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tive (rather than palliative) intent. Among pa-
tients who started ADT before randomization, 
the median time from the start of ADT to ran-
domization was 1.2 months (range, 0 to 3.9) in 
the combination group and 1.3 months (range, 
0 to 3.9) in the ADT-alone group.

Survival
The median overall survival was 13.6 months 
longer with the addition to ADT of early docetax-
el than with ADT alone (57.6 months vs. 44.0 
months; hazard ratio for death in the combina-
tion group, 0.61; 95% confidence interval [CI], 
0.47 to 0.80; P<0.001) (Fig. 1A). There were 85 
prostate-cancer deaths in the combination group 
and 114 prostate-cancer deaths in the ADT-alone 
group (Table S1 in the Supplementary Appen-
dix). The benefit at the last analysis was more 
apparent in the subgroup with high-volume dis-
ease than in the overall study population 
(Fig. 1B), with a median overall survival that was 
17.0 months longer in the combination group 
than in the ADT-alone group (49.2 months vs. 
32.2 months; hazard ratio for death, 0.60; 95% 
CI, 0.45 to 0.81; P<0.001). The median survival 
at the time of the analysis had not been reached 
in the subgroup with low-volume disease in ei-
ther study group (Fig. 1C). A benefit of docetax-
el treatment was detected in all the subgroups 
analyzed (Fig. 2).

Secondary End Points and Toxic Effects
The proportion of patients who had a decrease 
in the PSA level to less than 0.2 ng per milliliter 
at 12 months was 27.7% in the combination 
group, as compared with 16.8% in the ADT-
alone group (P<0.001) (Table 2). The median 
time to the development of castration-resistant 
prostate cancer (biochemical, symptomatic, or 
radiographic) was 20.2 months with combina-
tion therapy, as compared with 11.7 months 
with ADT alone (hazard ratio in the combina-
tion group, 0.61; 95% CI, 0.51 to 0.72; P<0.001) 
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Figure 1. Kaplan–Meier Estimates of Overall Survival.

The median duration of follow-up was 28.9 months 
among all patients (Panel A), 29.2 months among pa-
tients with high-volume disease (Panel B), and 27.6 
months among patients with low-volume disease (Pan-
el C). ADT denotes androgen-deprivation therapy, and 
NR not reached.
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