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❶Background and Objectives

•
•
•

Apalutamide (ARN-509) is an oral selective and competitive androgen receptor inhibitor
Neoadjuvant therapy prior to radical prostatectomy (RP) in the treatment of D’Amico intermediate and high-risk prostate cancer has not been described
We report on the patient-reported outcomes following 12 weeks of neoadjuvant ARN-509 therapy and RP

❷Materials & Methods
Phase II single arm study. Clinicaltrials.gov Identifier: NCT03124433

• Eligibility criteria:
•
- Age 21-75
- Conventional adenocarcinoma on biopsy
- Organ confined D’Amico intermediate to high risk prostate cancer
- Planned for RP as primary definitive therapy
- No known hypersensitivity to drug
- Able to swallow study drug as whole tablets
- Adequate liver function
• Trial design
- Recruitment target: 30 patients
- Enrolled: 30 patients
- Completed: 25 patients
- Sexual Health Inventory for Men (SHIM), EORTC QLQ-PR25 and QLQ-C30 questionnaires were
done at time-points of week 0, 4 and 12 following ARN-509 therapy
- Subjects were issued a step counter and encouraged to walk as a form of physical exercise. The
step count served as a surrogate of the physical activity pursued daily
• Statistical significance: p<0.05

Exclusion criteria:
Small cell, neuroendocrine or ductal differentiation on biopsy
Previous pelvic irradiation or ADT use
Patients on anti-epileptics or anti-psychotics
Renal impairment with serum creatinine twice the upper limit of normal
Other malignancy within 5 years
ECOG performance status 2 or poorer

n=30 enrolled and completed
ARN-509 240mg daily for 12 weeks
n=4 received local therapy outside of protocol)
n=1 demised (unrelated to ARN-509
n=25
Standard of care RP performed
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❸Results

Higher QLQ-C30 functioning scales and overall health/QoL
mean scores represent better function and QoL
No clinically meaningful change (≥10) in functional scales
& global health/QoL scores compared with baseline
(p=0.0111 & 0.0452 respectively)

Higher QLQ-PR25 symptom
represent worse symptoms

scales

mean

scores

No overall clinically meaningful change (≥10) in symptom
scores compared with baseline (-5.55, p=0.0082)
Clinically meaningful change (≥10) in fatigue compared
with baseline (-11.2, p=0.0115)

SHIM mean
scores
deteriorated
over 12 weeks
(change in
mean score=
5.41, p=0.0001)

Higher QLQ-PR25 symptom scales mean scores represent worse symptoms
No clinically meaningful change (≥10) compared with baseline (-4.72, p=0.0082)

• Median daily step
count was charted
at 8228 per day
(week 0) and 6001
per day (week 12)
(p=0.063),
demonstrating a
reduction which
was non-significant.
• The median BMI
decreased by 0.6
kg/m2 over 12 weeks
( 24.8kg/m2 to 24.2
kg/m2), and was
associated with a
median weight loss
of 2.3% from
baseline (p =0.008)

❹Discussion & Conclusion

•
•
•
•
•

In conclusion, the overall patient-reported health-related QoL outcomes were maintained with 12 weeks of neoadjuvant apalutamide therapy
However, there is a trend of increased fatigue, reduced sexual function
The reductions in physical activity levels and body mass index were non-significant
These results suggest that 12 weeks of neoadjuvant apalutamide prior to RP in patients with D’Amico intermediate to high risk prostate cancer is safe
Mitigating factors to reduce fatigue and sexual dysfunction will increase tolerability

