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BATS8010 is a HER2 - targeted antibody - drug conjugate (ADC), was
developed adopting a novel ADC platform technology with Exatecan as
the payload tethered to a cleavable linker. The drug-to-antibody ratio
(DAR) stands 7~8.

BAT1006 is a humanized monoclonal antibody. Unlike BATS8010, it
targets a non-overlapping HER2 epitope. Its fucose - free nature enhances
ADCC. Binding to HER2's extracellular domain II, it blocks HER2
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KEY INCLUSION & EXCLUSION CRITERIA

Inclusion:

Histologically or cytologically confirmed advanced or metastatic solid
tumors, unresponsive to standard treatments, intolerant to or declining
standard therapies;

At least one measurable target lesion according to Response Evaluation
Criteria in Solid Tumors version 1.1 (RECIST 1.1);

EFFICACY

* To the date of data cut-off May 7, 2025, 36 subjects with breast cancer
or gastric cancer were treated with BAT8010+BAT1006 doses of 2.1~2.7
mg/kg + 15mg/kg and have received at least one tumor assessment.
92.8% (13/14) of breast cancer patients had received any HER2-ADC
treatment, and 54.5% (6/11) of gastric cancer patients had received > 3

lines of prior treatment.
The ORR in mBC/GC Patients (N=25)

 With a median follow up of 4.4 months (1.6, 8.0), the median
duration of response (mDOR) was 2.8 months
The majority of PR subjects remain on study treatment.

 The Kaplan-Meier curve indicated that the mBC mPFS is 7.43
months (2.76~NA) .

* The breast cancer OS rate in 6 months and 1 year were 87.0%,

87.0%.
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terminated the study treatment due to TEAE in BAT8010 (2.7 mg/kg) +

BAT1006 (15 mg/kg) cohort. No treatment related death. No
ILD/pneumonitis was reported in dose escalation and dose expansion

and provide the recommended dose for subsequent studies.
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* To evaluate the pharmacokinetic (PK) profiles and immunogenicity;
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* To evaluate the preliminary anti-tumor efficacy;
* To explore the relationship between efficacy of BAT8010+BAT1006 and
the expression of HER2 in tumor tissues and serum.

study.
* In mBC and GC/GEJ optimal/expansion cohorts ,the major TRAEs were

CONCLUSION

hematological toxicity. The incidences of > Grade 3 thrombocytopenia
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