INTRODUCTION

BL-M11D1 is a novel ADC consisted of a CD33
monoclonal antibody bound to a novel TOP1
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METHODS

Male or Female aged 18-75 years;
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The most common non-hematological treatment-related adverse events
(TRAES) in 220% of pts were hypokalemia (55.0%), hypoalbuminemia (47.5%),

Baseline Characteristics

As of July 25, 2024, 40 patients were enrolled at doses
ranging from 0.6 mg/kg to 2.75 mg/kg.

mhlbltor payl.oac.i via a cleavable Imk.e.r. Due 0G =2, Median, range Total (N=40) nausea (40.0%), ALT increased (37.5%), hyponatremia (37.5%), vomiting
to its CD33 binding, BL-M11D1 specifically - Relapsed/refractory acute myeloid leukemia (AML) 'I‘\‘ngel' V:ars y 5;"10'5129'575 (35.0%), pyrexia (32.5%), etc.
targets CD33 expressing hematopoietic confirmed by histopathology and/or cytology; Ecaoz Pesx’n"(%) (52.5) The most common grade >3 non-hematological TRAEs were hypokalemia
malignancies including AML. - Patients with essentially normal function of liver, 0-1 37 (92.5) (27.5%), pneumonia (17.5%), infection (17.5%), etc. |

) 3 (7.5) Two pts died due to infection, which might be associated with BL-M11D1 by

renal, coagulation, kidney, lung and heart.
35.93 (5.6-90)

8.85 (0.3-118.5)

investigators’ evaluation.
No grade 3 or higher organ injury has been seen to date, and no veno-occlusive

Percent of BM blast (%, median, range)

Fig 1. Structure of BL-M11D1
WBC count (x10°, median, range)

e Dose escalation: accelerated titration combined with

DAR = 10 13+3 Median number of line 4,1-3 disease (VOD) observed in any patient.
: Primary refractory AML, n 10 . :
Cat B cleavable linker o JPAp : R : : ! rig 4. Treatment-related non-hematologic AEs (Frequency 220%)
Ed-04 (TOP! inhibitor) Dosing: IV, QW for induction; IV Q2W for consolidation | gefractory AL, n 74

Hyvpokalaemia

Relapsed AML, n 6

30 patients had at least 1 post-treatment assessment.
Responses were observed starting at the 1.65 mg/kg

* Efficacy is assessed based on ELN2017.
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Fig 2. Study design
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This is a first-in-human phase | clinical trial
with i3+3 design for dose escalation.
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IDH: lactate dehydrogenase; ALP: alkaline phosphatase; TBIL: total bilirubin; AST:
aspartate aminotransterase; GGT: gamma-glutamyltransferase; ALT: alanine aminotransferase.
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Primary outcome:

The safety and tolerability of BL-M11D1 in
patients with R/R AMIL.

e DLT and MTD
e Recommended Phase |l Dose

Consolidation
(up to 3 cycles)
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Note: 7 subjects had best relative change from baseline of > 100%
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Based on preliminary results of this phase | study, BL-M11D1
has demonstrated an acceptable safety profile and

Induction Maintenance

(up to 2 cycles)
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