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INTRODUCTION

• Created in May 2016, the Direction of Clinical Research and Innovation (DCRI) 
coordinates all of the Oscar Lambret Center’s clinical research activities, starting from 
screening and including patient care. The DCRI has updated its organization chart 
to adapt to the process mapping of our quality system, ISO 9001:2015 certified since 
February 16, 2018.

• Our Clinical Trials Committee (CTC) reviews projects to guarantee that our clinical 
research policy is implemented both in terms of sponsorships (through our new CTC for 
sponsorships/requests for proposals) and investigations (prioritizing projects based on 
institutional and DCRI strategies, ensuring enough new studies based on the number 
of active patients and available resources). Reorganizing the CTC makes us more 
visible to sponsors and service providers (CRO), as it optimizes the feasibility response 
times and centralizes negotiations for all types of partnership. The research contact 
appointed to each specialty committee liaises between that committee and the DCRI 
teams. 

• We are continuing to develop our new “one-stop shop” support service (for regulatory 
and methodological issues) for the center’s project coordinators. Regulatory 
compliance issues, especially for GDPR requirements, remain particularly challenging.

• CLIP² certification (adults and children) for Lille site: collaboration between Oscar 
Lambret Center and Lille University Hospital (C2RC, Cancer Alliance) coordinated by 
the OLC (N Penel).

- We are expanding the inter-regional patient referral network created (Lille and 
Normandy CLIP², Institut Curie and Institut Jules Bordet)

• Other important events in 2020:  
- 3rd year of the ISO 9001:2015 certification audit
- Yearly meeting with our External scientific committee (videoconference on March 
10, 2020)
- The DCRI relocated to a new building housing all departments
- The site authorization from the regional health authorities was renewed following 
the move
  

ITT: invitation to tender
CLIP2: INCa-certified early phase center

CTT : Clinical Trial Technician

DCRI ORGANIZATION 
CHART - DECEMBER 2020
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INVESTIGATION
DEPARTMENT

CRA Manager: Pauline Smis-Papillon  

The Investigation Department is comprised of: 
• 1 CRA/CTT manager and coordinator, Ms. Pauline Smis-Papillon, and 2 other CRA coordinators
• 2 CLIP² doctors, Dr. Aurélien Carnot and Dr. Loïc Lebellec
• 12 CRAs / 3 Investigation CTTs 
• 2 Administrative Assistants 
• 2 Medical Research Assistants (MRA) to schedule appointments for clinical trial patients.

As part of CLIP², the department created an inter-regional referral staff meeting in November 
2019. As such, patient cases are now discussed on a weekly basis.
The integrated care unit operates as a day hospital and treats adult patients enrolled in trials. This 
unit has 4 armchairs, 10 beds and 4 consultation rooms. If patients are hospitalized overnight, they 
are transferred either to the department they are from or to the clinical research patient room. 

The investigation unit has a site authorization to conduct first-in-human clinical trials (DOS-SDES-
AUT-2016-86). In conjunction with Lille University Hospital, it has been approved by the National 
Cancer Institute as a certified early phase center (CLIP²) for both children and adults. 
The children included in the early phase trials are received in the pediatric oncology department 
for consultations, outpatient care or hospitalizations. Four pediatric nurses trained in clinical 
research are available to care for the children.

Missions

Presentation

The DCRI Investigation Department is responsible for 
patients enrolled in clinical trials at the Oscar Lambret 
Center, and therefore includes a care unit. It is 
responsible for overseeing the logistical and regulatory 
aspects, from selection to archiving, of the trials 
conducted at the Oscar Lambret Center sponsored 
by the pharmaceutical industry, cooperative and 
academic groups and all research with institutional 
sponsors. It guarantees the safety of the patients 
enrolled in these trials.
It studies the trials’ feasibility and selects them together 
with the principal investigator and is in charge of all 
the logistic aspects of the clinical trials conducted 
at the center, as well as implementation, enrolment, 
patient follow-up, data collection and preparing 
audits and inspections and archiving. The Investigation 
Department acts as an interface for sponsors. 
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The proportion of active patients included in interventional and observational trials 
is greater than INCa’s 10% threshold. 

NUMBER OF INCLUSIONS PER DEPARTMENT (INTERVENTIONAL TRIALS)

ACTIVE PATIENTS INCLUDED IN CLINICAL TRIALS

MONTHLY PACE OF INCLUSIONS (INTERVENTIONAL TRIALS WITHOUT COVID STUDY) 

MONTHLY PACE OF INCLUSIONS (INTERVENTIONAL TRIALS WITH COVID STUDIES) 

Year Active patients 
at the OLC 

Number included in
interventional trials % active patients

2015 6078 908 15 %

2016 6235 755 12 %

2017 6097 778 13%

2018 6444 808 13%

2019 6627 1166 17,6%

2020 6671 1248 19%

Year FileActive patients 
at the OLC 

Number included                                        
in observational trials % active patients

2020 6671 304 5%

Interventional studies Number of studies Number of inclusions

ANESTHESIOLOGY & ALGOLOGY 2 0

GASTROINTESTINAL 30 85 (6,81%)

GYNECOLOGY 18 57 (4,56%)

PEDIATRICS 32 41 (3,28%)

LUNG 6 9 (0,72%)

SARCOMAS/RARE TUMORS 14 118 (9,45%)

SENOLOGY 28 200 (16,02%)

UROLOGY 14 66 (5,28%)

ALL TUMORS* 23 244 (19,55%)

UAT (Upper Aero-digestive Tract) 11 34 (2,72%)

Total 178 1248

1552 patients
were included in 

interventional and 
observational trials. 

20% of all inclusions were
inclusions in observational trials 

(304 inclusions in an observational trial out of 
1552 patient included). 

*All tumors trials are essentially early phase trials with molecular screening.
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47% of all
clinical trials 

are early 
phase trials.

DISTRIBUTION OF TRIALS IN PROGRESS IN 2020 (N=178) ACCORDING TO THE TYPE OF STUDY 
(PHASE)

DISTRIBUTION OF TRIALS IN PROGRESS IN 2020 (N=178) ACCORDING TO THE TYPE OF SPONSOR

COMPARISON OF THE NUMBER OF ACTIVE TRIALS AND NEW TRIALS CREATED

during the COVID 
pandemic which included 
393 patients out of the  
747 inclusions inclusions
in other phases. 

COMPARISON OF THE NUMBER OF INCLUSIONS ACCORDING TO THE TYPE OF STUDY (PHASE) OVER 2019 
AND 2020

In 2020, 
25% of all inclusions 
were inclusions in early 
phase trials (312/1248).
One study was opened 
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Mean response 
time : 

weekly (every Friday afternoon)

COMPARISON OF THE NUMBER OF INCLUSIONS ACCORDING TO THE TYPE OF SPONSOR OVER THE 
PAST 3 YEARS

DISTRIBUTION BY TUMOR TYPE

OUTCOME OF CASES

298 cases 
from external doctors 
were handled by the 
DCRI in 2020.

There was an increase in 
the number of inclusions in 

institution-sponsored trials in 
2020 following enrolments for 
the CORSER (COVID-19) study.

EXTERNAL SCREENING

An inter-regional staff meeting centralizes and processes all inclusion requests from 
the OLC and external doctors. 
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SPONSORSHIP 
DEPARTMENT
The sponsorship activities at the Oscar Lambret Center are carried out by two 
teams coordinated by Dr. Marie-Cécile Le Deley and include: 

• technical regulatory activities, including pharmacovigilance and project 
management, handled by the Sponsorship Unit under the responsibility of Marie 
Vanseymortier

• methodology/biostatistics and data management activities, handled by the 
Methodology and Biostatistics Unit under the responsibility of Marie-Cécile Le 
Deley                                                   
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PROJECT
MANAGEMENT UNIT

Missions
The purpose of the DCRI’s Sponsorship Unit is to 
design, implement and monitor clinical research 
projects coordinated by a clinician from the Oscar 
Lambret Center or another facility, and sponsored 
by the Oscar Lambret Center. It works closely 
with the Methodology and Biostatistics Unit and 
potentially the Caen Data Processing Center on 
designing and promoting these studies and data 
quality control. 

It oversees the safety of patients enrolled in trials 
sponsored by the center by monitoring the trials 
in accordance with regulations: this involves 
recording, evaluating and reporting serious adverse 
events and safety issues either immediately (SUSAR) 
or annually (Development Safety Update Reports, 
DSUR).

It also coordinates the organization of Data Safety 
Monitoring Boards (DSMB) to guarantee the positive 
benefit/risk balance of the trials sponsored.
This DCRI Sponsorship Unit can also act as a national 
representative for foreign sponsors.

Manager : Dr Marie VANSEYMORTIER 

On December 31, 2020, the Project Management Unit was comprised of 14 people:

• 1 manager, Marie Vanseymortier, in charge of team coordination, project management and 
oversight

• 1 administrative assistant
• 4 ‘seasoned’ project managers, managing interventional trials: they help draft protocols, 

submit applications to regulatory authorities (initial submissions and amendments), and monitor 
logistics and funding issues. They ensure that the trial runs smoothly (tracking the inclusions and 
monitoring visits carried out by CRA monitors)

• 2 ‘junior’ project managers, managing low-risk interventional trials or non-interventional trials
• 4 CRA monitors, in charge of data control and compliance with the protocol and regulatory 

requirements in the participating centers
• 1 CRA monitor under a professional training contract
• 1 pharmacovigilance officer, in charge of managing serious adverse events and drafting DSUR

Presentation
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NUMBER OF RESEARCH PROJECTS SPONSORED OR COORDINATED SINCE 2018

Of the 23 interventional studies enrolling in 2020, 21 were sponsored by 
the Oscar Lambret Center (the OLC was the sponsor’s representative 
in France for 2 studies). These 21 studies are comprised of:

3 international multicenter 
studies

11 national multicenter studies  

7 single-center studies

9 RIPH1 (interventional human trials) involving a 
medicinal product, no interventional human trials 
involving a medical device

4 interventional human trials not involving a health 
product referred to in Art. R5311-1 of the French Public 
Health Code 

8 usual care studies or interventional studies with 
minimal risks and constraints (RIPH2)

10 studies conducted by medical oncology department 
coordinators 
5 surgical studies
3 radiotherapy studies 
1 study conducted by the Palliative Care Unit.  
Almost all the different specialty committees are represented: 
the sarcoma committee (2 studies), urologic and digestive tract 
cancer committee (5 studies), mastology committee (7 studies), 
gynecology committee (4 studies) and 1 study co-conducted 
by the mastology, gynecology and urologic and digestive tract 
cancer committees.

2 studies are being conducted by external coordinators: 
1 pediatric cancer trial (Metro-PD1, co-conducted by Dr. Pierre 
Leblond in Lyon and Dr. Nicolas André in Marseille) and 1 neuro-
oncology trial (StrateGlio, co-conducted by Prof. Florence 
Lefranc in Brussels and Dr. Mathieu Boone in Amiens). 

(Studies enrolling and studies 
no longer enrolling for which 
patients are still being treated 
and/or monitored)
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DETAILS OF THE 21 INTERVENTIONAL STUDIES ENROLLING IN 2020, SPONSORED BY THE 
OSCAR LAMBRET CENTER

DETAILS OF THE 21 INTERVENTIONAL STUDIES ENROLLING IN 2020, SPONSORED BY THE 
OSCAR LAMBRET CENTER
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METHODOLOGY AND 
BIOSTATISTICS UNIT

Missions
The Methodology and Biostatistics Unit has four primary 
missions: 

1.  Providing methodology advice for all stages of Oscar 
Lambret Center’s clinical research or collaborative work, from 
design to promotion.

2.  Managing some of the clinical databases for studies 
sponsored by the center, to make the databases ready 
for statistical analysis, and offering technical support to 
investigators to develop databases needed to manage the 
projects.

3. Overseeing statistical analyses and helping to interpret 
them. Compiling end-of-study statistical reports and helping to 
prepare conference presentations and draft articles.

4. Contributing to the center’s teaching and research work, 
which includes designing and providing courses on biostatistics 
and clinical research in oncology. 

These tasks are in response to the increase in the center’s 
research activities, both in terms of studies sponsored by the 
center or coordinated by a doctor at the center, and in terms 
of research projects specific to each department. 

The Methodology and Biostatistics Unit works in close 
collaboration with the other CRIO units, in particular the 
Sponsorship Unit, the funding coordinator for requests for 
proposals and the scientific assistant.

Manager : Dr Marie-Cécile LE DELEY

Presentation

On December 31, 2020, the Methodology and Biostatistics Unit employed 11 staff members (9.4 
FTE): 
• 1 doctor and methodologist/biostatistician responsible for the unit, Dr. Marie-Cécile Le Deley
• 5 biostatisticians
• 1 data manager
• 1 data manager under a professional training contract
• 1 data entry operator
• 2 residents:

• 1 specializing in basic public health
• 1 specializing in advanced public health
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IN 2020:

3 
databases put into use 

(0 in 2019)

The team’s 
biostatisticians 

present in 2020 were 
responsible for 29 
publications  (study 

analyses, methodological 
work, summary table 
below) (17 in 2019)

42
database exports

(49 in 2019)

107
methodology 
consultations
(104 in 2019)

35 
statistical reports sent 
(summary table below) 

(37 in 2019)
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PARTNERSHIPS
AND PROMOTION 

DEPARTMENT

Missions
Fostering partnerships between the DCRI and clinical 
research experts, the industry (pharmaceutical firms 
and CRO), academics and institutions (Unicancer, Lille 
University Hospital, INCa, Universities, Cancéropôle, 
Northwest inter-regional clinical research and 
innovation group, etc.) is part of our development 
strategy process. 
With the expertise of the teams involved, modern 
technical facilities and a large active patient base, 
our goal is to build solid ties with specific partners.
  
• Building close ties (via framework agreements) with 

the pharmaceutical industry to :
• Give patients early access to novel drugs by 

participating in these firms’ early phase trials
• Develop clinical trials sponsored by the OLC 

giving patients access to the firm’s drugs and/
or providing funding

• Broaden other types of research: translational 
research, real-world data research, etc.

 
• Building partnerships with the various clinical 

research providers (CRO), which bridge the gap 
with the pharmaceutical industry, to facilitate 
administrative procedures and open studies faster 

• Encouraging scientific and medical collaboration 
between different institutional and/or academic 
teams

Broadly speaking, promoting DCRI activities means supporting the teams across the board 
to help understand the way we operate and anticipate our capacity for conducting 
high-level clinical research. 

Promoting includes:

• Helping the center’s researchers find funding for projects (DCRI study sponsorship) 
• Preserving the quality approach that led to the DCRI’s ISO 9001:2015 certification in 

February 2018
• Support from the scientific secretarial staff on scientific aspects to help promote 

our projects: literature searches, help preparing publications and different types of 
scientific communication 

• Organizing medical and scientific information-sharing to help the center’s teams 
track scientific developments

• Announcing clinical research activities conducted at the center to our patients, 
scientific communities, our partners and the general public on our social networks (in 
conjunction with the center’s communications team)

• Managing European projects that the center is involved in

Manager: Dr Marie Paule LEBITASY

Presentation
On December 31, 2019, the Partnerships and Promotion Department employed 4 staff members :

• 1 manager, Marie Paule Lebitasy, in charge of team coordination, partnerships and promotion
• 1 quality manager and funding coordinator (requests for proposals) 
• 1 scientific assistant in charge of promotion and communication
• 1 European project manager
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Partnerships
• Institutional strategy decision to set up close ties with specific drug 

manufacturer partners: creating framework agreements to further 
facilitate scientific partnerships

• Monitoring clinical research development activities in the northwest inter-
region to represent the center on the steering committee of the Northwest 
inter-regional clinical research and innovation group, including StARCC 
activities (Structuring Clinical Oncology Research)

• Coordinating/monitoring the center’s participation in Unicancer’s 
Epidemiology-Health Economic Strategy (ESME) program: centralizing 
real-world data of cancer patients (breast, ovary and lung cancer) in 
France for research purposes

Communication in conjunction with the center’s Communications 
Department:
• English version of the CRIO page created on the OLC’s website
• 38 communications released in 2020: 7 articles on the OLC’s website, 3 

newsletters, 2 press releases, 10 Facebook posts, 10 Instagram posts and 
6 LinkedIn posts

Continuous Improvement
• Contract entered with INNOHEALTH to purchase their INNOGEC software 

(investigative trial management tool)
• Coordinating COVID risk analyses to assess the impact on trials and 

sponsorship/investigation activities
• New clinical research site authorization obtained following the relocation 

of all of the CRIO’s activities to the new clinical research building
• Preparing stage 2 of our ISO 9001:2015 certification, extending the scope 

(integrating clinical trial pharmaceutical activities)

Training
• Great feedback on our “home-made” Good Clinical Practice training with 

an average of 20 researcher trainees per year
• Completion of the 1st set of professional exchanges organized by the 

center’s DCRI team and the teaching staff at Lille University’s School 
of Healthcare Engineering and Management. An online professional 
immersion session was organized for the school’s Master’s students (clinical 
research section)



 DIRECTION OF CLINICAL RESEARCH AND INNOVATION 

Discover our new dedicated building
to Clinical Research and Innovation

https://www.youtube.com/watch?v=7BrFH_K-z-k

