Global, Randomized, Phase lll Study of Tislelizumab Plus Chemotherapy Versus Placebo Plus Chemotherapy as First-line Treatment
for Advanced/Metastatic Esophageal Squamous Cell Carcinoma (RATIONALE-306 Update): Minimum 3-year Survival Follow-up
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After a minimum of 3 years of follow-up, first-line (1L) treatment with tislelizumab (TIS; BGB-A317) These findings from the 3-year follow-up of the RATIONALE-306 study
v plus investigator-chosen chemotherapy (ICC) continued to demonstrate clinically meaningful  align with the 2-year follow-up and interim analysis (lA), reinforcing the
— iImprovements in overall survival (OS), as well as improved progression-free survival (PFS) sustained efficacy and manageable safety profile of TIS plus ICC and
and durable antitumor response in patients with advanced/metastatic esophageal squamous providing further support for the therapeutic advantages of TIS plus ICC
Conclusions cell carcinoma (ESCC) compared with placebo (PBO) plus ICC. over PBO plus ICC as 1L treatment of ESCC.

Background

Esophageal cancer is among the most common cancer types worldwide and is the seventh most prevalent cause of death due to cancer.!' ESCC is the predominant RATIONALE-306 (NCT03783442) is a randomized, double-blind, phase lll study and the first global study to investigate anti—PD-1 therapy in combination with different ICC options as 1L treatment of
histologic subtype of esophageal cancer, accounting for up to 90% of all cases worldwide.?* Monoclonal anti-programmed cell death protein 1 (PD-1) antibodies in advanced/metastatic ESCC.° At IA, TIS plus ICC demonstrated a statistically significant and clinically meaningful improvement (stratified hazard ratio [HR]=0.66; 95% confidence interval [CI]: 0.54, 0.80)
combination with platinum-based chemotherapy have demonstrated superior survival benefits as 1L treatment for ESCC vs platinum-based chemotherapy alone.>?® in OS vs PBO plus ICC, with a manageable safety profile.® Here, we report updated efficacy and safety data with a minimum of 3 years of follow-up after study unblinding at IA.
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