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INTRODUCTION and rationale of the 
TRIAL

ESMO Guidelines, Powles et al. Annals of Oncology 2024



All these combinations are effective therapy
All show Overall Survival benefit over sunitinib

CM 9-ER

HR for death: 0.73 (0.62-0.85) 

KN 426

CLEAR

HR for death: 0.72 (0.55-0.93) 

CM 214

HR for death: 0.70 (0.55-0.90) 

HR for death: 0.69 (0.59-0.81) 

Motzer et al. NEJM; 2021 

Choueiri et al. NEJM; 2021 

Motzer et al. NEJM; 2018. Albiges;  2020

Rini et al. NEJM; 2019

• 1. Motzer R et al. N Engl J Med.2018;387:1277-1290. 2. Rini et al, 2020 3. Motzer et al. N Engl J Med. 2021;384:1289-300. 4. Choueiri et al. 
2020 
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CARE1 Overview





CARE1 Programme Overview

WP1: CARE 1 PCT
(Lead IGR)

WP2

Pathological SOC 
implementation and 

Pathomic AI 
(Lead CHU Rennes)

WP6: Communication, Dissemination, Exploitation
(Lead: IGR / IKCC)

WP7: Governance, Management, Data, Ethics
(Lead IGR)

WP3

QoL and 
Digital Reported 

Outcomes
(Lead IKCC/Resilience)

WP4

Cost Optimization: 
Health Economics –

Data Extraction
(UKEssen / IGR)

WP5

Imaging AI  - Blood 
Based biomarker
(SERMAS / QMUL / IGR)



FIRST LINE RANDOMISED STUDY PLATEFORM TO OPTIMIZE 
TREATMENT IN PATIENTS WITH METASTATIC RENAL CELL 
CARCINOMA

Treatment-naive

clear cell

mRCC

Intermediate/poor IMDC 

risk group

PDL1(-) ~75%

PDL1(+) ~25%

Stratification

PD-L1 

(local,TC≥1%)

IMDC 

intermediate vs 

poor

ICI - ICI

ICI – TKI

ICI - ICI

ICI – TKI

R 

1:1

R 

1:1

N=1 200

This project has received funding from the European Union’s Horizon Europe research and innovation programme under grant agreement No 101104801

Primary Endpoint : 

PDL1(+): OS

PDL1(-): PFS,OS

NCT 06364631



10

Improve mRCC first line 
treatment outcome by 
implementing a routine 

biomarker

Provide robust diagnostic 
and prognostic pathomic

tools

Embark innovative
biotech SMEs to increase
diffusion of innovation

Leverage a unique 
academic network in 

mRCC

1

3

4

2

Fully engage with
patients, and society

6

Head to Head comparison of 2 Standard Regimens
Increasing the benefit for patient (OS), decreasing the cost of treatment

Validation of PD-L1 based 
stratification tool : SOP, 

reproducibility, concordance

AI-based software for automated 
and accurate histological diagnoses

Identification of new Pathomic
prognostic tools : Training 

models

Digital app. for automatized PRO 
and patient education

Up and running 
CARE 1 PCT in 

France and Spain

State of the art Clinical 
Infrastructures & Teams, 

biobanking facilities

Functional markers
Biomarker based treatment 

decision 

Friendly user AI tools

Performance of the 
CARE 1 PCT

Phase III trial as a 
« platform »

Real life assessment of 
the CARE 1 classifier 

across countries

Multicentric clinical 
trial based on patient 

stratification

Efficacy assessment 
on functional 

markers

CARE1 Main assets OutputsAmbitions

All-in-one sharing 
platform of personalised

telemonitoring

Experts in health 
economy, data 

extraction 

New EU guidelines
Increase patient outcome

Change of practice

Knowledge learning from
CARE 1 PCT

5
Cost-effectiveness 
study for low cost / 

sustainable trials

Data Reporting tools for 
Pragmatic 

implementation

Translational 
(radiomics / 

circulating markers)

New guidelines
New reporting tools

New hypotheses / POC

2 EU patient 
associations incl. 
patient advocates

New clinical trial design 
taking into account patient-

preferences

Importance of PRO in 
the clinical design

RGPD and Personal 
Data Protection



Engaging in 
the Cancer 
Mission
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