Primary Efficacy and Safety of BL-M07D1 in Patients with Previously Treated HER2-positive
Advanced Gastric Cancer or Gastroesophageal Junction Adenocarcinoma (GC/GEJ)
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Background Study Design Efficacy

Anti-HER2 mAb d BL-MO7D1 (T-Bren, Trastuzumab  All patients treated with BL-M07D1 were included in the analysis.

Brengitecan) is an anti-HER?2 d Among the 76 enrolled patients, median prior line of therapy was 2 (range, 1-6). The ORR was 55.3%, confirmed ORR was 47.4%.
antibody-drug conjugate (ADC) 2 Median DoR was 7.4 months. Median PFS was 8.4 months with 9.0 months follow-up.

comprised of a humanized anti-HER?2 N Ino!(:)ertal?-Ie |I-|O|§|?{”2y ad\{?ncleld of [ For dose 5.0 mg/kg D1Q3W, the ORR was 57.6%, confirmed ORR was 48.5%. Tumor shrinkage occurred in 89.4% (59/66) of
antibody, a cathepsin B cleavable metasiatic “POSIIVE/IoW- patients and the median (range) shrinkage (%) was -44.5 (-100.0, -1.0). Median DoR was 7.4 months. Median PFS was 8.4 months
linker, and a novel topoisomerase | expressing GC/GEJ cancer and other with 9.0 months follow-up.

inhibitor (Ed-04). gastrointestinal tumors  For all patients, median follow-up for OS was 10.4 months and median OS had not been reached.

0 Here we present results of BL-M07D1 a Previously failed in standard therapy or ~

in patients with previously treated iInaccessible to or not suitable for

EI|g|b|I|ty Crlterla

Dosmg Schedule

" 7.4 mg/kg D1Q3W
6.8 mg/kg D1Q3W
6.2 mg/kg D1Q3W
* 5.6 mg/kg D1Q3W
* 5.0 mg/kg D1Q3W
~ 4.4 mg/kg D1Q3W

0 D 0 D10
ED-04(TOP1)  HER2+ (IHC 3+ or IHC 2+/ISH+) standard therapy before enroliment /3.8 mg/kg D1Q3W stal (N=7€ or e of therat or lines of therar
advanced gastric or gastroesophageal 0 Eastern Cooperative Oncology Group ; =
et rformance status (ECOG PS) 0-1 3.2 mg/kg DTQSW
junCtIOH (GC/GEJ) cancer from three periormance status ( ) _ 2.6 ma/ka D1Q3W Median (range) prior line of therapy 2 (1-6) 2 (1-5) 1(1-1) 2 (2-5)
phase I/l studies (BL-M07D1- a At least one measurable lesion per -6 mg/kg D1Q Best overall response, n (%)
101/102/202). RECIST v1.1 In the dose-expansion phase, patients were CR 1(1.3) 1(1.5) 0 1(2.9)
NCT05461768 NCT05631964 D1 Q3W regimens. Confirmed 35 (46.1) 31(47.0) 14 (45.2) 17 (48.6)
NCT0603158 4’ ’ - _ S PR Pending Confirmation 2 (2.6) 2 (3.0) 1(3.2) 1(2.9)
Endpoint SD 28 (36.8) 23 (34.8) 10 (32.3) 13 (37.1)
Objectives 5 DLT, MTD, RP2D, ORR, DCR, DoR, PFS, OS, safety ) PD 4 (5.3) 3 (4.5) 2 (6.5) 1(2.9)
2 (2.6) 2 (3.0) 1(3.2) 1(2.9)

NE
_________Enrollment Safety o G

 Treatment-related adverse events (TRAEs) occurred in
98.7% of all patients, and grade=3 TRAESs occurred in
86.8% of patients (Table 2). The median time to
resolution of grade 3 or 4 neutropenia was 5-6 days.

d BL-M07D1-101/102 (Phase |):

= The primary objective is to assess safety and tolerability and determine
maximum tolerated dose (MTD), dose-limiting toxicity (DLT) and
recommended phase |l dose (RP2D).

55.3 (43.4, 66.7)
47.4 (35.8, 59.2)
92.1 (83.6, 97.0)
72.4 (60.9, 82.0)

57.6 (44.8, 69.7)
48.5 (36.0, 61.1)
92.4 (83.2, 97.5)
74.2 (62.0, 84.2)

58.1 (39.1, 75.5)
45.2 (27.3, 64.0)
90.3 (74.2, 98.0)
77.4 (58.9, 90.4)

57.1 (39.4, 73.7)
51.4 (34.0, 68.6)
94.3 (80.8, 99.3)
71.4 (53.7, 85.4)

O As of July 31, 2025, a total of 76 HER2 + GC/GEJ patients
were enrolled and treated with at least one dose of BL-M07D1
across various dose levels (Table 1).

Confirmed ORR, % (95% ClI)
DCR, % (95% CI)
CBR (6m), % (95% CI)

L Among the 76 patients, 5 patients were treated at dose

. Th q biecti elud uati imi o q | Median DoR, months, (95% Cl) 7.4 (5.5 NR) 7.4 (5.9, NR) 4.5 (2.9, NR) NR (6.3, NR)
€ seconhdary o jectives jneltde eva uating preliminary efficacy an levels<5.0mg/kg, 66 patients were treated at 5.0 mg/kg, and 5 Most only had 1 episode. Median duration of ™™o for
pharmacokinetic (PK) profile. patients were treated at dose levels>5.0 mg/kg. QO Two cases of treatment-related ILD (1 G2 from 5.0 PFS, months, (95% CI) P 9.0 (7.6, 11.3) 9.0 (8.1, 11.3) 8.2 (5.5, 12.3) 9.9 (7.6, 15.2)
0 BL-M07D1-202 (Phase Ib/ll): Table 1. Patient Characteristics :‘;g/c')‘r?egmwv’ 1 G2 from 6.2 mg/kg D1Q3W) were Median PFS, months, (95% ClI) 8.4 (6.4, 10.2) 8.4 (6.8, 11.3) 8.4 (5.6, 11.3) 10.2 (6.8, NR)
= The primary objective is to further evaluate safety and tolerability of dose 5.0 Total Totals'o mg::i ?:Q?"grior = O At5.0mg/kg D1Q3W, 2 (3.0%) patients discontinued Mﬁ_:on:] PFt.S rat:]: |/T (95/0?) e o U 2131809, 77.9) a4 (551, 883)
and 5.6 mg/kg D1 Q3W, to determine RP2D , and to evaluate the preliminary (N=76)  N=66) (N=31) (N =35) BL-M07D1 treatment due to TRAEs. No treatment 0S. menfhss@BBCY 10.4 (8.5,11.3) 9.6 (8.5, 11.3) 8.4 (5.8,9.2) 11.3 (9.0, 12.1)
efficacy in I;I]ERZ Ipf)s|t|v_e/Iow-exprEess|ng advanced gastric or Vedian (ranae) age, vears 50.5 610 61.0 £0.0 related death was observed. Vodian OReonths, (95% CI NR (103, NR) NR (100N NR (0.5, NR) NR (10.0. NR)
gastroesophageal junction (GC/GEJ) cancer patients. ot n (2567'0’7;40'0) (2561'0’7;43'0) 2(23;3;46) 2(26’747143) Table 2. Treatment-related Adverse Events (>20%) 9-month OS rate, % (95% ClI) 73.0 (59.9, 82.4) 75.4 (61.1, 85.0) 81.5 (56.7, 92.9) 71.8 (52.7, 84.3)
= The secondary objectives include characterizing pharmacokinetic (PK) profile dEtilvo (75.0) (77.3) (80.6) (74.3) 12-month OS rate, % (95% CI) 62.7 (47.9, 74.5) 66.2 (49.9, 78.3) 61.2 (29.2, 82.2) 67.3 (47.3, 81.2)
and immunogenicity. Median (range) weight, kg - 5 52739 7) (36 %889 7) (44 58859 7) (36 %6go I reatemms; (:lgt;é) - m%/‘:(:gﬁg)msw
L . U, . .0, . U, . n % . - H
HER?Z2 status, n (%) A : Change(%) in Tumor Size from Baseline Tumor Response by Months
. . . IHC 2+/FISH positive 18 (23.7) 17(25.8) 8(25.8) 9(25.7) e 08(89.5) 41(539) 60(309) 35(530) T Prior line of therapy
J Three phase I-ll studies (BL-M07D1-101/102/202) enrolled patients with HC 3+ 58 (76.3) 49 (74.2) 23(742) 26(74.3) | | Leukopenia 66 (86.8) 36 (47.4) 57 (86.4) 32 (48.5) ° 2L and avove
previously treated HERZ2 positive/low-expressing advanced GC/GEJ cancer. Primary tumor site, n (%) _ e e Responce
. . : Thrombocytopenla 61 (80.3) 32 (42.1) 95 (83.3) 31 (47.0) 80 - 80 - ‘ ggg% B%%%%rése
A All enrolled patients were treated with BL-M07D1 at doses of 2.6~7.4 mg/kg Q3W Castric 55(r24) 48(r2.7) 22(71.0) 26(74.3) - o
regimens Esophagogastric junction 21(27.6) 18(27.3) 9(29.0) 9 (25.7) Neutropenia 60 (78.9) 39(51.3) 52(78.8) 36 (54.5) E 60 o
' Presence of prior imaging _ T L0 o
Study Endpoints veritoneal metastasis, n(%)  ° @37 17(258)  8(258)  9(25.7) | | Asthenia 36 (47.4) 11(14.5) 33(50.0) 9(13.6) g £
E § 204
BL-M07D1-101/102 kjiverbmet?tastes} ”t(_%) (4/3)(56-6) 37(56.1) 17(54.8) 20(57.1) | | Decreased appetite 35(46.1) 1(1.3) 33(50.0) 1 (1.5) 5 -
_ umber of metastatic organs, n(% 5 o
= Primary: DLT, MTD, RP2D 0 2(26) 2(30) 1(32) 1(29) | Nausea 32(42.1) 3(3.9) 28(424) 3 (4.5) 5 > NS
. . . . £ 201 £ 2071 \
= Secondary: safety, objective response rate (ORR), disease control rate 1 16(21.1) 12(18.2) 5(16.1)  7(20.0) | | ajppecia 26(342) 1(1.3) 22(333) 1(1.5) 7
(DCR), duration of response (DoR), pharmacokinetics (PK), progression-free PZZ " % 28 ([6.8) 2 (08.) 2o (ke) 2 i.T, ypokalemia Wio 463 20003 464 =
: : : . rior line of therapy, n (% y ' : : : : 001
survival (PFS), overall survival (OS), immunogenicity 1 2621 31470) A A ypoaibuminadle s (303 : 539 : -
BL-M07D1-202 >0 44 (579) 35(530)  NA NA yp ' '
= Primary: RP2D, ORR Prior immune therapy, n (%) 32 (42.1) 29(43.9) 17(54.8) 12(34.3) @ |AST increased 21(27.6) 0 18 (27.3) 0 : : ; N 2
. . . . Prior anti-HERZ2 therapy®, _ Subject ont
= Secondary: safety, DCR, DoR, PFS, PK profile, immunogenicity (%) i 75(98.7) 65(98.5) 30(96.8) 35(100) | |Weightdecreased 17(224) 0 17(258) 0 :
* Including trastuzumab, HER2-ADC, etfc. BRI Mergaged 16 (21.1) 0 14(21.2) 0 CO"CIUS'O"S

Declaration of interest

1 Prof. Shugin Ni has no conflict of interest to declare.

congress
BERLIN

BERLIN GERMANY
17-21 OCTOBER 2025

Acknowledgements

 We thank all the patients and their families for their participation. We also thank all the investigators, study nurses, and

OLU[C 10 C U

[
. . . Z)

O BL-M0O7D1 demonstrated encouraging efficacy with a manageable safety profile in previously treated HER2+ advanced
GC/GEJ patients.

O Phase lll study of BL-MO7D1 in previously treated HER2-positive GC/GEJ patients is on-going (NCT07152405).
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