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RATIONALE-301 Trial Design

BCLC=Barcelona Clinic Liver Cancer, DoR=duration of response, ECOG PS=Eastern Cooperative Oncology Group performance status, HCC=hepatocellular carcinoma, IV=intravenous, LRT=locoregional therapy, ORR=objective response rate, OS=overall survival, 
PFS=progression-free survival, Q3W=every 3 weeks, R=randomized, TTP=time to progression.
ClinicalTrials.gov. https://clinicaltrials.gov/ct2/show/NCT03412773. Accessed October 9, 2025.

Phase 3 

Primary Endpoint: OS
Key Secondary Endpoints: ORR, PFS, DoR, TTP

Study Identifier:
BGB-A317-301, NCT03412773

Follow-upKey eligibility criteria

Tislelizumab 200 mg IV Q3W 
(n=342)

Safety and 
survival

• Histologically confirmed, 
BCLC Stage C or BCLC 
Stage B disease not 
amenable to or has 
relapsed after LRT

• Child-Pugh A
• ECOG PS ≤1
• No previous systemic 

therapy for HCC

R 1:1

Sorafenib
(n=332)

Treatment

Treatment until
unacceptable toxicity, 
disease progression
or loss of clinical benefitSc
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