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Key Takeaway

Rapid and deep PSA declines, that are a hallmark of APA + ADT, were seen in
patients enrolled from Latin America, despite higher baseline PSA levels

Conclusions

Patients enrolled in Latin America were younger and had more advance disease
than the overall study population, demonstrating consistent deep PSA response
regardless of differences in demographics and baseline clinical characteristics

APA + ADT resulted in 96% of patients reaching PSA50 at 6 months, with 83%
PSA90 and 61% PSA undetectable (PSAO.2) in this Latin American cohort

The safety profile of APA remained consistent with prior experience

https://www.congresshub.com/Oncology/AM2026/Apalutamide/Gomes
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Introduction

* Apalutamide (APA) in combination with androgen deprivation therapy
(ADT) showed rapid and deep prostate-specific antigen (PSA) decline
in participants with metastatic castration-sensitive prostate cancer

(MCSPC) in the phase 3 TITAN study, and this deep PSA decline was
associated with improved overall survival (OS)'

 LIBERTAS is a global phase 3 study evaluating APA + intermittent ADT as
an ADT de-escalation strategy for participants with mCSPC who achieve

Methods

 LIBERTAS (NCT05884398) is a phase 3, prospective, open-label, randomized
study in participants with mCSPC (Figure 1)

* Participants with mCSPC were eligible if they had <3 months of prior ADT, ECOG
PS O-1, and confirmed metastases by conventional or next generation imaging

* In the initial 6-month treatment phase, all participants received APA

Figure 1: LIBERTAS study design
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Results
Participants PSA decline
* From December 2023 to July 2024, 118 participants from Latin America were e Rapid and deep PSA decline was observed with APA+ADT in the majority of Latin American participants (Figure 2)
enrolled, including 87 participants from 7 sites in Brazil, and 31 participants from » Among 110 Latin American participants who completed the initial 6-month treatment phase, 105 (95.5%) achieved a 250% PSA decline (PSA50), 91 (82.7%)

4 sites in Mexico

e Latin American participants were younger (median age 67 years) and had more
advanced disease compared with the overall population (Table 1)

— Among Latin American participants, 89.0% had M1 disease at diagnosis, 39.8%

had ECOG PS1, and 66.1% had high volume disease

— Median baseline PSA was 22.95 ng/mL compared with 7.32 ng/mL in the

overall population

Table 1: Baseline demographics and disease characteristics

Latin American subgroup

Enrolled population
Overall study population
(N=420)

achieved a=290% PSA decline (PSA90), and 67 (60.9%) achieved PSA <0.2 ng/mL (PSAO0.2) at any point during the first 6 months (Figure 3)
— The proportions of participants achieving PSA decline were similar to those observed in the overall study population

By 3 months of treatment, PSA50, PSA90, and PSAO.2 were achieved by 92.4%, 64.4%, and 29.7%, respectively, in Latin American participants (Table 2)

* Median time to achieve PSA50, PSA90, and PSAO.2 were 1.87 months, 1.91 months, and 3.14 months, respectively, in Latin American participants; these were

similar to those in the overall study population

* A total of 62 Latin American participants who achieved PSA <0.2 ng/mL were randomized to the main treatment phase

— There were 63 participants who had a confirmed PSA <0.2 ng/mL response at the 6 months visit (Figure 2); among these, one participant did not proceed to
randomization as they discontinued the initial treatment phase due to an adverse event

Safety

* The safety profile in the Latin American subgroup was consistent with the global population, with no new safety signals (Table 3)

Figure 2: Confirmed PSA change (%) from baseline at 6 months among
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Table 2: Confirmed PSA decline after 3 months of treatment with

enrolled Latin American participants with PSA data at 6 months (n=111) APA + ADT, and median time to PSA decline during the initial

Enrolled population

treatment phase

Confirmed PSA decline Latin American subgroup | Overall study population

PSA decline after 3 months, n (%)

PSA decline 250% 109 (92.4) 387 (921)
PSA decline 290% 76 (644) 281 (66.9)
PSA <0.2 ng/mL 35 (29.7) 196 (46.7)

Median (range) time to achieve
confirmed PSA decline, months

PSA decline 250% 1.87 (1.0-3.8) 1.87 (1.0-5.6)
PSA decline 290% 191 (11-15.7) 191 (11-18.4)
PSA <0.2 ng/mL 314 (1.8-5.5) 279 (15-57)

Table 3: Safety summary

Safety population

Latin American subgroup | Overall study population

(N=118) (N=420)
TEAEs 112 (94.9) 374 (89.0)
Treatment-related 81(68.6) 295 (70.2)
Grade 3—4 TEAEs 29 (24.6) 84 (20.0)
Treatment-related 10 (8.5) 38 (9.0)
Serious AEs 12 (10.2) 37 (8.8)
Treatment-related 1(0.8) 7 (1.7)
TEAEs leading to treatment discontinuation 6 (5.1) 20 (4.8)
Treatment-related 4 (34) 15 (3.6)
TEAEs leading to death 1(0.8) 2 (0.5)
Treatment-related O O

AE, adverse event; TEAE, treatment-emergent adverse event.
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