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Background

TQB2102, a novel biparatopic HER2-targeting antibody-drug conjugate, showed potential antitumor activity in heavily-treated patients (pts)
with HER2-low (IHC 1+ or 2+/ISH-) mBC in phase 1 and phase 1b trials. Here, we report the interim analysis results from the phase 3 APEX-
Breast01 study.

Methods

Pts with HER2-low r/m BC who had no prior advanced chemotherapy were recruited, including HR+ pts who had disease progression after
>1 line of endocrine therapy for metastatic disease, and HR- pts with CPS<1 or unknown status. Pts were randomized 1:1 to TQB2102
7.5mg/kg Q3W or treatment of physician's choice (TPC; Capecitabine/Paclitaxel/nab-Paclitaxel). The primary endpoint was PFS per blinded
independent review committee (BIRC) in HR+/HER2-low pts. Key secondary endpoint was PFS per BIRC in all HER2-low pts.

Results

As of May 31, 2026, 543 pts (HR+: n=461, prior CDK4/6i: 91.3%) were randomized (TQB2102, n=269; TPC, n=274; IHC 1+: 58.3% vs 57.9%;
prior taxane: 62.3% vs 61.8%). The PFS were significantly improved in the TQB2102 group than in the TPC group both in HR+/HER2-low pts
(median, 16.4 mo vs 5.5 mo; HR, 0.29 [95% CI 0.22-0.39]; p<0.0001) and in all HER2-low pts (median, 16.4 mo vs 5.5 mo; HR, 0.29 [95% Cl
0.22-0.38]; p<0.0001). Despite immature OS data, TQB2102 showed a clear OS benefit trend in both HR+ pts and all HER2-low pts. Subgroup
analysis showed consistent benefit trend of TQB2102 in HR-/HER2-low pts (Table). The most common grade >3 TRAEs were neutrophil
count decreased (30.1% vs 23.3%) and WBC decreased (21.6% vs 14.0%). TRAEs led to discontinuation in 1.5% of pts in each group.
TQB2102-related interstitial lung disease occurred in 6 pts (2.2%; grade 3, 1.1%).Table: LBA27

TQB2102 HR+ TPC HR+ (n=233) TQB2102 HER2-low  TPC HER2-low TQB2102 HR-  TPC HR-
(n=228) - (n=269) (n=274) (n=41) (n=41)
mPFS2 mo (95% Cl) 16.4 (11.9, NE) 5.5(4.3,6.9) 16.4 (11.9, NE) 5.5(4.3,6.9) 8.5(8.2,14.0) 54(2.9,6.9)
PFS HR (95% Cl), P 0.29 (0.22,0.39) 0.29 (0.22,0.38)
valueb p<0.0001 p<0.0001 0.27(0.13,0.56)

OSHR (95% Cl)  0.47 (0.26,0.87)  0.44(0.25,0.79)  0.21 (0.02, 1.85)

ORR2, % (95% Cl)  66.7(60.1,72.8) 31.3(25.4,37.7)  68.8(62.9,74.3) 31.0 (25.6,36.9) 80.5(65.1,91.2) 22> (161,

45.5)




NE, non-estimable. 2 by BIRC. b 2-sided log-rank test.
Conclusions

TQB2102 demonstrated a statistically significant and clinically meaningful improvement in PFS and a clear trend in OS benefit versus TPC in
pts with HER2-low r/m BC, with a manageable safety profile, positioning it as a promising therapeutic option for this population.
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