
724 patients randomized 
(ITT population) 

363 patients assigned to receive axitinib  
356 patients received axitinib  

361 patients assigned to receive placebo 
359 patients received placebo 

Cutoff date for analyses: October 10, 2017 

204 patients discontinued axitinib treatment:  
Recurrence or occurrence of a second primary malignancy: n = 54 
Death: n = 1 
Adverse event: n = 68 

Related to study drug (including unacceptable toxicity): n = 58 
Not related: n = 10 

Patient chose to withdraw from treatment: n = 39 
Investigator’s decision: n = 15 
Withdrew consent: n = 8 
Other: n = 19 

 

176 patients discontinued placebo treatment: 
Recurrence or occurrence of a second primary malignancy: n = 84 
Death: n = 0 
Adverse event: n = 17 

Related to study drug (including unacceptable toxicity): n = 14 
Not related: n = 3 

Patient chose to withdraw from treatment: n = 26 
Investigator’s decision: n = 15 
Withdrew consent: n = 11 
Other: n = 23 

 

363 patients included in efficacy analyses (ITT population) 
356 patients included in safety analyses (As-treated population) 

361 patients included in efficacy analyses (ITT population) 
359 patients included in safety analyses (As-treated population) 

960 patients screened 
236 patients excluded due to: 

Not assigned: n = 14
Screen failure: n = 222*

Supplementary Figure S1. Patient disposition (CONSORT diagram). 

*The most common reasons were evidence of macroscopic residual disease or metastatic disease, and not having adequate organ function. 
As-treated population, all patients who received at least one dose of study drug as reported in patient diaries. ITT population, intent-to-treat population includes all patients who were 
randomized, regardless of whether they received study drug.




