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PRESENTED BY: Margaret Tempero  

• Primary endopint:  
        independently assessed DFS 
• Secondary endpoints:  
        OS, safety 
• Exploratory endpoints: 
        tumor and blood analysis, QoL 
• Prespecified sensitivity analyses: 
        investigator-assessed DFS 
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PRESPECIFIED SENSITIVITY ANALYSIS:  
INVESTIGATOR ASSESSED DFS 
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PRESENTED BY: Namiki Izumi 

 PRIMARY ENDPOINTS: 
• RFS; OS 
 SECONDARY ENDPOINTS: 
• Liver function 1, 3, 5 years after 
• Pattern of first recurrence; SAE 
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RFS (years, median) 
Surgery 2.98 (2.33-3.86) 
RFA 2.76 (2.17-3.80)  
p=0.793 (0.72-1.28) 



PRESENTED BY: Richard S. Finn 

• Primary endopoints:  
 OS; PFS  
• Seconday endopoints :  
 ORR, DOR, DCR and TTP   
 safety 



Statistical Considerations 
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These differences did not meet significance per the prespecified statistical plan 
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Surgery vs RFA: no differences in RFS  for HCC <3 cm 
Pembro vs PLB: statistical criteria for OS and PFS were not meet 
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