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1. Background



3

The Digital Institute for Cancer Outcomes Research

1. Background (cont’d)

100 100
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Local low risk Local high risk Local advnaced De novo mCSPC

5-years overall survival

Office for National Statistics, Cancer survival by stage at diagnosis for England(link is external), 2019.

https://www.ons.gov.uk/peoplepopulationandcommunity/healthandsocialcare/conditionsanddiseases/datasets/cancersurvivalratescancersurvivalinenglandadultsdiagnosed
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Already

Approved

1. Background (cont’d)

About

New therapies

Slide 10

6 15

More than

Ongoing clinical trial 

60

2015/2016
Docetaxel

2018
Abiraterone

Sep. 2019
Apalutamide

Dec. 2019
Enzalutamide

April 2022
Abiraterone + Docetaxel

Aug. 2022
Darolutamide + Docetaxel

Almost 

Month survival benefit 

30

Slide 10
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1. Background (cont’d)

RCT

• Design

• Evidence solidity

• Close monitering

• Regulations/rules
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1. Background (cont’d)

RWD

• Contextualization 

• Patterns

• Effectiveness 

• Follow-up
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RCT

• Design

• Evidence solidity

• Close monitering

• Regulations/rules

RWD

• Contextualization 

• Patterns

• Effectiveness 

• Follow-up

1. Background (cont’d)

RWD

• Contextualization 

• Patterns

• Effectiveness 

• Follow-up

Totality 

of 

Evidence
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2. Study objectives

2-Treatment pattern for mCSPCa patients including both DOC, ABI, ENZ 
and APA 

1-The overall survival for mCSPCa treated by either DOC or ABI

3- Overall survival in subgroup of mCSPCa patients that are matching 
patients’ population in RCT’s
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3. Collaborations

France

Pitié-Salpêtrière Hospital

~50 pts.
• Azienda Ospedaliera 

SS Antonio e Biagio e 

Cesare Arrigo di 

Alessandria.

~20 pts.

United Kingdom

King’s College London

Statistical and 

epidemiological support

The Netherlands

CAPRI foundation, 

nation-wide registry in 

Netherlands

~500 pts.

Spain

Start Madrid-HM 

Sanchinarro hospital

~50 pts.

Denmark

Vejle Hospital, University 

Hospital of Southern 

Denmark.

~350 pts.

Italy

• Fondazione IRCCS 

Istituto Nazionale dei 

Tumori

~40 pts.
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• Retrospective, observational cohort

• About 1,010 mCSPCa patients

• DOC, ABI, ENZ and APA

• Jan. 2016 - Jan. 2022

• EMRs data

• CDM

• Data analysis :

1. Site-specific data will be analyzed locally

2. Aggregated results will be pooled

• Narrative comparison for a subgroup analysis

4. Study design 
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Ethical 
submission

Data 
extraction 

Local data 
analysis 

Pooled 
data 

analysis 

Poster 
submission

The paper 
completed

Papaer 
submission

5. Study plan

Mid Nov. 2022 Mid Feb. 2023

End Jan 2023

End March 2023

Mid March 2023

End July 2023

End June 2023
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Opportunities / Challenges 

• Cohort size from each site

• Different practice

• Data access

• Complementary skills

• Design enrichment

• Larger volume

• Strengthen network
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Thank you


