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Agenda

• EAU Research Foundation

• Previous and ongoing studies/registries

• Future strategies
• Big Data, AI and Data Haven
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Previous studies

The use of risk assessment with MRI before biopsy and MRI-targeted biopsy was
superior to standard transrectal ultrasonography–guided biopsy in men at clinical
risk for prostate cancer who had not undergone biopsy previously.



Previous studies

Conclusions: 
The reduced frequency schedule was inferior to the standard schedule regarding the 
time to first recurrence. 

Further recruitment of patients was stopped immediately to avoid harm in the 
reduced frequency BCG arm.

2013 – 2019  STOPPED for safety reason after 359 pts: 



Received 
Neoadjuvant

cisplatin-based 
chemotherapy 
or ineligible for 
Neo Cisplatin-

based CT

Cystectomy
• pT3-4 and/or pN1-3 

stage 
• FGFR3 alterations 

(FoundationOne test)

Adjuvant 
pemigatinib

for 12 months

Study design
Open-label Phase 2. High-risk UTCa

Primary Objective: Evaluate relapse-free survival 

Secondary Objectives: Evaluate safety, tolerability and overall survival

Study restricted to Italy but now stopped. Only 5/43 pat pos genetic FGFR3 test (>10%)

PI Andrea Necchi
Funding: Incyte

Relatore
Note di presentazione
Patients with muscle-invasive bladder cancer with or without neoadjuvant chemotherapy undergo cystectomi and if they are at high risk, they are screened for FGFR mutations and if positive, they will receive adjuvant Pemigatinib for 12 months. Primary endpoint is relapse-free survival,  and secondary endpoints are overall survival, safety, tolerability. Exploratory biomarker analysis will also be performed. 



Female incontinence

Penile implants

bpMRI

RCC active surveillance

Priapism

T1BCa registry



@veerukasi @PrimeMRI

PRIME: 500-patient prospective, international, within-patient, multicentre, level 1-evidence

AIM: To assess whether bpMRI is non-inferior to mpMRI in detecting csPCa

Prof Caroline Moore Dr Veeru Kasivisvanathan

University College London Hospital, UK



BladdeR Variants RegistrY
Rare Bladder cancer variants.

PI Andrea Necchi.
PM Fillipo Pedersoli

Upcoming studies/registries

A prospective multicentre registry for patients 
undergoing focal therapy for localised prostate cancer.

PI:
Eric Barret Paris
Juan I. Martinez-Salamanca, Madrid





Next generation urology patient care 
is evidence based, patient focussed, 
cost effective and data-driven

Relatore
Note di presentazione
Elaborate on how will data innovations provide more personalized care for urology and urologic cancer patients.



PIONEER & the BD4BO mission

• PIONEER is part of the Innovative Medicine 
Initiative’s (IMI’s) “Big Data for Better 
Outcomes” (BD4BO) programme

• The BD4BO mission is to improve health 
outcomes and healthcare systems in Europe 
by maximising the potential of Big Data

Prof James N´Dow

2017 - 2023



PIONEER is: 

• A network of 35 public and 
private stakeholders 

• who collaborate closely with 
internal and external data 
providers 

• to build a prostate cancer Big 
Data & analytics platform.

PIONEER consortium



More info: www.prostate-pioneer.eu



Data sources 
identified

95 Datasets EMIF 
catalogued44 Datasets ready 

in platform
21 Datasets being 

OMOP mapped
2 Datasets in 

priority pipeline
4

MarketScan CCAE
654,672

MarketScan MDCR
608,330

CPRD
58,603

OPTUM
651,765

Pharmetrics
926,699

ERSPC Rotterdam
42,376 #

PRIAS: AS
7,302

Martini-Klinik
30,000 #

Active Biotech
400 #

Netherlands 
Cancer Registry

295,000

SIDIAP
55,000

Estonian Biobank
200,000

July 2018 Mar 2020 July 2021Mar 2021

Stanford
7,158

Sept 2022 Nov 2022OMOP mapping 
ongoing

Pros-IT CNR
1,787 #

MIRROR
2,408 #

PCa - Florence
3,333 #

Malmö 
Preventative 

Medicine
2,625 #

Malmö Diet  & 
Cancer
1,585 #

UniSR Milan
5,435 

DIAMOND UK
2,024 #

Pipeline

Scottish EHR
39,000

FinRSPC
9,750 

TUD MRI Fusion
2,500 

CUHK
2,000 #

Janssen Clinical 
Data

Dataset onboarding to the PIONEER Platform
(number of prostate cancer patients per dataset shown) 

# central datasets

Feb 2022

Freiburg 
University 

1000 #

June 2022

Bordeaux 
University
66.6 million

PIONEER Data sources and access overview

More info: www.prostate-pioneer.eu



PIONEER Big Data Platform

• PIONEER Big Data platform at 
CASUS / HZDR launched and 
active 

• Federated & centralised 
model

• Integrated analytics 
applications

More info: www.prostate-pioneer.eu



OPTIMA – PCa, lung & breast cancer

More info: www.optima-oncology.eu

2021 - 2026

Relatore
Note di presentazione
A more recent IMI priject is OPTIMA, also lead by the EAU. Experiences that we gained within the  PIONEER project will be shared with colleageus working on breast and kung cancer. Big Data will be used in innovative analytics and Aito understand how we can generate decision supporting tools to improve how we practice precision medicine, 



A strong alliance of public & 
private partners

• IMI experienced researchers / SMEs
• Professional medical societies
• Cancer key opinion leaders
• Leading guideline developers
• Patient organisations
• Committed industry partners
• EMA steering group members
• AI in healthcare experts
• Implementation scientists

38 Partners across 9 countries in the 
following fields:

More info: www.prostate-pioneer.eu



New EAU data innovation project

cData Haven:
Real World Data
Real World Evidence

Big Data analytics
Artificial Intelligence
Services

Transforming urology care

Novel guidance 
of decisions  
by urologists

Personalised 
treatment 
of urology
Patients

Relatore
Note di presentazione
The EAU is working on an ambitious new data innovation project. Parallel to and following up current data innovation initiatives such as PIONEER and OPTIMA (both led by the EAU)This project is geared around Real World Data and Real World Evidence. EAU is conceptualizing activities which aim to lead into RWD and RWE services in urology to guide clinicians and physicians in the treatment of their patients. 



Why focus on Real World Data (RWD) ?

• Evidence gaps not filled fast enough with high quality RCTs 
• Mistake to think published outcomes from Centres of Excellence 

representative of practice in general
• Evidencing the purpose of EAU demands collecting RWD systematically

Evidence Based Medicine is evolving
to include Real World Evidence (RWE)

Relatore
Note di presentazione
Clinical trials populations are not generalisableLong term adverse effects / safety data missingKey subgroups are not representedComplementarity between clinical trials and RWD



New EAU Data 
Innovation project 
(Data Haven, Data 
Services, Evidence 
Hub, AI tools)

More 
urology 
data bases

More 
urology 
data bases

More 
urology 
data bases

More 
urology 
data bases

More 
urology 
data bases

Relatore
Note di presentazione
To kickstart this project, EAU is already developing a technology platform the so-called Data HavenThe new EAU data innovation projects also has the goal to collect more data and expand the urology community of data providers. The Data Haven will be ‘connected’ with current/future data hubs.Connecting initiatives, connecting the dots, connecting peopleExplain related initiatives in Europe: EMA/DARWIN, EHDS, National Associations and their Hubs) -> add that with the new EAU data innovation activities the ambition is to invite and connect not only data providers and data users, however to invite all stakeholders from academics, data scientists, patients, regulators and industry.



Expand the portfolio of investigator-initiated clinical research projects 
and registries through seeding grants and other set-ups

Supporting Young Academic Urologists (EAU - YAU)  

Consensus meetings and broad collaborations to fill gaps of knowledge

Focus on Big Data, Real-World Data, Data Haven 

FUTURE AIMS

https://uroweb.org/offices/eau-foundation-for-urological-research

a.bjartell@uroweb.org
w.witjes@uroweb.org EAUrf
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