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Re-treatment Study
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Studio di fase III ERA-223 

Primary Endpoint: SSE-FS
Secondary Endpoints: OS; Time to opiate use for cancer 
pain;Time to pain progression; HRQoL ; rPFS; Safety

- Chiuso all’ arruolamento il 5 
settembre 2016

- Paz. Randomizzati: 806
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Studio randomizzato di fase III di Ra223 in 
combinazione con Enzalutamide vs 
Enzalutamide monoterapia (EORTC)

Previsti 560 pazienti; aperto all’arruolamento

L.IT.MA.03.2017.2325



• FPFV Sept 2014 

• Global study being conducted in about 400 centers in North and South Americas, Europe, Africa, and 
Middle East and Asia Pacific regions

• Timeline: primary study completion Q1 2018

• Secondary objectives include: OS, time to first symptomatic skeletal event, time to initiation of first 
cytotoxic chemotherapy for prostate cancer, time to pain progression, safety, and tolerability

ODM-201 ARAMIS Phase III 
Design

OS, overall survival; PC, prostate cancer; PSADT, PSA doubling time.
Clinicaltrials.gov. NCT02200614. Available at: https://www.clinicaltrials.gov/ct2/show/NCT02200614. Accessed August 2015.

N=~1500

Key eligibility criteria:
• Castration-resistant PC
• High-risk, non-metastatic (M0) 
• PSADT of ≤10 months
• PSA ≥2 ng/mL

randomization

Placebo

Primary
endpoint:

metastasis-free 
survival (MFS)

ODM-201 600 mg bid
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ARASENS: A randomized, double-blind, placebo-controlled 
Phase III study of ODM-201 versus placebo in addition to 
standard androgen deprivation therapy and docetaxel in 

patients with metastatic hormone sensitive prostate cancer 

Study 17777

N=1300

ODM-201 600mg bid in 
addition to standard ADT and 

docetaxel 
1’endpoint: Overall Survival  

Placebo bid in addition to 
standard ADT and docetaxel 

1:
1 

Ra
nd

om
isa

tio
n

Key Eligibility Criteria:
• Metastatic prostate cancer
• ADT started < 12 weeks before 

randomization (but no longer)
• Candidates  for ADT and docetaxel
• ECOG 0-1
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Radio223: Take home message



La targeted Alpha Therapy

Terapia
antiandrogeniche Targeted Alpha Therapy Chemioterapia Terapia di supporto

ADT
Abiraterone

Enzalutamide
Radium-223 dichloride

Docetaxel
Cabazitaxel

Strontium-89
Samarium-153
Rhenium-186

Acido Zoledronico
Denosumab

Steroidi

Linee Guida AIOM 2016



Le domande che ci siamo fatti…

 Paziente candidabile: anticipare il trattamento in accordo al label 
approvato, alle caratteristiche della malattia e alle aspettative del 
paziente: maggior efficacia e miglior safety

 Esperienza:
- TMD come strumento di condivisione e ottimizzazione
-importanza delle reti hub&spoke

 La malattia ossea ha un ruolo prognostico importante

 Gli AE sono generalmente lievi e ben gestibili

 Il farmaco è efficace e migliora la QoL del paziente
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