
Why was this study done?

• Researchers from the original PROTEUS study wanted to carry out a sub-
study to find out whether adding apalutamide and hormone therapy 
(ADT) before and after prostate surgery could improve outcomes for
patients compared with surgery alone

Who took part and what 
treatment did they receive?
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What were the results?

What do these results 
mean for individuals with 
high-risk localized or locally 
advanced prostate cancer? 

• Adding apalutamide + ADT before and after
prostate surgery improved outcomes compared
with prostate surgery alone for enrolled patients.
The treatment reduced the risk of the cancer
either spreading or returning, or death

• A total of 408 patients took part in the PROTEUS sub-study (NCT03767244). Each
patient was randomly assigned in a 1:3 ratio to receive either apalutamide + ADT 
alongside surgery or surgery alone

• Apalutamide + ADT was given for ~6 months before prostate surgery (to shrink
the tumor before surgery) and ~6 months after surgery (to help prevent the
cancer from returning). Both groups underwent the same standard surgery:
radical prostatectomy and pelvic lymph node dissection

Side effects with apalutamide + ADT were consistent with those observed in previous studies and the main PROTEUS study

Percentage of patients experiencing Grade 3 or above side effects were similar in both groups; most were related to surgery rather than treatment

Patients diagnosed with prostate cancer only in the 
prostate or nearby area without it having spread to 

other parts of the body were included

Treatment with apalutamide + ADT before and after surgery improved cancer outcomes and decreased 
the risk of needing subsequent treatment for prostate cancer

Primary objectives:
• To estimate the length of 

time patients lived 
without experiencing 
certain events showing 
that their cancer had 
returned or worsened

Apalutamide + 
ADT with surgery

102 patients

Surgery alone

306 patients

Other key secondary objectives:
• How long patients lived without their 

cancer spreading to other parts of 
the body

• How long patients went before needing
another treatment for their prostate 
cancer

Median time patients continued study 
follow-up after enrollment37.8 months

Patients in both groups had similar cancer features

62%
51%Decreased risk of the cancer returning 

or getting worse, or of death when 
adding apalutamide + ADT treatment 
before and after surgery compared with 
surgery alone

Decreased risk of cancer 
spreading to other parts 
of the body or death

Prostate cancer returning, getting worse or 
death was less likely with apalutamide + 

ADT added to surgery at: 

28% Percentage of patients needing additional unplanned radiotherapy +/-
ADT after surgery alone vs apalutamide + ADT with surgery

71%
Apalutamide + ADT

with surgery

Surgery alone

The most common Grade 3 or 
above side effects with 
apalutamide treatment were 
erectile dysfunction (ED) and 
urinary tract infections; 
with surgery alone, the 
most common were ED 
and urinary incontinence

5.0%
Percentage of patients 
who reduced their dose 
because of side effects 
related to their 
treatment was low

Apalutamide + ADT with 
surgery (n=101)

10.9% 16.8%

Apalutamide + ADT with surgery 
(n=101)

Due to surgery

Percentage of patients 
who experienced at least 
one Grade 3 or above 
side effect related to 
treatment

41%

63%

Glossary of terms

ADT
Androgen deprivation therapy, a treatment that 
lowers male hormones (like testosterone) to slow or 
stop prostate cancer growth.

Grade

A grading system from 1 to 5 used to describe the severity of 
a side effect. Side effects graded 1 or 2 are considered mild to 
moderate. Side effects graded 3 or above are considered 
serious and need immediate medical attention.

Localized prostate
cancer

Prostate cancer that is only located inside the 
prostate and has not spread to other parts of 
the body.

Locally advanced 
prostate cancer

Prostate cancer that has spread only to a nearby 
area but not to distant parts of  the body.

Pelvic lymph node 
dissection

A surgery that is performed to remove lymph nodes near the 
prostate as a preventative measure to stop the cancer 
spreading.

Radical prostatectomy
A surgery to remove the entire prostate gland and 
some of the surrounding tissue that is a standard 
treatment for prostate cancer.

vs

~6 months 
treatment

~6 months 
treatment

Prostate 
surgery

14.7%

Surgery alone 
(n=286)

Due to treatment

Decreased risk of 
receiving a subsequent 
treatment for 
prostate cancer

20
months

24
months

36
months

Percentage of patients 
free from their cancer 
returning or getting 
worse, or death, at 3 
years 16%vs

These outcomes were not adjusted for multiple comparisons. The results should be considered descriptive.

Prostate surgery alone

These results suggest that adding apalutamide + ADT before and after surgery helps to optimize the cancer outcomes of surgery
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