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Figure S1. Maximum tumour shrinkage (%) of target lesions in
individual patients during the study in (A) active-titration,
(B) placebo-titration, and (C) non-randomised arms.
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*One patient in the active-titration arm, three patients in the placebo-
titration arm, and two patients in the non-randomised arm were excluded
because tumour shrinkage could not be determined. Data are based on a
single scan.



Table S1: Treatment-emergent, all-causality grade 3 or higher adverse events

Total* Axitinib titration Placebo titration Non-randomised

(N=213) (n=56) (n=56) (n=91)
Adverse event,’ Grade 3 Grade 4 Grade 5 Grade 3 Grade 4 Grade 5 Grade 3 Grade 4 Grade 5 Grade3 Grade4 Gradeb5
n (%)
Hypertension 63 (30) 0 0 10 (18) 0 0 509) 0 0 45 (49) 0 0
Diarrhoea 16 (8) 1(<1) 0 6(11) 1(2) 0 2(4) 0 0 8(9) 0 0
Fatigue 13 (6) 1(<1) 0 3(5) 0 0 2(4) 0 0 6 (7) 1(1) 0
Weight decreased 13 (6) 0 0 4(7) 0 0 3(5 0 0 6(7) 0 0
Back pain 8(4) 0 0 3(5) 0 0 1(2) 0 0 4(4) 0 0
Disease progression 0 1(<1) 703) 0 0 1(2) 0 1(2) 0 0 0 6(7)
Hand—foot syndrome 8(4) 0 0 2(4) 0 0 1(2) 0 0 5(5) 0 0
Decreased appetite 7(3) 0 0 3(5 0 0 0 0 0 4(4) 0 0
Dehydration 73) 0 0 3(5) 0 0 0 0 0 303) 0 0
Hyponatraemia 5(2) 2(1) 0 3(5 0 0 0 0 0 1(1) 2(2) 0
Dyspnoea 5Q2) 1(<1) 0 1(2) 1(2) 0 2(4) 0 0 1(1) 0 0
ALT increased 52) 0 0 1(2) 0 0 2(4) 0 0 2(2) 0 0
Arthralgia 5() 0 0 1(2) 0 0 2 (4) 0 0 2(2) 0 0
Asthenia 52) 0 0 0 0 0 2(4) 0 0 3(3) 0 0
Dizziness 5Q2) 0 0 1(2) 0 0 2(4) 0 0 2(2) 0 0
Nausea 5(2) 0 0 305 0 0 0 0 0 (1) 0 0
Blood sodium decreased 4(2) 0 0 0 0 0 3(5 0 0 1(1) 0 0
General physical health 3(1) 0 1(<1) 0 0 1(2) 1(2) 0 0 1(1) 0 0

deterioration

Hypokalaemia 3(1) 1(<1) 0 1(2) 0 0 1(2) 0 0 1(1) 1(1) 0
Mucosal inflammation 4(2) 0 0 24 0 0 0 0 0 2(2) 0 0
Syncope 4(2) 0 0 2(4) 0 0 1(2) 0 0 1(1) 0 0
Vomiting 4(2) 0 0 309 0 0 0 0 0 1 (1) 0 0

ALT=alanine aminotransferase.
“Includes 10 treated patients who withdrew during lead-in period. "Reported in >2% of patients in the total treated population.



Investigators

The following investigators participated in the study: The University of Texas MD Anderson Cancer Center,
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Hospital General Universitario Gregorio Marafion, Madrid, Spain (JA Arranz), Nemocnice na Bulovce Urologicke
oddeleni, Praha, Czech Republic (M Pesl), Ohio State University Arthur G. James Cancer Hospital and Richard J.
Solove Research Institute, Columbus, OH, USA (TE Olencki), Washington University School of Medicine, St.
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