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FOR APALUTAMIDE



ADT = androgen deprivation therapy; HCPs = healthcare practioners; HRQoL = health-related quality of life; mCRPC = metastatic castration-resistant prostate cancer;  
mCSPC = metastatic castration-sensitive prostate cancer
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UNMET NEED

Unmet need Efficacy Dosing HRQoL Safety

mCSPC

Metastatic Castration-Sensitive Prostate Cancer (mCSPC) is a 
critical intervention point and represents the final opportunity 
to delay late-stage disease. It’s critical to use the best treatment 
now to delay progression, symptoms and death

Critical 
point of 
intervention

Low symptom burden in most 
patients; 4% to 26% of patients 

experience fatigue, urinary 
symptoms and bone pain2-7

Health Related Quality of LIfe 
(HRQoL) similar to the general 

population as most patients are not 
impacted by symptoms3,8

Severe symptom burden,  
including severe bone pain, skeletal 
related events and a considerable 

emotional burden2,9-10

Substantial negative impact on 
HRQoL due to severe symptoms9

mCRPC



A period with no signs of disease development on a CT scan images after starting a new treatment is known as radiographic progression-free survival period.

ADT = androgen deprivation therapy; CAB = complete androgen blockade; CI = confidence interval; HR = hazard ratio;  
mCSPC = metastatic castration sensitive prostate cancer; OS = overall survival
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EFFICACY

Unmet need Efficacy Dosing HRQoL Safety

Apalutamide can help you live for longer compared 
to other therapy options

Treatment with apalutamide can delay progression 
of your prostate cancer

Overall survival in the TITAN trial (final analysis)

Apalutamide + ADT 
reduced the risk 
of death by 35% 
compared with 
placebo + ADT in 
all patients with 
mCSPC  
(HR: 0.65; 95% CI: 0.53, 
0.79; nominal p<0.0001)1
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Apalutamide + ADT 
reduced the risk 
of progression by 
52% compared with 
placebo  + ADT in 
all patients with 
mCSPC  
(HR: 0.48; 95% CI: 0.39, 
0.60; p<0.001)2

Radiographic progression-free survival in the TITAN trial
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AA = abiraterone acetate; ADT = androgen deprivation therapy; CAB = complete androgen blockade; CI = confidence interval; D = docetaxel; ENZA = enzalutamide; HR = hazard ratio; 
mCSPC = metastatic castration sensitive prostate cancer; NMA = network meta-analysis; NSAA= Nonsteroidal antiandrogen; OS = overall survival; P = prednisone

1.	 Janssen. Network meta-analysis of apalutamide in the treatment of patients with Metastatic Hormone Sensitive Prostate Cancer (mHSPC) - Summary of Results TITAN FA update. 
(data on file). 2021.

EFFICACY
Treatment with apalutamide will allow patients with mCSPC, like 
yourself, to live longer than treatment with enzalutamide

Unmet need Efficacy Dosing HRQoL Safety

Overall survival (OS)

Based on the updated Janssen NMA using data-cuts closest to the TITAN final analysis 
(scenario 2) 

Comparator Median HR [95%CrI] P(best)

Apalutamide + ADT -- 44.83%

AA+P+ADT 0.992 [0.755; 1.303] 40.12%

D+ADT 0.882 [0.695; 1.119] 2.929%

ENZA+ADT 0.803 [0.502; 1.287] 12.11%

ADT alone 0.651 [0.534; 0,793] 0.000%

NSAA+ADT 0.539 [0.315; 0.917] 0.018%

Apalutamide + ADT has the highest probability of providing a greater OS benefit 
than CAB, D+ADT, ADT alone, AA+P+ADT and ENZA+ADT in patients with mCSPC1



mCRPC = metastatic castration-resistant prostate cancer; mCSPC = metastatic castration sensitive prostate cancer

1.	 Janssen. Time to First Subsequent Systemic Therapy for Prostate Cancer - Stratified Analysis; Intent-to-treat Population (Study 56021927PCR3002). (data on file). 2019.

Using apalutamide now will maximise the number of treatment 
options available to you later on, if your prostate cancer 
progresses

EFFICACY

Unmet need Efficacy Dosing HRQoL Safety

Prescribing apalutamide to patients with mCSPC allows AA+P and enzalutamide to be preserved 
for the later stages of prostate cancer, in order to maximise treatment options across the 
course of the disease

In a large trial with 1052 number of patients (called TITAN trial), treatment with 
apalutamide + ADT significantly reduced the risk of subsequent systemic therapy 
for prostate cancer by 61% compared with placebo + ADT in patients with mCSPC 
(HR: 0.390; 95% CI: 0.302, 0.503; p<0.0001)1

Apalutamide 
+ ADT Option A Option B Option C

Treatment 
for mCSPC

Treatment options
available for mCRPC

Option A Option B Option C No further 
options

Only apalutamide plus ADT 
adds the opportunity for an 
additional treatment option in 
the prostate cancer pathway



ADT = androgen deprivation therapy; CAB = complete androgen blockade; CI = confidence interval; HR = hazard ratio; mCSPC = metastatic castration sensitive prostate cancer; OS = 
overall survival
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EFFICACY
Apalutamide delays the need for chemotherapy

Apalutamide can help keep your  
prostate-specific antigen (PSA) level low

Unmet need Efficacy Dosing HRQoL Safety

Time to chemotherapy (TITAN final analysis)

Apalutamide + ADT 
reduced the risk 
of subsequent 
treatment with 
chemotherapy 
by 53% compared 
with placebo + ADT 
(HR: 0.47; 95% CI: 
0.35, 0.63; nominal 
p<0.0001)1
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AA = abiraterone acetate; mCSPC = metastatic castration-sensitive prostate cancer; P = prednisone
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DOSING
Apalutamide is an oral treatment that is taken once-daily at 
home at your convenience

It is not necessary to take steroids or restrict food intake with 
apalutamide

Unmet need Efficacy Dosing HRQoL Safety

Treatment with apalutamide is simple for the patient: the oral tablet can 
be taken at home without food restrictions and only requires once-daily 
administration1-3

Unlike AA+P, apalutamide does not require co-administration of 
corticosteroids which require monitoring for mineralocorticoid excess, 
adrenocortical insufficiency and hepatotoxicity, and are associated with 
additional adverse events1-3

Apalutamide can be prescribed for all patients with mCSPC. In contrast, AA+P 
is only indicated for the treatment of patients with newly diagnosed high risk 
mCSPC1-3



HRQoL
Apalutamide reduces your risk of experiencing the symptoms 
of late-stage prostate cancer, including bone fractures, pain  
and fatigue

Most men who have been treated with apalutamide have not 
reported any impact on HRQoL compared with how they felt 
before starting treatment. This means you can continue your 
normal daily activities

Unmet need Efficacy Dosing HRQoL Safety

Patients treated with 
apalutamide + ADT in 
the phase III TITAN trial 
reported being able to 
work and being able to 
continue their normal 
activities3,4

At the final analysis 
of the phase III TITAN 
trial, apalutamide + ADT 
reduced the risk of pain 
progression by 13% 
(HR: 0.87; 95% CI: 0.70, 
1.08; nominal p=0.1966) 
and reduced the risk 
of chronic opioid use 
by 21% compared with 
placebo + ADT (HR: 0.79; 
95% CI: 0.58, 1.09; nominal 
p=0.1563)1

Patients treated with 
apalutamide + ADT were 
able to maintain their 
functional, social and 
emotional well-being2

ADT = androgen deprivation therapy; CI = confidence interval; ECOG PS = Eastern Cooperative Oncology Group Performance Status; HR = hazard ratio; HRQoL = health-related quality 
of life; mCSPC = metastatic castration sensitive prostate cancer; 
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Note: After the interim analysis, the TITAN trial was unblinded and patients in the placebo + ADT arm were allowed to crossover to the apalutamide + ADT arm; this group is referred 
to as the crossover group. In total, 208 patients (39.5%) crossed over into the apalutamide + ADT arm.2

ADT = androgen-deprivation therapy; AE = adverse event; mCSPC = metastatic castration-sensitive prostate cancer; SAE = serious adverse event;  
TEAE = treatment-emergent adverse event
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SAFETY
Apalutamide is well-tolerated and does not cause additional 
bothersome side effects compared with ADT 

Unmet need Efficacy Dosing HRQoL Safety

In the phase III TITAN trial, similar rates of treatment-related AEs and SAEs were observed 
with apalutamide + ADT and placebo + ADT in patients with mCSPC at both the initial analysis 
and final analysis, despite a longer median treatment duration on apalutamide than placebo 
(Initial analysis: 20.5 months vs 18.3 months; final analysis: 39.3 months vs 20.2 months)1,2

Safety outcomes in the TITAN trial (final analysis)2
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Patients’ responses to the ‘I am bothered by the side effects of treatment’ item 
in the TITAN trial indicated that the tolerability of treatment was similar in the 
apalutamide + ADT and placebo + ADT treatment arms and that apalutamide did 
not cause any additional bothersome side effects3
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