHDP-101-01 R ERHNZ RIS IEEEETURINER, =/ \Fh7 M EZATF Y
FIEREMSYE, GRETLCHERENSE, YL,

@%ﬁﬁ%&aﬁr
belantamab microtubule; GSK;Seagen J&8;ALIEMTEEE e .
=
IR
HDP-101  Pol IBCMA #5;Heidelberg ZAHEEEE  I/IHIERK \lRERET active
Pharma
AMG 224 m'céf:tp':‘ﬂi“'e? Amgen ZAEMBWE  HERK 75z inactive
minor
MEDI2228 groove,BCM AstraZeneca ZAMtEiaE  IHlGK G FRAT inactive
A
Celgene(Brist
ispectamab microtubule; ol-Myers = : :
debotansine BCMA Sqmbb) Sutro FrRUEEEE Ao Ll e
Biopharma

HiERIR: EZE NextPharm#dEREE; https://ash.confex.com/ash/2023/webprogram/Paper182480.html
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BL-B01D1-101 (ADCYin)

® BL-BO1D12Systimmuneff kL IERE N EGFR/HER3WERSADCEY), BEURIEAM (FIH) IHAI

H TSN E PR S, TSRS
Study design of BL-B01D1-101

Dose Escalation Dose Expansion

':,"."-;' ,1 ‘x-'C"'|" r_"‘;f'!_-

[ NSCLC (EGFRmt and EGFRwt) J D1D8& Q3w + D1 QIW

f/Ke',- Inclusion Criterias -\
. Localy 027,15, 3.0 makg
" NPC previously treated D108 Q3w+ D1 Q3w
+ ECOGPS0 D1D8 Q3W ‘
Measurable disease per RECIST 25,30,35 mg!kg La.
v SCLC previously treated D1D8 Q3W +D1 Q3w
apy or without D1 Q3W
HNSCC previously treated D1DB Q3W + D1 Q3w

) 4550,60mglkg

Antitumor Response by tumor types

* All EGFRmut NSCLC had prior EGFR TKI, 89% (24/38) had prior 3rd-generation EGFR TKI, and 74% (28/38) had prior PBC'.

* All EGFRwt NSCLC had prior PBC, 90% (44/49) had prior anti-PD-1/L1 and PBC.

EGFRmut NSCLC
(n=38)

EGFRwt NSCLC
(n=48)

NPC
(n=28)

HNSCC
(n=15)

Other
(n=2)
Median prior treatment
line (range)
BOR, n (%)

3(1-7) 2(1-8) 3(1-9) 3(1-T)

24

ORR, %

(95% CI) | |

DCR, % 5% 91

(95% CI) (BD.4-97.7)

HIESE: EZEETDeepMed#iERE; 10.1200/JC0.2023.41.16_suppl.3001; ASCO 2023

mHORIS (BL-BO1D1-101) FiFhTHTE

Safety of BL-B01D1-101 Study

Overall Safety Summary

Median Follow-up (months)

Treatment Related AE (TRAE)
Treatment discontinuation
Dose reduction
Associated with death

Grade 23 TRAE

Treatment Related-SAE

#Two drug related deaths we

| &R
BL-BO1D1

#£20

ALL
Patients
n=195
4.1
180(92%)
5(3%)
48(25%)
2(1%)*
111(57%)
56(29%)

myelosuppression

EximE

TRAE in 210% patients, n (%)

Leukopenia
Anemia
Neutropenia
Thrombocytopenia
Nausea

Vomiting

Alopecia

Asthenia

Decreased appetite

Hypophagia

PHARMCUBE

ﬁ EDER

S

BL-B01D1-101 (N=195)

All Grade
119 (61%)
114 (68%)
104 (53%)
98 (50%)
65 (33%)
58 (30%)
56 (29%)
43 (22%)
43 (22%)

32 (16%)

2G3
59 (30%)
49 (25%)
67 (34%)
46 (24%)
1(<1%)
2 (1%)
NA

2 (1%)
1(<1%)

(o]

Hypokalemia 22 (11%) 5 (3%)

Data cutoff: March 13, 2023

FGNONHVHJ
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BL-B01D1-101 (ADC¥i)

® ESMO 2023 R R 7 SR EEIE—HHERI ST IR £,

Age (Median, Range)

Madian bazaline S0D

(rangea), mm

# of metastasis organs
(median, range)

CNS Metastasis at

screaning

# of prior treatment line

ALL NSCLC
(M= 102)

57.0/(20.0- 82.0)

54% (55/102)

62% (63102)
36% (37TH02)
2% (2/102)

8% (B/102)
929% (94102)

8114 - 327)

3(1-7)

31% (32102)

19% (19102)
30% (31102)

N

51% (52102  J

e

28% (1140)

B5% (34140)

13% (5/40)
3% (1/40)

13% (5/40)
BE% (35M40)

58 (16 - 123)

3(1-7)

55% (22440)

3% (1/40)

28% (11/40)
70% (27/40)

NSCLC EGFRmt NSCLC EGFRwt
{N= 40) (N=82)

57.0(20.0- 82.0)

57.0(32.0-74.0)
T1% (44/62)

47% (29/62)

519 (32/62)
2% (1/62)

5% (V62)
95% (50/62)

63 (14- 327)

3(1-1

16% ( 10/62)

20% (18/62)
32% (20/62)
30% (24/62)

HEsRR: ELRESDeepMed#idEREE; 10.1016/annonc/annonc1331; ESMO 2023

________________________________________________________

| Fisera=
I
2 JEaiE B S By HE KRS
= WIEE, WVEE 114 IEE (FrER)
=
4 TEEMT —EERL bissy
F- eSS T
- 2021-11-29
- 2023-05-31
| 58
BL-BO1D1
-

E£S0 Lisha Tl ==
mPFS [ EGFREETE) 6.2 E
ORR [ EGFR3EZE) 63.2%
DICR [ EGFRZESE) 89.5%
mPFS [ EGFRESEEY 52 H
ORR { EGFREFERY 44 0%
DCR ( EGFRESE) 94.0%
AEs [ ILD) (AE 0%

FGNONHVHJ

22



ZL.B5%= (EGFR;HER3) IHAIGER

[

”lm

h

¢ =2
NCT05470348 (ADCHUR) ’
® NCT054703482—IIHAlImPRIRER, RIYBL-BO1DIEARYIBREYE SRR L MR IR At SUAE R E FRIFIERBISME (DLT) | RATIH
2 (MTD) . #=FIHRIE (RP2D) | #1573, BHRMNERHEFIRERME.
o FSHISERER, EITNBC, HRHER2-FIHER2+MBHEATMILBESRENNT, SIERESBIH455%, 33.3%F125.0%, BREEHIERS
B179100%. 68.9%F187.5%.
Study Design . Table 3. Efficacy by Tumor subtype
! BOR. n TNBC HR+ HER2- HER2+
Eligibility criteria I —— tr;nnt l (n=35) (n=38) (n=23)
1.4 mgilg : or trea ine
b . medangangy) 309 404y 409
breast cancer and other solid who | R Candidana ' CR 0 0 0
e _ | PR 1 17 9
o Erewuusly treated with standard ! cPR 8 - 8
s 1
o Easlem Cooperative Oncology | PR contrmason pancng e o 1
Group performance status of 0-1 m sorgis | '+ SD 21 19 1
0 At least one measurable lesion ) SO ongaing mith sheabage 12 12 /
per RECIST v1.1 , PD . 3% 2;% 393
n d In the dose-expansion phase, subjects | 1.4 44 A%
i e Sl LAl Irceived BL801D1in 25mgkg D1Ds aaw, | | ORR. % (95% C1) (16.9493)  (286-617)  (19.7-615)
l 22.9% 18.4% 26.1%
 ¢ORR, % (95% Cl)
Li;cmary endpoints: DLT, MTD (or MAD), RP2D i “‘;:::1} {?;.:::) l“;-?‘;;“?
ondary endpoints: | DCR, % (95% CI) : ] :
Exploratory endpoints: PFS, DS Bmmarker NAD s —_— {_?_sf‘??'_?_)_ — _[??;3_' ??_"_3 _____ { ??_4_"‘_37_' . 2} -

#HEERIE: NextPharma®#@ERZE; SABCS 2023
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ADCERAFREE

ADCZEYIR R ELE i

o RkEEFEMNADCEEAEETEEItyrosine ERBESEIEZ(ARORT, HER3, EEIUEHEZMIELHTSF5 (CEACAMS) | METFIPUKERIERER
HIEIGEEH2B (SLC34A2, tEFRANaPi2b) . g, CEACAMSZE—MZHIEsREHMTDF, SHEAIEZEMFSYIFIIEIES. ok, JIFEBE
CEACAMSRIADCHRIIEMEHTIRAINY, SFEATIRNAEME (NCT05245071) | FLERMEMBRAERE (NCT04659603) FHEHAJtusamitamab
ravtansine/SAR408701, LANATIEHAZEEREE (NCT05464030) HEHIMI140,

o ADCHIEEREELAHEFHEZ. clinicaltrials.govA5lH T 15002 THADCRIIRARIATY, HsRHEZHIZYIHNIRRIZE (B1) , FRFFADCH LiHtE
AR HAERENEF S S,

[l

gER

HARMCUBE

o

50+ Fig. 4| Number of new ADCs reaching clinical trials
B Tubulin binders between 2012 and 2022, The number ofnewADCs E
459 | M Topoisomerase 1 inhibitors entering dinical evaluation has mpidlyincreased over ey
[ | DA tangeting the past few years. The fraction oftopoisomerase | %
ol B othes inhibitor-containing ADCs has increased since 2021 o)
o [ [rer— Tl'trt..‘isan increasing fraction of undisclosed payloads g
[45% in 2023).
g m
= 301
Eo
k]
ba.
2
151
04
5+
ﬂ =

M DT O AN3 0 0B A6 0T 01\ 0B R0 AN 208
fear

El1 20125 F2022F A NIGFRITIRAIFTADCEE

HiESE: PMID37308581 .



ADCEWEIE;EEEE

MRAISEEXRER. FFARITENIRE: FRRNANFIERRFRAZIERNSRSENEIR, AMEEnREEFHHE
Bl e MFEFEADCHIRRHYHERZ,

o ADCEHMFHNRITEEARBRTHITAY. Hlan, BEHEZRESEADC, SHEEFHERNGTHEENETT. it RRRAIHS F&
BEADC LIESIERTER R RN/ S REiERIHEFIEEVER, BB EASNEA R 2B RIAD CEERMEH1 TR AR
15,

First generation Future
ADCs Perspectives

e.g. -DM1 1) Bispecific

ADCs

¥
* %

-Mew linker technologies ( T DAR);
-improved conjugation chemistry;
-membrane-permeable payloads ADCs

2) Dual-payload

. 3) ADCs with
Next-generation ) g

immune-
ADCs stimulating
payloads
- T therapeutic index (e.g. TLR8 agonist)
- bystander effect; E 3 z
- T tissue agnostic profile. : s 4) Radionuclide
- ADCs

KK

- e.g. T-DXd

#AESE: CA Cancer J Clin. 2022; 72(2): 165-182.
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EBER

as=/m B Disclaimer of liability

AREHELRESHIE REELSES T, B
IREXMRIE .

EHRES AN AIRSE AREHEGE B Z P RSN

SMROIETE, DIRSAERERIT, R, RBEIN.

i NEREERARSER, NREEESERAS
Bk, ERELBANE. ERBLASRENE
WA AR EMAEAER.

ARSI AR INEE S8R LRFER, K
IR B ISR A,

s OHEE0

Tel: 010-64736966 iPeidhe it
021-66292268 ER-riaro::

DE;_.'_—.B—.-_,- i

bR X EREHHARE1308=
EEmiKTERERXEFR1128 Y1 E611=E
AN T EXEi#E218SA1HEFEEE301E=
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