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FIGURE 1
LIBERTAS study design (cont)

STUDY STATUS
LIBERTAS is the first phase 3 study evaluating intermittent versus continuous
ADT in mHSPC and the first degendered and transgender-inclusive prostate
cancer study

The study start date was August 31, 2023

Approximately 333 participants will be enrolled over 2 years at 86 sites across
9 countries (Australia, Brazil, Canada, China, France, Germany, Mexico, 
Poland, and United States)

Total time: ≈5.6 years (22 months accrual plus 45 months of treatment)

STUDY STATUS

ADT, androgen deprivation therapy; mHSPC, metastatic hormone-sensitive prostate cancer.
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FIGURE 1
LIBERTAS study design (cont)

INTRODUCTION

• Apalutamide (APA) is an androgen receptor pathway inhibitor approved for treatment of metastatic hormone-sensitive 
prostate cancer (mHSPC) and nonmetastatic castration-resistant prostate cancer with ongoing treatment with androgen 
deprivation therapy (ADT)1

• In the phase 3 TITAN study of participants with mHSPC treated with APA + ADT, a deep prostate-specific antigen (PSA) decline 
(≥90% PSA decline from baseline, undetectable PSA [≤0.2 ng/mL], or both) achieved at 3, 6, and 12 months of APA treatment 
was associated with improved clinical outcomes, including overall survival (OS) and radiographic progression-free survival 
(rPFS)2

• ADT is associated with adverse events and decreased quality of life (QoL) in individuals with advanced prostate cancer.3
However, treatment recommendations on the use of intermittent ADT as an ADT-sparing approach are limited

• LIBERTAS is the first phase 3 study evaluating APA + intermittent versus continuous ADT in individuals with mHSPC
• Moreover, LIBERTAS is the first degendered and transgender-inclusive prostate cancer study, serving as a foundational guide 

for future clinical study protocols
• Broad eligibility criteria are used to achieve greater inclusiveness of underserved and under-represented populations and 

allow for increased diversity in race, ethnicity, gender identity, and physical disability of study participants

INTRODUCTION
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FIGURE 1
LIBERTAS study design (cont)

OBJECTIVE

• The objective of the LIBERTAS study is to evaluate whether APA + intermittent ADT in 
participants with mHSPC who achieved PSA <0.2 ng/mL after 6 months of initial therapy with 
APA + ADT provides noninferior rPFS and reduces hot flash burden compared with APA + 
continuous ADT

OBJECTIVE
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FIGURE 1
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FIGURE 1
LIBERTAS study design (cont)

METHODS

• LIBERTAS is an international, open-label, randomized study enrolling participants with 
mHSPC, inclusive of all gender identities (Figure 1)

• Approximately 333 participants will be enrolled over 2 years at 86 sites across 9 countries
• A degendered and trans-inclusive protocol is used to encourage recruitment and enrollment 

of participants in sexual and gender minority populations that are underserved and under-
represented in clinical trials

• Subjective patient-reported outcomes (PROs) will be complemented with objective data from 
digital health tools (ActiGraph watch4 and CANTAB® neurocognitive assessments5) to better 
characterize QoL in the intermittent and continuous ADT arms

• An independent data monitoring committee will conduct an interim analysis for futility for 
the primary end point and periodic review of safety data

METHODS (1/4)
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FIGURE 1
LIBERTAS study design (cont)
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FIGURE 1
LIBERTAS study design (cont)

FIGURE 1
LIBERTAS study design (1 of 3)

FIGURE 1: LIBERTAS study design

METHODS (2/4)

ECOG PS, Eastern Cooperative Oncology Group performance status;  LPC, localized prostate cancer; NGI, next-generation imaging.
aParticipants receive APA 240 mg/d + ADT during the initial 6-month treatment phase. bThe choice of the GnRHa (agonist or antagonist) will be at the discretion of the investigator. cPSA0.2 
response refers to whether PSA is <0.2 or ≥0.2 ng/mL. dParticipants with confirmed PSA <0.2 ng/mL at the end of the initial 6-month treatment phase enter the main treatment phase and are 
randomized 1:1 to APA (240 mg/d) + intermittent ADT or APA + continuous ADT. eParticipants with PSA <0.2 ng/mL undergoing gender-affirming care will be evaluated as a separate cohort. 
These participants will not be randomized for the main treatment phase and will be treated similarly to Arm A participants. fADT can be restarted in the APA + intermittent ADT group for 
participants with new or worsening cancer symptoms, PSA increase to >10 ng/mL (or return to baseline level when PSA was <10 ng/mL before start of ADT), or PSA doubling time <6 months.

 GnRHa, gonadotropin-releasing hormone agonist/antagonist;
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FIGURE 1
LIBERTAS study design (cont)

FIGURE 1
LIBERTAS study design (cont)

FIGURE 1: LIBERTAS study design (cont)

METHODS (3/4)

mCRPC, metastatic castration-resistant prostate cancer; PFS2, progression-free survival on subsequent therapy.
gConventional imaging (CT/MRI and 99mTc bone scans) will be used for the assessment of the primary and secondary end points. hFindings from digital health tools measure sleep, activity and 
neurocognitive function, and PROs, including physical and mental wellbeing.
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LIBERTAS study design (cont)
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FIGURE 1
LIBERTAS study design (cont)
FIGURE 1METHODS (4/4)
LIBERTAS study design (cont)

FIGURE 1: LIBERTAS study design (cont)

METHODS (4/4)

CT, computed tomography; ECOG PS, Eastern Cooperative Oncology Group performance status; LPC, localized prostate cancer; LAPC, locally advanced prostate cancer; MRI, magnetic resonance 
imaging; NGI, next-generation imaging.
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FIGURE 1
LIBERTAS study design (cont)
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