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Background

CLDN18.2 is a validated therapeutic target in advanced GEC. Sone-Ve, a CLDN18.2-targeting monomethyl auristatin E–based antibody drug
conjugate, demonstrated clinical activity in phase 1/2 studies of advanced GEC.

Methods

CG-01 is a randomised, open-label, global, phase 3 study of Sone-Ve vs investigator’s choice of therapy (INV) after ≥1 prior therapy for GEC
expressing CLDN18.2 in ≥25% tumour cells with membranous staining at any intensity. Participants (pts) with 2L+ unresectable, locally
advanced/metastatic CLDN18.2-positive GEC (intent-to-treat population: ITT) were initially randomised 1:1:1 to Sone-Ve 1.8 mg/kg, Sone-Ve
2.2 mg/kg or INV. Post-dose selection, pts were randomised 1:1 to Sone-Ve 2.2 mg/kg or INV (2L: ramucirumab + paclitaxel, paclitaxel, or
docetaxel; 3L+: irinotecan, trifluridine/tipiracil, or apatinib [China only]). Randomisation was stratified by region, prior gastrectomy and line
of therapy. Dual primary endpoints are OS in 3L+ and progression-free survival (PFS) by BICR in ITT. Key secondary endpoint is OS in ITT.

Results

At data cutoff (31 May 2026), 532 of 594 total pts were randomised to Sone-Ve 2.2 mg/kg (n=267) or INV (n=265); median follow-up was
8.6 months (mo). Sone-Ve 2.2 mg/kg significantly improved OS vs INV in 3L+ (median 10.0 vs 5.0 mo, HR 0.47 [95% CI 0.36–0.62];
p<0.001) and in 2L+ (ITT) (median 10.6 vs 6.4 mo, HR 0.58 [95% CI 0.47–0.73]; p<0.001). PFS by BICR in ITT did not meet the threshold for
statistical significance (Table). OS benefit in ITT was consistent in CLDN18.2 ≥75% (HR 0.59 [95% CI 0.45–0.78]) and ≥25–<75% (HR 0.63
[95% CI 0.42–0.94]) expression subgroups. Safety is summarised in the table.Table: LBA7

3L+
Sone-Ve (n=178) INV (n=177)

Median OS (95% CI), mo 10.0 (7.2–11.4) 5.0 (4.2–6.4)
HR (95% CI) 0.47 (0.36–0.62)
p-value <0.001

ITT (2L+)
(n=267) (n=265)

Median OS (95% CI), mo 10.6 (9.1–12.0) 6.4 (5.8–7.6)
HR (95% CI) 0.58 (0.47–0.73)



p-value <0.001
Median PFS by BICR (95% CI), mo 4.2 (3.5–5.3) 3.8 (3.0–4.2)
HR (95% CI) 0.77 (0.62–0.96)
p-value 0.05

SAS*
(n=261) (n=252)

TRAE, n (%)
Any 224 (85.8) 205 (81.3)
Grade ≥3 95 (36.4) 113 (44.8)
   Gastrointestinal toxicity 29 (11.1) 16 (6.3)
   Haematology 20 (7.7) 40 (15.9)
Leading to death 3 (1.1) 2 (0.8)
Leading to discontinuation 8 (3.1) 11 (4.4)

3L+
Sone-Ve (n=178) INV (n=177)

*SAS, safety analysis set; all pts who received ≥1 dose. TRAE, treatment-related adverse event.

Conclusions

CG-01 showed a significant OS benefit with Sone-Ve vs INV in 3L+ and ITT, with a manageable safety profile. These findings support Sone-
Ve as a potential 2L+ treatment for a broad patient population with advanced CLDN18.2-positive GEC.

Clinical trial identification

NCT06346392.
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