BL-M07D1, a Novel HER2 Antibody-drug Conjugate, in Subjects with Locally Advanced or Metastatic Breast Cancer
and Other Solid Tumors: Results from a Phase 1 Study
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Background Study Design Efficacy

O All patients (except one who were still on treatment with insufficient follow-up) were included in the efficacy analysis.

O BL-MO7D1 (T-Bren, Trastuzumab B o o
Brengitecan) is an anti-HER? E||g|b|||ty Criteria ~[7Amer d Among the 198 patients, the ORR was 71.2%, confirmed OBR was 68.2%. Median DoR was 1.3.8 months. Medllan PFS was 14.8 months..
Anti-HER2 mAb antibody-drug conjugate (ADC) ~[ 6.8 mgkg d In 4.4 mg/kg D1 Q3W dose level, the ORR was 72.8%, confirmed ORR was 71.3%. Tumor shrinkage occurred in 91.9% (125/136) of patients
/ comprised of a humanized anti- A Locally advanced or metastatic HER2-positive/negative ~[62mgig and the median (range) shrinkage (%) was -56.0 (-100.0, -0.7). Median DoR was 13.9 months. Median PFS was 14.1 months.
HER2 antibody, a cathepsin B breast cancer and other solid tumors* [ 58 maike = For HER 2+ patients, the ORR was 86.7%, confirmed ORR was 82.2%. Median DoR was 19.4 months. Median PFS was 18.0 months.
: . . . . . Cohort B: , _ :
cleayable linker, gnq a novel 1 Previously failed in standard therapy or inaccessible to or _ o gr3w . [50moks The 12 and 18 month OS rate was 93.1% anod 85.5%, respectively. 0 | |
topoisomerase | inhibitor (Ed-04). not suitable for standard therapy before enroliment Phase la [aamars = For HR+ HER 2- patients, the ORR was 70.0%, confirmed ORR was 7Q.O %. Median DoR was 13.7 months. Median PFS was 15.2
O Currently, 7 phase | or phase b/l 0 ECOG PS 0-1 SEmaie months. The 12 and 18-month OS rate was 85.9% and 72.6%, respectively.
clinical studies of BL-MO07D1 are QM ble | RECIST v1 1 gzm — = For TNBC patients, the ORR was 55.6%, confirmed ORR was 55.6%. Median DoR was 5.8 months. Median PFS was 7.2 months. The
being conducted across different easurable lesion per v 2’6 ' /kg > 12 and 18-month OS rate was 83.9% and 75.5%, respectively.
: | — | 2.6 mg/kg
) ED-04 (Topmctargmog;_a:/l 0T7hDe1m1cz)|c1;at|oIrlI E];gls J A.dequate organ and marrow function | CohortA: |1»o — Table 3. Summary of Efficacy Results
DAR = 8 study ( ) 18 - 0 Either no brain metastases or stable brain metastases at ka DA1C
positive/negative breast cancer screening
and other solid tumors. In the dose-expansion phase, patients were otz . . . . Rz lo 0
O Clinical trial information: "HER2-positive: IHC 3+, or IHC 2+ and ISH positive; Phase Ib treated at doses of 3.8, 4.4, and 5.0 mg/kg D1 )€ ‘ ¢ R+HER2 I R-HER2lq
—_— NCT05461768. HERZ2-negative: IHC 2+ and ISH negative, IHC 1+ or IHC O Q3W regimens. s N
] ] _ Prior line of therapy, median (range) 3 (1-13) 3 (1-9) 3 (1-7) 2 (1-5) 3 (1-7) 2 (1-5)
Primary endp.omts. DLT, MTD, RP2D Best overall response, n (%)
Secondary endpoints: ORR, DCR, DoR, safety CR 8 (4.0) 2 (4.4) 0 3 (11.1) 0 3 (15.0)
Obiecti PR 133 (67.2) 37 (82.2) 42 (70.0) 12 (44.4) 42 (72.4) 9 (45.0)
- Phase la: To observe the safety and tolerability of BL-MO7D1 in Q As of July 31, 2025, a total of 199 breast cancer patients have been treated with at least ' The most common grade =3 TRAEs were hematologic SD 42 (21.2) °(11.1) 15(25.0) 6(22.2) 13 (224) ©(25.0)
patients with locally advanced or metastatic HER2- one dose of BL-M07D1 (Table 1). toxicities, including anemia (50.8%), leukopenia PD 8 (4.0) 0 2 (3.3) 3(11.1) 2(3.4) 1(5.0)
positive/negative breast cancer and other solid tumors and to O Among these patients, 32 patients were treated at lower dose (<4.4mg/kg), 137 patients (39.7%), neutropenia (49.2%), and thrombocytopenia NE' 7 (3.5) 1(2.2) 1(1.7) 3 (11.1) 1(1.7) 2 (10.0)

(35.2%) (Table 2). Median time to resolution of grade
3 or 4 neutropenia was 3-5 days. Most only had 2
episodes.

ILD occurred in 6/199 (3%) patients (grade 1-2, 4/199
patients; grade 3, 2/199 patients). 2/137 patients (one

determine the maximum tolerated dose (MTD) and dose-limiting
toxicity (DLT) of BL-MO7D1.

1 Phase Ib: To observe the safety and tolerability of BL-M07D1 at
the recommended dose of Phase la and determine the
recommended Phase Il dose (RP2D).

ORR, % (95% CI)

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

71.2 (64.4, 77.4)
68.2 (61.2, 74.6)
92.4 (87.8, 95.7)
83.8 (78.0, 88.7)

86.7 (73.2, 94.9)
82.2 (67.9, 92.0)
97.8 (88.2, 99.9)
93.3 (81.7, 98.6)

70.0 (56.8, 81.2)
70.0 (56.8, 81.2)
95.0 (86.1, 99.0)
85.0 (73.4, 92.9)

55.6 (35.3, 74.5)
55.6 (35.3, 74.5)
77.8 (57.7, 91.4)
70.4 (49.8, 86.2)

72.4 (59.1, 83.3)
72.4 (59.1, 83.3)
94.8 (85.6, 98.9)
86.2 (74.6, 93.9)

60.0 (36.1, 80.9)
60.0 (36.1, 80.9)
85.0 (62.1, 96.8)
80 (56.3, 94.3)

were treated at 4.4 mg/kg, and 30 patients were treated at higher dose (>4.4 mg/kg).

Table 1. Patient Characteristics

4.4 mg/kg D1Q3W 0O

_ HER2 low (IHC 1+ or 2+
HER2+  HR+HER2-  TNBC  — 0 rpolow  HR-HER2 low

Total
(N=199)

Characteristics

N=4 N= N=27 : . Medi ' h 1.5(1.2-18.1 1.4 (1.2-4.2 1.6 (1.2-18.1 1.5 (1.2-4. 1.6 (1.2-18.1 2.1 (1.2-4.
' o v ( ) o o L =R 2+ breast cancer and one with HR+HER2- Mej!an (Drarll?ge) tlmfe\ . ;ZS‘;O(?ISG, more 13 85 (11 3 Ei6)5 194 (13 0 N)R 1367(6 8 186 ; 3 85 (3 7 731) 13€;(6 8 186 5) 6.3 (2 8 735)
m /;SaeféMedIan’ wenoe) (24%1;)5.0) (3535-£9) (254{'752) (3?&) (254{;)2) (3535-£6) breast cancer in 4.4 mg Q3W group had ILD (one Med!anfcl)l ,mor:‘t S|,D|(=S 0 )th 95% CI 19.4 (17.8, 20.6) 206 (18.1 ,209) 11.3 (8.5’ 17.8) 17.8 (1.1 3 NI)? 12.0 (8.5, 17.8) 17.8 (1.1 3 NI)?
Female, n (%) 196 (98.5) 44 (97.8)  59(98.3) 27 (100) 57 (98.3) 20 (100) case of grade 3 and one case of grade 1). COE TP IO >, MoT 5 (L7 L) S I200)IN20 iSO sa & 1 [ED 81(11.3, NR) 0l(8.5,17.8) 8 (11.3, NR)
O This open-label. two-cohort phase | study is designed to evaluate Weight (Mean, Range), kg 59 5 599 58 4 60.7 58 .3 605 O Two (1 .O%) patients died due to TRAEs (one was at Median PFS, months, (95% CI) 14.8 (10.0, 17.9) 18.0 (11.0, NR) 15.2 (8.3, 18.2) 7.2(54,84) 15.2 (8.3, 18.2) 8.3 (5.3, 9.5)
i L - - | | e FOOR I (42.5-79.0)7 7(36.5°04.9) id2.0:69 ) (36.9°64.3) (42.0-85.3) 0 i Medi tion of follow-up f ths, (95% Cl) 19.8(18.2,20.8) 22.6(21.1,23.1) 14.6(11.3,17.8) 12.3(8.4, 15. 14.6 (11.5,18.2)  14.1(9.6, 18.
the safety, tolerability, pharmacokinetic characteristics, and initial ECOG PS score 1, n (%) 162 (81.4) 38 (84 4) 50 (83.3) 21 (77.8) 48 (82.8) 14 (70.0) 3:4 mgt/.kg Dd1?3VtV dostedleV?I).'rgA(é.o %0) patients Me(cji!an gusra ion f[)h 0 ;);\:/uglor OS, months, (95% ClI) :\9]: (23 3, N?QS) N: (24 9, N3R ) 222(1838, NR8) NR3 gz 7, N5R6) 222(1858, N8R ) o 29262 N8R0)
efficacy of BL-M07D1 in patients with locally advanced or Molecular subtyping, n (%) IScontinued treatment due 1o S. edian OS, months, (95% Cl) (27.3,NR) (24.9, NR) 5(18.8,NR ) (12.7,NR) 5 (18.8,NR) (12.7,NR))
metastatic HER2-positive/negative breast cancer and other solid EER/ﬁE - gi (22.;) Eﬁ m E//i m m A The MTD was 5.6 mg/kg D1 Q3W, and the RP2D for 12-month OS rate, % (95% CI) 89.0 (83.3,92.9) 93.1(80.2,97.7) 85.9(72.3,93.1) 83.9(57.5,94.6) 85.8(72.1,93.0) 87.5(58.6,96.7)
+ - .
tumors. TNBC 30 §15.1; NA NA NA NA NA breast cancer was set to be 4.4 mg/kg D1 Q3W. 18-month OS rate, % (95% Cl) 77.5(70.0, 83.4) 855 (70.5,93.3) 726 (54.7,84.4) 755 (45.6,90.4) 725 (54.6,84.3) 78.8(46.6, 92.8)
. . . . . 0 - > o . . . .
0 During dose-escalation, subjects will be treated with BL-M07D1 HFHRCZOStatUS, n (%) e - s s - - Table 2. Treatment-related Adverse Events (>20%) 1. Including patients without post-baseline tumor assessment.
in 2 different schedules (Cohort A:1.0 mg/kg D1D8 Q3W; Cohort Y o = Total (N=199) : : :
A 1.0 MGIRY _ ! nCNks =il i) . 2 OLO) ) 2 ) 10 (50.0) Preferred terms, n (%) Figure 1. Waterfall Plot (4.4 mg/kg D1Q3W) Figure 2. Spider Plot (4.4 mg/kg D1Q3W)
B: 2.6~7.4 mg/kg D1Q3W). Multiple dose levels will be selected IHC 2+ and ISH - 57 (28.6) 0 34 (56.7) 10 (37.0) 34 (58.6) 10 (50.0) All grade Grade23 rumor Response by Month
. . . . . ange(%) in Tumor Size from Baseline umor Response by Wonths
for further evaluation in the dose-expansion phase, including :Eg rCm— 159((2%5)) 10 (32'2) 8 8 8 8 Any treatment-related AE 199 (100) 156 (78.4) | changertyin Tumor Stee rom Base -
both dose-expansion and indication-expansion cohorts, to IHC 3+ 60 (30.2) 35 (77.8) 0 0 0 0 Anemia 181 (91.0) 101 (50.8) | Thac o
characterize safety, tolerability, and preliminary antitumor ngﬂiigpug: o 1(0.5) 0 0 0 0 0 Leukopenia 173 (86.9) 79 (39.7) s Para sesprse
activity. ALASL . e .
0O Stud ’ dooint Negative 59 (29.6) 17 (37.8) 0 27 (100) 0 20 (100) Neutropenia 162 (81.4) 98 (49.2) - | e
u en Oln S . 20 G I T o Tumor Growth 20
y endp o o | Positive 138 (69.3) 27 (60.0) 60 ( 100) 0 58 ( 100) 0 Thrombocytopenia 148 (i) 70(35.2) g
- Primary: dose limiting toxicities (DLT), maximum tolerated . Nausea 129 (64.8) 4 (2.0) g S
dose (MTD), and recommended phase |l dose (RP2D). Missing 2(1.0) 1(2.2) 0 3 0 0 Decreased appetite 92 (46.2) 2 (1.0) . |||II‘““ g
! Visceral Metastases, n(%) 168 (84.4) 36 (80.0) 57 (95.0) 18 (66.7) 55 (94.8) 12 (60.0) PP ' ' : é
- Secondary: treatment-emergent adverse events (TEAE), Brain metastases, n (%) 22 (11.1) 9 (20.0) 6 (10.0) 2 (7.4) 6 (10.3) 1(5.0) AST increased 82 (41.2) 1(0.5) g & T Reduetion
harmacokineti rameter iactive r nser RR Liver metastases, n (%) 97 (48.7) 16 (35.6) 41(68.3)  9(33.3) 40 (69.0) 6 (30.0) iy e NH il 2
5. armaco tetlcs tpa [a)‘ClgtedS, Ott).JeCt fe o R Datg(() ) Lung metastases, n (%) 106 (53.3)  27(60.0)  33(55.0) 10(37.0)  31(53.4) 6 (30.0) vomiting 79 (39.7) 7(3:5) ) g o
iIsease control rate ( ), duration of response (DoR). e ——Y 5 Asthenia 76 (38.2) 5 (2.5) :
=  Exploratory: progression free survival (PFS), overall 1L 38 (19.1) 12 (26.7) r(11.7) 8(296) 7 (12.1) 7(35.0) Lymphocyte count decreased 70 (35.2) 31 (15.6)
ival (OS), biomarkers, and neutralizing antibodies 2 29 (29.6) 8 (17.8) WSO a0 1) 20 (34.5) 8 (40.0) i
surviva ; : g : >3L 102 (51.3) 25 (55.6) 32(53.3)  6(22.2) 31(53.4) 5 (25.0) Alopecia 69 (34.7) 0
Prior chemotherapy, n (%) 192 (96.5) 45 (100) 53 (88.3) 27 (100) 51 (87.9) 20 (100) Gamma GT increased 64 (32.2) 6 (3.0)
Declaration of interest Acknowledgements Prior line of chemotherapy, n (%) ALT increased 62 (31.2) 0
d oL 20 (10.1) 0 15 (25.0) 0 13 (22.4) 0 - ' | | | | | | |
O We thank all the patients and thei 1L 65 (32.7) 17 (37.8) 18 (30.0)  9(33.3) 18 (31.0) 7 (35.0) Sadiie B 62(312) 4(20) Subiect 0 . \ 9 C wown ) . - i
Q Prof. Hong Zong has no conflict of € thank all the patients and their - : : : : : :
interest togdecla?e. families for their participation. 2L 59 (29.6) 9 (20.0) 24 (40.0) 15 (55.6) 24 (41.4) 10 (50.0) MR g pased o1(59.7) 2(19) C lusi
[ We also thank all the investigators, Blood ALP increased 57 (28.6) 0 onciusions
study nurses, and other study staffs >3L 55 (27.6) 19 (42.2) 3 (5.0) 3(11.1) 3(5.2) 3 (15.0) B 54 (27.1) ) . _ . . . . . .
— for their contributions. Prior anti-HER2 therapy®, n - g, 17 5, 44 (97.8) 7017 3(114) 7 (12.1) 1 (5.0 Hypoalbuminomia 20 (24'6) ) O BL-M0O7D1 demonstrated encouraging efficacy in patients with heavily pretreated breast cancers, especially in HER2-
BERLIN O Study sponsored by Baili-Bio (%) ' ' ' ' ' ' - "
m (Chengdu) Pharmaceutical Co., Prior CDK4/6, n (%) 77 (38.7) 4(8.9) 47 (78.3) 4 (14.8) 45 (77.6) 2 (10.0) Diarrhea 45 (22.6) 2 (1.0) positive breast cancer. |
Ltd. and Sichuan Baili oy B eailie i) 124 (62.3) 19(42.2)  54(90.0)  8(29.6) 53 (91.4) 6 (30.0) . O BL-MO7D1 was well tolerated, and safety profile was manageable.
Pharmaceutical Co.. Ltd. “: HER2 status were 2+ with FISH data missing; #: due to missing HER2 data; &: Including trastuzumab, pertuzumab, HER2 TKI, HER2-ADC, etc. Hypokalemia 44 (22.1) 7(3.5)
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