
HSPCa: Hormone Sensitive Prostate Cancer
ADT: Androgen Deprivation Therapy
ARTA: Androgen Receptor-Targeted Agents
ECOG PS: Eastern Cooperative Oncology Group Performance Status
SOC: Standard of Care
AEs: Adverse Events
CNS: Central Nervous System

At 3 and 6 months, then every 6 months: 
• ONCOassist app assessment (as baseline)
• Bioimpedance analysis 
• ARTA changes, concomitant medications, AEs
• Radiological imaging (if appropriate, as per SOC)

• Longitudinal Analysis (Mixed-
effects models)

• Stratification and sensitivity 
analysis

• Comparison of ARTA Groups 
(Propensity Score Matching and 
Inverse Probability Weighting)

Primary objective
• Evaluate the changes in 

functional and neuro-
cognitive status, frailty, and 
body composition

ONCOassist app assessment:
• G8 (Geriatric Screening Tool)
• SARC-F (Sarcopenia Questionnaire)
• CCI (Charlson Comorbidity Index)
• ECOG PS
• ADL/IADL
• NRI (Nutritional Risk Index)
• Mini-Cog (Cognitive impairment)
• QRISK3 (Cardiovascular risk score)
Body composition assessment:
• Bioimpedance analysis
• Radiological Imaging (as per SOC)

Baseline
(Visit 1) 

Follow-up
(Visit 2-7) 

Data 
Analysis

Screening

Inclusion criteria
Age ≥ 18
Histologically confirmed HSPCa
ADT < 6 months
Starting ARTA monotherapy

Exclusion criteria
Prior treatment with ARTA 
Active CNS metastasis
Contraindication to ARTA or 
significant comorbidities 
(investigator’s discretion)

N = 420
105 for each ARTA: 

Enzalutamide 
Abiraterone 
Apalutamide
Darolutamide

30 months

Recruitment: 18 months

Secondary objective
• Compare the effect of 

different ARTAs on functional 
and neurocognitive status, 
frailty, and body composition

• To develop and validate a 
simplified tool incorporating 
key items from validated 
scales
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