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o Among the 130 enrolled patients, 88 BC patients were evaluable for efficacy. The ORR (n/lN, 195%Cl]) was 67.0% (59/88, [56.2-
Y P P Y.
N Qd BL-M07D1, a HER? antibody- Ellglblllty criteria E'S”/L“g’kg 76.7]), cORR was 47.7% (42/88 [37.0-58.6]),DCR was 94.3% (83/88, [87.2, 98.1]) (Tahie 3). The median PFS and median DOR
drug conjugatell] (L= have not reached.
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HER2-positive/low-expressing breast (5.6 mokg o In HER2+BC, 50 patients were evaluable for efficacy. The ORR was 80.0% (40/50, [66.3, 90.0]), DCR was 100% (50/50) (Table
W Currently, 5 phase | or phase cancer and other sol-id tumors Phase |la > Cgfggvs: - [ 5.0 mgks 3). 18/50 patients had received other HER2-ADC prior to BL-M0/D1, the ORR was 77.8% (14/18, [52.4-93.6]), cORR was
Ib/1l clinical studies of BL - a Previously treated with at least one [aange 50.0% (9/18, [26.0-74.0]), DCR 100% (18/18) (Table 3). The median PFS and median DOR have not reached.
. . line of therapy
MO/D1 are berng conducted In 0 Eastern Cooperative Oncology Group (L8 Mok o In HER2-Low BC, 38 patients were evaluable for efficacy. The ORR was 50.0% (19/38, [33.4, 66.6]), DCR was 86.8% (33/38,
different carcinomas. The performance status of 0-1 L1329k [71.9-95.6]). The median PFS and median DOR have not reached.
. . . . . . - 2.6 mg/kg
indication in this studyv (BL- 0 At least one measurable lesion per Cohort-A: M -
| y ( SEGIST vl 1 S oo Table 4. Efficacy by Tumor subtype
MO?Dl_lO]‘) IS HERZ a Adequate organ and marrow function HER2+ BC HERZ+ BC HER2-Low BC
& expresang breast cancer and Ethq b g tast tab| _ BOR, n (N_50) Prior HER2-ADC!? (N_38) All (N:88)
DAR=8 & h id t - bl 1Er NO brain metastases or stable In the dose-expansion phase, one = (n=18) =
P Other SOlid tumors. ain metastases at screening Phase Ib “|or several dosages will be chosen Prior treatment line median (range) 3 (1-13) 4 (2-13) 3 (1-10) 3 (1-13)
42 ' for further evaluation cCR 1 0 0 1
 Clinical trial information: —
' X . : N PR 39 14 19 58
NCT05461768. Primary endpoints: DLT, MTD, RP2D PR 20 5 11 41
Secondary endpoints: ORR, DCR, OS, PFS, DOR, safety PR_-Onging A 4 . 15
PR—PD / / 1 1
PR—Other 1 1 / 1
Objectives Enrolliment SD 10 4 14 24
SD-(ongoing and TL shrinkage) 14 3 10 17
1 Phase la; To observe the safety and tolerability of BL-MO7D1 in patients with locally a As of September 30t, 2023, a total of 130 a The most common Grade 23 treatment-related B0 0 0 5 5
i i adverse events (I'RAEsS) were neutropenia (42%),
adl\rjnced or _metz;statlccll—lERZ _posrtrrlvellow_ expresslrng b(riegst carls/clt_elr) (BCZI a;nd otlr_rer__ petrents were treated with at least one dose, eukopenia (28 0/5) anem)ia (23%) an(!lo ( ) ORR, % (95% CI) 80.0% (66.3-90.0) 77.8% (52.4-93.6) 50.0% (33.4-66.6) 67.0% (56.2-76.7)
fo'. .t”T[;)g)'” foéfrwfgmeierm'”et e maximum tolerated dose (MTD) and dose-limiting with 23 patients in the Dose-Escalation (D- thrombocytopenia (17%) ’ cORR, % (95% Cl) 62.0% (47.2-75.3)  50.0% (26.0-74.0) 28.9% (15.4-459)  47.7% (37.0-58.6)
OXiCily Of bL- : ESC) phase and 107 in the Dose-Expansion _ - ' DCR, % (95% CI) 100% 100% 86.8% (71.9-95.6) 94.3% (87.2-98.1)

d Phase Ib: To observe the safety and tolerability of BL-MO7D1 at the recomimended dose (D-EXP) phase. The median follow-up time 0 One GZinterstitial lung d|3_ease (”—D? was ObserV?d- 117/18 patients had received HER2-ADC with microtubule inhibitor prior to BL-MO7D1; 1/18 had received HER2-ADC with TOP! inhibitor prior to BL-MO7DL.

of Phase la and determine the recommended Phase |l dose (RP2D). was 3.9 months. 0 One DLT was observed with G3 febrile neutropenia TR . I Swi o
S B ' and G4 thrombocytopenia lasting > 7days at 6.2 % Spider Plot wimmer Plot
able 1. Patient enroliment mo/kg D1Q3W. e 0 = = - —
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ose and Freg B0 B Other Total 0 No drug-related death was observed. o |2 o =
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EI Thret_ pr;lase I ?tUdYn erlrjrrollectl pa;]\tre?tsn c\ertthh I;)calll_)cll ta(rzlr\]/arnced or metastatrc HER2- D103W 2.6makg X 1 0 3 Table 3. TRAE Summary (Freq 2 10% ) S:\:‘ ; : m ' k= ==
positive/low-expressing breast cancer and other solid tumors. D1Q3W_3.2 mg/kg 1 1 1 3 BL-M07D1-101 (N=130) |2 o] R LTI B B S &

d This open-label, two cohorts Phase | study Is designed to evaluate BL-MO7D1 safety, D1Q3W_3.8 mg/kg 8 9 0 17 PT Term G1 G2 >G3 All T e — = | | | 0o
tolerability, pharmacokinetic characteristics, and initial efficacy in patients with locally D1Q3W_4.4 mg/kg 40 24 7 71 Leukoro_ergia1 12 (9%) 44 (34%) 37(28%) 93 (72%) 100 | | | o st O
advanced or metastatic HER2 expressing breast cancer and other solid tumors, as D1Q3W_5.0mgl/kg 7 7 6 20 Q‘;ﬁf{;‘;imag 22 8%’) ‘Z’;‘ Eigé‘gi 22 Efé;‘;; Zg §2§o§3 Ef
determined by Immunohistochemistry(IHC). Dose-escalation and dose-expansion D1Q3W_5.6 mg/kg 3 3 5 11 Nausea 23 (18%) 44(34%) 2(2%) 69 (53%) Ol = -

: . . . - . : . D1Q3W 6.2 /K Th bocyt ia? 29 (22% 15 (12% 21 (17% 66 (51% £ 501 £ 4-
phasee are being investigated. During dose-escalation, subjects will receive BL-M07D1 Q . maKs 613 416 221 1;10 Vorr(r)irtri]ngo o 19 215%; 19 E15%; 5&4%)) 43 §33%§ 2 Pl
In 2 different schedule (Cohort A: 1.0mg/kg D1/D8 Q3W; Cohort B: 2.6~7.4mg/kg D1 Decreased appetite 19 (15%) 19 (15%) 38 (29%) BE N =
] i i Table 2. Patient Demographic Alopecia 18 (14%) 18 (14%) 36 (28%) ol | 2w\ |
Q3\|/V).t_ln the dose-expansion phase, one or several dosages will be chosen for further grap Lymphocyte count decreased 8(6%)  15(12%) 11(8%) 34 (26%) N 5
evaiuation . ALL (N=130) Asthenia 21 (16%) 12 (9%) 33 (25%) |2 s0- —
: : C . . : GGTi d 19 (15% 4 (3% 1(<1% 24 (18% L 80 A . . . . . . . . .

d The primary endpoints of the study are dose limiting toxicities (DLT), maximum Age (Median, Range) 54.0 (31.0- 75.0) AST .L?;f:j:d 20 Els%; 3E2%; (<1%) 23 518%; ol R e ST st 0"
tolerated dose(MTD), and recommendad phase 2 dose(RP2D). Secondary endpoints  sex (Male) 13/130 (10%) Stomatitis® 9(7%) 12 (9%) 21 (16%)
are treatment emergent adverse events(TEAE), pharmacokinetics parameters Weight (Mean, Range) ALT Increased mr ot S i NN B ol v A

. | g _ , P P _ , 9 ’ 9 59.2 (33.5-85.0) Blood ALP increased 18 (14%) 2 (29%) 20 (15%) | -
objective response rate(ORR), disease control rate(DCR), overall survival(OS), BMI (Mean, Range) 23.5 (15.3- 33.3) Hypokalaemia 15 (12%)  3(2%)  2(2%) 20 (15%) OoNncliusions N
- : - : ECOG Weight decreased 12 (9%) 7 (59%) 1 (<1%) 20 (15%) o A . o _ _ _
progression free survival(PFS), dura_tron of_response(DOR). Exploratory endpoints are Diarrhoea 11 (8%) 8 (6%) 19 (15%) d BL-MO7D1 demonstrated promising preliminary antitumor activity in patients with HER2+ breast cancer and HER2-Low
biomarker assessment, and neutralizing antibodies. 0 22/130 (17%) Dizziness 14 (11%) 4 (3%) 18 (14%) breast cancer
1 Constipation 11 (8%) 6 (5%) 17 (13%) . _ o _ _ _ N
; 105/130 (81%) Hypoalbuminaemia 11 (8%) 6 (5%) 17 (13%) Q BL-M07D1 demonstrated comparable antitumor activity in patients with HER2-positive breast cancer who had
Acknowledgeg Reference UNK (O or 1) 31130 (2%) Ocetitblood positve 15 (12%) 15 (129 sreviously been treated with other HER2-ADCS
_ _ N - | Prior treat tli Peripheral sensory neuropathy 12 (9%) 1 (<1%) 13 (10%) - o _ _

We thank all the patients and their families ~ [L]. Weii Wan, et al. BL-MO7D1, a novel HER2-targeting ADC, demonstrates '~ =~/ 11'° 1 Leukopenia combined white blood cell count decreased and leukopenia; d The MTD for BL-M07D1 was not reached. The observed toxicities were predominantly hematologic, and notably, there

for their participation We also thank all the petent anti-tumor efficacy in preclinical pharmacodynamic models [abstract]. 1 25/130 (19%) 2 Anermia. combined anemia and hemoglobin count decreased: o . L _ _ o

investigators St dy I:]UI’SGS and other IMn'eEtﬁﬁgezegzlg?ig];ttqe(érengd;gf r;r,]ﬂ(\jsfrevci‘;:gopr\rgsotrrai?;lﬁleOR;%SAeF?rrCiZ,_Alngn;ual 2 35/130 (27% jNeutropenia corrrbined neutrophil count decreased, neutropenia, and febrile rreutropenia; was a IO_W |nC|.den.Ce Of Intersltlt_lal Iung dlsease (”—D) Identlfled' _ _ _

! . > Orlando, FL. Philadelphia (PA): AACR; Cancer Res 2023; 83(7_Suppl): (27%) Thrombocytopenia combined platelet count decreased and thrombocytopenia; | A Further investigations and clinical trials are warranted to fully assess the efficacy and safety profile of BL-M0O7D1 in a

Study staffs for their contributions. Abstract nr 2643. >3 0 5 Stomatitis combined stomatitis, aphthous stomatitis, mouth ulceration, oral mucosa erosion, _ _ _

= 70/130 (54%) and oral mucosal blistering. larger and more diverse paiient population.
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