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• Study design: post-hoc analysis of RTOG 9601 trial 
patients (n=760), obtained from NCI’s National 
Clinical Trials Network.  

• Covariates: covariates were categorized as reported 
in the original trial, and consisted of age, race, 
Karnofsky performance score, pathologic Gleason 
score, pathological T (pT) stage, surgical margin 
status,  pre-sRT PSA (<0.7 versus 0.7-1.5 versus 
>1.5-4.0 ng/ml), and receipt of bicalutamide versus 
placebo. 

• Patients were stratified into 2 groups, those that 
received sRT alone and those that received both sRT
and bicalutamide. 

• Analysis: Interaction between 10-yr predicted 
mortality probability and AAT/no AAT was plotted 
using locally-weighted methods controlling for all 
baseline factors; a two sided p<0.05 was considered 
significant. 

MATERIALS AND METHODS

CONCLUSIONS
• In patients with biochemical failure after RP, only 

patients with mortality risk of 10% or greater benefit 
from addition of AAT to sRT.

• Combining bicalutamide and sRT shows a 16% added 
survival benefit for every 10% incremental increase in 
10-yr mortality risk. 

• These data may facilitate patient counseling and 
shared treatment selection.

RESULTS
• Of the 760 patients that were part of the RTOG 9601 

trial, 376 (49.5%) received sRT alone while the 
remaining 384 (50.5%) received both sRT and 
bicalutamide.  

• Baseline characteristics of patients in the two groups 
were well-matched (Table). 

• The median follow-up was 12 years.
• The lines for bicalutamide and no AAT separated at 

10-yr predicted mortality risk of 10%, indicating that 
patients with a predicted 10-yr mortality risk of 10% 
or greater will benefit from addition of bicalutamide 
(Figure).

• Cox-regression analysis demonstrated that patients 
undergoing combination bicalutamide and sRT (HR= 
1.34, 95% CI 1.18-1.52) had 16% lower hazard of 
mortality as compared to patients undergoing sRT
alone (HR= 1.51, 95% CI 1.36-1.67) for every 10% 
increment in predicted mortality risk (p<0.001).
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• More than 170,000 men in the U.S. are diagnosed 
with prostate cancer each year,  and about half of 
those patients choose radical prostatectomy as the 
initial treatment. 

• Nearly one-third of these patients will develop 
disease relapse, which manifests as a rise in serum 
level of PSA (biochemical failure).

• It is generally agreed that salvage radiation therapy  
(sRT) improves outcomes in patients that experience 
biochemical failure after radical prostatectomy. 

• However, 50% of patients treated with sRT alone will 
have disease progression within 5 years.

• Adding anti-androgen therapy (AAT) improves 
outcomes further, but not in all. 

• In this study we aimed to elucidate which patients 
derive benefit from a combination of bicalutamide 
and sRT. 

INTRODUCTION Table: Baseline characteristics in prostate cancer disease patients experiencing biochemical failure after 
radical prostatectomy receiving sRT alone vs sRT and bicalutamide. (RTOG 9601 trial data)

Figure: 
Interaction 
between 10-yr 
predicted mortality 
probability and 
AAT/no AAT. The 
blue line 
represents 
bicalutamide and 
AAT while the red 
line represents 
sRT alone (RTOG 
9601 trial data)


