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Method

Stratification Variables

Surgical margins: positive or not
Nadir PSA level: <0.5: yes orno
Entry PSAlevel: <1.6 or1.6-4.0
Pre RP neoadjuvantSTAD: yes or no
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RADIATION THERAPY
ONCOLOGY ONCOLOGY GROUP

RT (64.8 Gy) plus

Arm 1 AAT* (Bicalutamide
150 mg) QD**
Arm 2 RT (64.8 Gy) plus

placebo QD**

*AAT: Anti Androgen Therapy (peripheral androgen blockade)

** During and after RT for 24 months
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Patients

 Enrolled March 1998 — March 2003

« 761 eligible patients were randomized to Bicalutamide &
RT or to Placebo & RT

 Median age at entry: 65 yrs
« Median follow-up of surviving patients: 12.6 yrs
* Median interval between RP and study entry: 2.1 yrs

 Median interval between RP and first detectable PSA: 1.4
yrs

« Median entry PSA was 0.6 ng/ml; with 25th to 75th
percentiles of 0.4 and 1.1 ng/ml
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Results

Overall Survival

100
75 1 .
OS at 10 yrs:
Q 82% vs 78%
S 50
g Failed Total
w ---- Placebo+RT 123 377
— AAT+RT 99 384 HR= 0.75(0.58-0.98)
25 2-sided log-rank test p-value = 0.036
0_
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o 1 2 3 4 5 6 7 8 9 10 11 12 13 14
) ) Years after Randomization
Patients at Risk
Placebo+RT 377 373 369 360 351 333 320 308 295 281 261 234 174 99 48
AAT+RT 384 382 376 368 362 347 337 326 308 294 279 253 190 123 60
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Conclusions

« With a median F/U of greater than 12 years, the addition
of 24 mos. of peripheral androgen blockage (AAT) during
and after salvage RT significantly:

O

O
O
O

Improved Overall Survival (p=0.036)
Reduced metastatic PC
Reduced death from PC — [ from 7.5% to0 2.3%; NNT =17 ]

Reduced tumor progression and the incidence of local
regrowth

« Gl or GU toxicity observed during AAT or placebo
treatments were low and similar

« Gynecomastia was extremely common in the
bicalutamide arm
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