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Is there still a room for academic clinical research ?



Clinical research in France (GU)

• GETUG= French GU Oncology group
– 60 centers
– 100 active investigators

• Unicancer= Main sponsor for clinical trials
• Fundings:

– Ministry of Research (PHRC grants)
– Charities
– Industry

• Collaboration with SOGUG, EORTC, SAKK, ICORG, etc



Structure of GETUG

• Multi-disciplinary group:
– Medical oncologists
– Radiotherapists
– Urologists
– Pathologists, statisticians

• Open to all (public/private practice, etc)
• President elected and steering committee for 5 years (Karim 

Fizazi)
• All GU cancers



Structure of GETUG



GETUG: clinical  trials



Collaborations with pharma companies



Collaborations with international partners



GETUG perspective

• Developping practice-changing phase 3 trials

• Easy to implement  (pragmatic trials)

• Trials in rare tumors

• Valorizations of past clinical trials



Recent and ongoing trials
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GETUG Phase 3 trials in Prostate cancer

ReferenceMain results# ptsCaP stageTrial name

Pommier, 
JCO 2007 

Pelvic node RXT does not increase PFS in 
moderate-risk CaP

444LocalisedGETUG 01

Beckendorf
IJROBP 2011

RXT 80 Gy (vs 70 Gy) provides a better 5-
year biochemical outcome

306Intermediate-risk 
localised

GETUG 06

Fizazi 
Lancet Oncol

2015

Docetaxel/Estramustine improves RFS413High-risk localised
(ADT-RXT)

GETUG 12

Dubray
2011

No benefit of adding 6 months ADT to RXT 
80 Gy

(interim, 6 months after LPI)

378Intermediate-risk 
localised

GETUG/AFU 14

Gravis 
Lancet Oncol

2015

Docetaxel with ADT (vs ADT alone) 
improves PFS but not OS 

385Newly diagnosed 
metastatic

GETUG/AFU 15



Ongoing GETUG phase 3 trials

Accrual Question addressedPlanned 
#pts

CaP stageTrial name
(PI)

Lancet oncol
2019

RXT vs RXT+ADT743Rising PSA after 
prostatectomy

GETUG/AFU 16
(Christian Carrie)

Lancet Oncol
2020

Adjuvant vs delayed RXT
+ ADT (6 months)

718pT3 with positive marginsGETUG/AFU 17
(Pierre Richaud)

Completed70 Gy vs 80 Gy RXT
+ ADT (3 years)

500High-risk localisedGETUG/AFU 18
(Christophe Hennequin)

OngoingAdjuvant ADT
vs surveillance 

700High–risk post-
prostatectomy 

(pT3b or Gleason >7)

AFU/GETUG 20
(François Rozet)



Expanding in other tumors

Pfister et al, JCO 2022, Mejean et al NEJM 2018 

Important lessons:

1- Example of collaboration between med oncs/uro/RXT

2- Frequent situation=accrual success.
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Trials in rare tumors

Fizazi  et al, Lancet Oncol  2014; Loriot et al, Eur Urol 2022

Important messages:

1- Rare situations are challenging (10 year accrual).

2- Centralisation of care is key.



GETUG perspective

• Developping practice-changing phase 3 trials

• Easy to implement  (pragmatic trials)

• Trials in rare tumors

• To develop proof-of-concept trials (recent strategy)



Goubet et al. Cancer Discovery 2022

Dissecting the mechanism of action of pembrolizumab in bladder cancer

Intra-tumoral infection activates immune system and is associated with response to pembrolizumab in UBC 

PANDORE trials



Vano  et al. Lancet Oncol 2022

« Precision-medicine trials »
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Data sharing



Data sharing



Data sharing



GETUG:

What worked/ What’s working



What worked/ What’s working

• Accrual

• Collaboration between urologist – radiation 
oncologists, medical oncologits

• Rare tumors

• Trials in all stages of disease  (late – early settings)



GETUG: 

What’s not working !



What’s not working !

• Trials with complex process – infrastructure

• Time to implement the trial and rapid changing 
landscape

• Developing a trial (with a very good idea) when not all 
are convinced by the idea



AFU-GETUG 20
Study design 

Patients : Post RP with high risk of micrometastases :
• pT3b or Gleason score ≥ 8 or N+ (≤ 2nodes +) and R0
• and M0
• with post op PSA< 0.1

RANDOMISATION

Arm A : 
Leuproréline Acétate 

- 24 months

Arm B :     Surveillance

Objective : to evaluate the benefit of leuprorelin acetate for 24 months after RP 
in patients with high risk of recurrence.



AFU-GETUG 20



– Large number of patients likely needed to address important 
questions in the future (Phase III trials)

– National groups likely unable to make it (UK?)

– Need for a pragmatic trans-National system able to conduct such
large trials

One of the most important issue of academic trials



The PEACE program

(Prostate Cancer Consortium in Europe)



The PEACE program
(Prostate Cancer Consortium in Europe)

• Principle and aims:
– Academic, European program
– Aim: conduct phase III trials for prostate cancer
– Sponsor: any academic (Group, Hospital, University)

• Budget: trial by trial (academic grants, industry, charities): chair’s and 
sponsor’s responsability

• Publication rules: 
– 1 chair/trial + 1 coordinator/ participating country or group
– Best accruers also ranked by accrual

• Ex: 1=Chair, 2=Best country coordinator, 3=Best accruer



PEACE: Position paper



ADT +
Abiraterone 1000 mg
Prednisone 5 mg BID

+/- docetaxel
Co-primary endpoints: 

OS and PFS (HR: 0.75)ADT +
Local radiotherapy

+/- docetaxel

R
A
N
D
O
M
I
Z
E
D

• Patients with 
newly diagnosed 
(hormone-naive) 
metastatic CaP

• 916 patients 
planned

PEACE-1: European Phase III Trial in de novo Metastatic 
Prostate Cancer (revised design)

Study sponsor: Unicancer

Androgen deprivation 
therapy (ADT)
+/- docetaxel

ADT +
Local radiotherapy +

Abiraterone-Pred
+/- docetaxel

ClinicalTrials.gov. Identifier: NCT01957436.



PEACE-1: Participating countries



Collaboration makes success

Fizazi et al. Lancet 2022



ADT 
+ RXT (Pelvis)

Primary end point:

• cPFS (HR: 070)

Secondary endpoints:

• PSA response at 3 months
• bPFS
• Metastases-free survival
• CaP-specific survival
• OS
• Acute/Lg term tolerance
• QoL
• Biomarkers (biopsy)

ADT
+ Cabazitaxel x 4 cycles

+ RXT (prostate)

R
A
N
D
O
M
I
Z
E
D

Pts with high-risk 
localized CaP: 

at least 2 of the 
following criteria:

• Gleason≥8
• ≥ T3
• PSA>20 ng/mL

PEACE-2: European Phase III Trial of Cabazitaxel and Pelvic 
irradiation in patients with high-risk localized prostate cancer

Courtesy of K Fizazi

Study sponsor: Unicancer
Planned accrual duration: 4 years

Androgen deprivation 
therapy (ADT) x 3 y

+ RXT (prostate)

ADT 
+ Cabazitaxel x 4 cycles

+ RXT (Pelvis)N= 1050 pts planned



PEACE-2:  Participating countries



ADT +
Enzalutamide 160 mg

Primary endpoint: 
PFS 1 (HR: 0.7)

Key secondary 
endpoint: PFS 2

ADT +
Enzalutamide +
Radium-223 x 6

R
A
N
D
O
M
I
Z
E
D

•Patients with 
mCRPC

•No previous 
abiraterone or 
enzalutamide

•560 patients 
planned

PEACE-3: European Phase III Trial of Enzalutamide +/- Radium-
223 in early mCRPC

Courtesy of K Fizazi

Study sponsor: EORTC
PI: Bertrand Tombal/ Silke Gillessen



SOC +
Aspirin 100 mg Primary endpoint: 

OS (HR: 0.77)

SOC +
Statin

R
A
N
D
O
M
I
Z
E
D

•Patients with “early” 
CRPC

•Stratification on M0 
vs M1

•1152 patients 
planned

PEACE-4: European Phase III Trial of Aspirin and Statin in CRPC

Courtesy of K Fizazi

Study sponsor: Gustave Roussy

Standard of care 
(SOC)

SOC +
Aspirin +

Statin



Expanding in other tumors



Expanding in other tumors

Finally, Germany was not selected due to too many administrative hurdles



Vision of academic clinical research

• Main goal: to test new ideas  and concepts 
• How: fast, reduced cost,  without too much bureaucracy.
• Drug development = mainly trials sponsored by pharmaceutical 

companies (which is critical for patients)
• new strategies, combinations, and exploration of different patient 

populations (rare tumors) = academic trials

Academic research = the way to develop the creativity, especially from young 
investigators 



Main problem: bureaucracy …

• data security -> overregulation, resulting in a reduction in research.

• Unnecessary data capture and quality control -> overwhelming role 
of CROs associated with increasing costs

• Data and samples sharing - > too many administrative delays and 
signatures and validations



Thanks to

GETUG steering committee
K Fizazi (chair) and Soazig Nenan (Unicancer)
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