Table 6: Tumour response according to WHO RECIST

Tumours ACTIVE PLACEBO
N=70 N=70

n(%) 95% Cl n (%) 95% Cl
Complete Response 1(1.4) (0.19, 9.88) 1(1.4) (0.19, 9.88)
Partial Response 1(1.4) (0.19, 9.88) 5(7.1) (2.93, 16.35)
Total Responders 2(2.9) 6 (8.6)
Stable Disease 58 (82.9) (71.88,90.14) | 53(75.7) (64.04, 84.52)
Progressive Disease 10 (14.3) (7.74, 24.87) 11 (15.7) (8.79, 26.51)
Total Non-responders | 68 (97.2) 64 (91.4)

The number of tumours classified as responding to treatment are reported as a proportion
of the trial set with 95%CI at 12 weeks by randomised treatment group. Response to
treatment is classified according to the WHO-RECIST criteria, where a response is either a
complete response (disappearance of tumour) or a partial response (decrease in tumour
volume of >30% at 12 weeks). Non-response is either stable disease (neither complete nor
partial criteria met), or progressive disease (increase in tumour volume with no complete
response, partial response or stable response reported before increase, i.e. increase >20%).
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