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NCCN Guidelines Panel: Prostate Cancer
On behalf of Astellas and Medivation, we are submitting this request to the NCCN Prostate Cancer
Guideline Panel on Xtandi (enzalutamide), for review of data from two multicenter, randomized,
double blind clinical trials (TERRAIN and STRIVE), which compared enzalutamide to bicalutamide in men
2 The TERRAIN trial enrolled 375 men with metastatic
with castration-resistant prostate cancer (CRPC).’
CRPC and the STRIVE trial enrolled 396 men with either metastatic or non-metastatic CRPC.
Specific Changes: We are providing data from the TERRAIN and STRIVE trials, which evaluated the use of
enzalutamide compared to bicalutamide in men with CRPC as described above; data from these trials
2
’
1
have been published in Lancet Oncology (TERRAIN) and in the Journal of Clinical Oncology (STRIVE).
3
FDA Clearance: Enzalutamide is currently approved for the treatment of patients with metastatic CRPC.
Rationale: Two multicenter, randomized, double-blind clinical trials, TERRAIN and STRIVE, demonstrated
significant increases in progression-free survival (PFS) for enzalutamide 160 mg/day compared to
hicalutamide 50 mg/day in men with CRPC.
2 In TERRAIN, enzalutamide treated patients had a median
’
1
PFS (time from randomization to centrally confirmed radiographic progression, skeletal related event,
initiation of new anti-neoplastic therapy or death, whichever occurs first) of 15.7 months (95%
confidence interval [Cl] 11.5—19.4) compared to 5.8 months (95% Cl 4.8—8.1) for bicalutamide treated
patients (hazard ratio 0.44 [95% Cl 0.34—0.57; p<0’OOOl]).’ In STRIVE, the median PFS (time from
randomization to radiographic progression, prostate-specific antigen progression, or death due to any
cause, whichever occurs first) was 19.4 months (95% Cl 16.5 to NR) with enzalutamide versus 5.7
2 The most
months (95% CI 5,6 to 8.1) with bicalutamide (HR 0.24 [95% Cl 0.18—0.32; p<0’001]).
(>
common adverse events in patients treated with enzalutamide
10% incidence in either trial) were:
fatigue, back pain, hot flush, fall, hypertension, dizziness, decreased appetite, nausea, constipation,
2
diarrhea, weight decrease, pain in extremity, and arthralgia.”
Additional details of the trial can be accessed here:
TERRAIN: http://www.thelancet.com/pdfs/iournals/lanonc/PIIS147O-2045( 15)00518-5. pdf
STRIVE: http://jco.ascopubs.org/content/early/2016/O1/21/JCO.2015.64.9285.fuII.pdf+html
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