What do these results mean
for individuals with advanced
prostate cancer?

The use of common medications along with
apalutamide plus standard hormone therapy does not
appear to increase the side effect profiles of these
common medications under routine patient monitoring
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p What was the purpose of this study?

+ To find out whether taking other common medications with
apalutamide affects patient safety by comparing side effects
in patients who received apalutamide plus hormone therapy
with those who did not receive apalutamide in the TITAN and
SPARTAN studies

,g\ Who was in the study and how was it carried out?

» Two large studies (TITAN and SPARTAN) looked at patients
with advanced prostate cancer who received apalutamide plus
hormone therapy (ADT) or placebo plus hormone therapy (ADT)

» Here, researchers looked at patients taking at least one of the
following 8 common medications in each study:

Nerve pain medications
Antibiotics (macrolides)
Stomach acid medications
Cholesterol medications

. Blood thinners .
Diabetes medications
Blood pressure medications

. Steroids .

+ Side effects that could happen when common medications are
taken together with apalutamide were compared between
patients who received apalutamide and those who did not
receive apalutamide

SPARTAN study (NCT01946204)

Patients with non-metastatic
castration-resistant prostate cancer

Apalutamide + ADT Placebo + ADT
806 patients in total 401 patients in total
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TITAN study (NCT02489318)

Patients with metastatic
castration-sensitive prostate cancer

Apalutamide + ADT Placebo + ADT
525 patients in total 527 patients in total
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Number of patients also receiving other common medications

In both TITAN and SPARTAN, patients also receiving other medications had similar
features with all patients in the study

+ Patients taking apalutamide plus ADT stayed on treatment much
longer than patients taking placebo plus ADT. To make the
comparison fair, researchers adjusted the results to
account for how long each patient received the study treatment

[ What were the results?

In this exploratory research in more than 2,200 patients from the TITAN and SPARTAN studies, there was no impact on the
side effect profiles of common medications when taken along with apalutamide under routine patient monitoring

TITAN: Patients also receiving other common medications

Number of any (Grade 1-4) side effects (adjusted based on how long each
patient was on study treatment)

Apaiutamice + o7 N 76.5
Piacebo + o7 SR 116.5

Number of severe (Grade 3-4) side effects (adjusted based on how long each
patient was on study treatment)

Apalutamide + ADT [JJJj 13.2
Placebo + ADT - 20.3

* In both studies, blood pressure medications were the most
frequently used medication alongside study treatments

* The side effects associated with blood pressure medications were
comparable between patients who received apalutamide and those
who did not receive apalutamide
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TITAN: Patients also receiving blood pressure medications

Number of any (Grade 1-4) side effects
(adjusted based on how long each patient was
on study treatment)

Apalutamide + ADT [ 32.5
Placebo + ADT |G 46.1

Number of severe (Grade 3—4) side
effects (adjusted based on how long each
patient was on study treatment)

Apalutamide + ADT [JJ] 10.0
Placebo + ADT || 17.0

SPARTAN: Patients also receiving other common medications

Number of any (Grade 1-4) side effects (adjusted based on how long each
patient was on study treatment)

Apalutamide + ADT ||} NG 105.8
picebo + o7 [ 160.3

Number of severe (Grade 3-4) side effects (adjusted based on how long each
patient was on study treatment)

Apalutamide + ADT [ 19.0
Placebo + ADT - 28.2

A What were the limitations?

» These comparisons were exploratory and done after the TITAN and
SPARTAN studies were completed, which means this study was not
designed specifically to compare side effects that could happen when
apalutamide is taken together with common medications

+ Some side effects may have been linked to how apalutamide interacts
with other common medications, while other side effects may have been
caused by the other common medications alone

» Some patients started new medications during the TITAN and SPARTAN
studies, so regular medication review and monitoring are important when
treating patients with apalutamide who have other health conditions

Glossary of terms

Androgen deprivation therapy, a treatment that lowers male hormones
(such as testosterone) to slow or stop prostate cancer growth
The cancer responds favorably to treatment that blocks
testosterone production

ADT
Castration-sensitive

The cancer continues to grow even after treatment that blocks

Castration-resistant .
testosterone production

A grading system 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 4 are considered severe and need immediate
medical attention

Grade

Macrolide A type of antibiotic commonly used to treat bacterial infections
Metastatic The cancer has spread to other locations in the body
(such as bones or other organs)
Treatment that looks like real medicine but does not contain any
Placebo active drug. Researchers use placebos in studies to compare how

Prostate cancer

people respond to the real treatment versus no treatment effect
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Prostate cancer develops when the body cannot control the growth of
abnormal cells in the prostate

Al was used in the preparation of these summaries.
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