ENZARAD: Randomised phase 3 trial of enzalutamide in androgen deprivation therapy with
radiation therapy for high risk, clinically localised, prostate cancer
(ANZUP 1303)
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Background








Specific Objectives

Adjuvant androgen deprivation therapy (ADT) including a
luteinising hormone releasing hormone analogue (LHRHA) for
2—3 years is standard of care given before, during, and after
radiotherapy (RTx) for localised prostate cancer at high risk of
recurrence.
Long term ADT (18—36 months) gives superior outcomes than 6
months but the optimal regimen and duration is unclear.
nd
Enzalutamide is a new 2 generation androgen receptor (AR)
inhibitor that is more potent and binds with a higher affinity to
the AR than conventional non-steroidal anti-androgens (NSAA)
and improves survival in metastatic castration-resistant prostate
cancer.
We hypothesise that incorporation of enzalutamide in
adjuvant ADT, given before, during and after RTx for localised
prostate cancer at high risk of recurrence, will further improve
outcomes.

Overall survival (Primary endpoint)
Secondary endpoints:
Cause specific survival
PSA progression free survival
Clinical progression free survival
Time to subsequent hormonal therapy
Adverse events
Health-related quality of life
Health outcomes relative to costs
Tertiary objective : To identify biomarkers that are prognostic or
predictive of response to treatment

Study Progress

Aim
To determine effectiveness of enzalutamide as part of
adjuvant ADT with a LHRHA in men having radiotherapy for
localised prostate cancer at high risk of recurrence.

Planned recruitment duration

2 years

Opened to recruitment

March 2014

Sites open to recruitment
Patients screened

9
84

Patients randomised

20

Sites continue to be opened for recruitment in Australia,
New Zealand, Ireland, UK and Europe.

Study Design
Open label, randomised, stratified, 2-arm, multicentre phase 3

Statistical Considerations
800 participants followed until approximately 200 deaths are
observed, (e.g. 2 years recruitment with a 5.5 years follow up)
provides 80% power to detect a 33% reduction in the hazard of
death with a 2 sided type 1 error of 0.05 assuming a 5-year
survival rate of 76% amongst controls.
Australian New Zealand Clinical Trials Registry (ANZCTR): ACTRN12614000126617
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Website: www.anzup.org.au

For all trial enquiries: enzarad@ctc.usyd.edu.au
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