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Internal 
request: Panel 
teleconference 
request based on the 
FDA approval of the 
immunotherapeutic 
agent sipuleucel-T 
(Provenge) for the 
treatment of 
advanced prostate 
cancer on April 29, 
2010. 

External request: 
Submission request 
from Dendreon 
Corp. on May 3, 
2010. 
 
 

There are two phase 3 trials published for 
symptomatic or minimally symptomatic, 
metastatic castration recurrent prostate 
cancer.  The median survival was 4 mo and 
a 22 % reduction in risk of death from 
prostate cancer compared to placebo.  
 
The most common adverse effects 
associated with treatment were primarily 
grade 1 and 2, with durations of 1-2 days.  
 
Based on this data, Panel members 
supported the inclusion of sipuleucal-T as a 
treatment option in the guideline.  
 
Physicians should not be offering this to 
patients who are symptomatic after 
receiving docetaxel. 
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