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Study Design

➢ Biological observational
prospective multicenter
study

Primary Objective

➢ To associate the genomic
aberrations identified at
different steps in the liquid
biopsy of prostate disease
with clinical outcome
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Secondary Objectives:

➢To identify genomic signatures associate with potential mechanisms 
of therapeutic resistance.

➢To correlate PET/CT with prostate-specific membrane antigen (PSMA), 
choline and other new tracers with circulating biomarkers to predict 
benefit from treatments.

➢To study genomic alterations in germ line DNA in order to identify 
new susceptibility genes of progression disease and therapeutic 
resistance

➢To identify protein expression on tumor tissue (primary and/or 
metastatic).
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Study Population

❖ RETROSPECTIVE PHASE (FEASIBILITY STUDY):

300 samples (blood and tissue) from castration resistant prostate 

cancer patients will be used for a biological feasibility study, after 

obtaining a written informed consent for this specific study.

❖ PROSPECTIVE PHASE:

The study will include about 1000 patients starting a first-line 

treatment (e.g. hormonal therapies and/or other treatments) for 

locally or metastatic prostate cancer, and patients will be 

followed during the clinical history and therapies.
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Study duration 

•Enrollment period: 36 + 36 months

•Study period: 48 months

•Data analysis: 12 months

•Total duration of the study: 96 months

Number of subjects

•300 + 700 patients   (total 1000 patients)
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I centri sono stati contattati tutti a partire dal 15.10.2020, con ulteriori solleciti a chi ancora non ha risposto.
Ha risposto anche PISA ma attendiamo la documentazione centro-specifica per procedere con la sottomissione etica.
Otto centri non hanno ancora risposto (ultimo sollecito il 27.11.20), a richiesta di adesione e contatti data-manager
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