Randomized, Global, Phase 3 Study of Tislelizumab + Chemotherapy Versus Placebo + Chemotherapy as First-line Treatment for
Advanced/Metastatic Esophageal Squamous Cell Carcinoma: 2-year Follow-up From RATIONALE-306
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Tislelizumab (TIS) plus chemotherapy (chemo) showed clinically meaningful improvements in overall Consistent with the results of the interim analysis (lA), the results of the 2-year follow-up provide
survival (OS) and progression-free survival (PFS), and durable antitumor response, compared with additional evidence of sustained efficacy and a manageable safety profile, supporting the
placebo (PBO) plus chemo in the first-line (1L) treatment of advanced or metastatic esophageal treatment benefit of TIS plus chemo compared with PBO plus chemo in the 1L treatment of ESCC.

Cohclusions squamous cell carcinoma (ESCC) after a minimum of 2 years of follow-up in RATIONALE-306.

Background

ESCC is the predominant histologic subtype of esophageal cancer, accounting for 85% of cases worldwide.! Platinum-based chemo has been used for 1L treatment At IA, the randomized, double-blind, phase 3 RATIONALE-306 trial (NCT03783442) of 1L TIS plus chemo demonstrated a statistically significant, clinically meaningful
of advanced or metastatic ESCC,%* but median survival remains poor at <1 year.2> TIS is a monoclonal antibody with high affinity and binding specificity for programmed cell improvement in OS (stratified hazard ratio [HR]=0.66, 95% confidence interval [Cl]: 0.54, 0.80) vs PBO plus chemo, with a manageable safety profile, in patients with
death protein 1 (PD-1).%7 Anti-PD-1 antibodies in combination with chemotherapy have demonstrated superior survival benefit vs chemo alone as 1L treatment for ESCC.%8-11 advanced/metastatic ESCC.'? Here, we report updated efficacy and safety data, with a minimum of 2 years of follow-up.

Safety

» Median exposure was longer for TIS plus chemo (6.4 months, range: 0.1-48.4) than for
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PBO plus chemo (4.9 months, range: 0.6-36.4), with 39 (12.0%) and 10 (3.1%) patients
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