ICM – BRAIN AND SPINE INSTITUTE
CLINICAL RESEARCH

SEARCH, FIND, CURE, FOR YOU & WITH YOU.
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INTRODUCTION
CLINICAL RESEARCH
AT ICM

A PATIENT-CENTERED
CLINICAL RESEARCH INSTITUTE

Clinical Research is one of the major activities of the Brain and Spine
Institute (ICM), a leading research institution worldwide. The ICM is
located in Pitié-Salpêtrière University Hospital, one of the largest
university hospitals in Europe dedicated to neurological diseases.

The ICM is a major player
in clinical research, including
international clinical experts
and specific clinical platforms.

Neurology-related clinical research programmes at the ICM, aim at
better understanding the physiopathology of the diseases, identifying
potential biomarkers or targets, and learning about long-term outcomes
in order to propose new diagnostic and therapeutic strategies.

— 300

The Institute uses the latest cutting-edge genetic, biochemical,
neuropsychology and neuroimaging technology available to study
various neurological diseases. Several first-class scientific research
teams in a rich variety of related research fields - from cognition to
neuroimaging to genetics - work from bench to bedside. Long-term
cohorts are constituted and therapeutic clinical trials are conducted to
test new molecules or novel technologies.
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Our unique environment allows preclinical researchers and clinical
scientists to better collaborate and work together. This enables living
growing translational research supported by private-public partnerships
to improve human health and treat disease.

physicians

— 27
research teams

— 1,200 sqm
dedicated to clinical research

— 1,000 sqm
dedicated to 20 startups

— 71 clinical trials,
registries or long-term cohorts

— More than 1,500
patients in research

— 2,000
visits/year

— Internationally
recognised clinical research experts

— Internal databases
centre & biometrics

— An active LivingLab
cLLAPS

— Modern imaging
platform: MRI, PET-MRI, MEG
— Biobanks
Tissues, DNA, and brain samples

— Incubator
hosting >22 startups

— Dedicated clinical
investigation centre

— Electrophysiology
on human tissue
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PART I
CLINICAL RESEARCH PLATFORMS
8 • CIC-CET–The Clinical Investigation Centre
9 • CENIR–Neurological function
and exploration platforms
10 • iCONICS–Bioinformatics platform
11 • PRISME–Human behaviour core facility
12 • Biobanks–DNA bank, neuro-oncology
and MS biobanks, brain tumours
13 • The iPEPS-ICM–Incubator
14 • The cLLAPS–LivingLab

CIC—CET:
THE CLINICAL INVESTIGATION CENTRE
The CIC activity is connected to the neurological care units at the Pitié-Salpêtrière University Hospital, and
to the co-localised technical platforms, including the most advanced tools such as EEG, MEG, 3T MRI and
a PET-MRI scan. The CIC collaborates with preclinical groups and platforms, favorising modern and active
translational research.

Jean-Christophe Corvol, MD, PhD, has headed the Neuroscience Centre
for Clinical Investigation at the ICM since 2008. He is Professor in Neuropharmacology at the Pitié-Salpêtrière University Hospital. In the past, he
worked at UCSF in the field of transcriptomic biomarkers. Prof. Corvol
is a member of French societies and European scientific boards in
Pharmacology, Neurology, Movement Disorders, of the French Association
for Parkinson’s Disease and the French Foundation for Brain Research. He
has published more than 40 papers in international journals.
THE CIC HOLDS A WELL EXPERIENCED TEAM

CORE FACILITIES

• 2 Clinical research project managers;
• 1 Pharmacist;
• 2 Clinical research assistants;
• 9 Nurses. 2 Laboratory technicians.

• 10 inpatient beds;
• 17 outpatient settings;
• 4 examination rooms;
• Laboratory for analysis and storage of biological
samples.

8
NUMBER OF CLINICAL TRIALS
BY THERAPEUTIC AREAS

HIGHLY EXPERIENCED WITH MORE THAN
10 YEARS OF EXPERIENCE IN COHORTS AND
CLINICAL TRIALS FROM PHASE IB TO PHASE III

37

Abnormal movements

18

MS

11

ALS
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Psychiatry

• Normal neurological function;
• Translational research;
• Imaging;
• Drug therapies;
• Brain stimulation;
• Medical technology;
• New approach and therapies;
• Physiopathology;
• Genetics.
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Genetics

8

Dementia
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Other

CENIR: NEUROLOGICAL FUNCTION TEST
AND EXPLORATION PLATFORMS
The CENIR platforms are dedicated to neurological functional exploration of either healthy or diseased
subjects; they offer high quality sophisticated imaging tools for investigating human brain and spinal cord.
More than 80 projects a year to:
• Understand brain function;
• Understand neuronal bases of thought, behaviour and ageing;
• Identify new methods for processing signal and brain imaging data;
• Develop imaging-guided experimental therapeutics.

Stéphane Lehéricy, MD, PhD, is Professor in Neuroradiology at the
Pitié-Salpêtrière University Hospital and PhD in basic neuroscience. He
contributed to the understanding of the functional anatomy of the basal
ganglia using functional MRI and diffusion tensor imaging fibre tracking.
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THE MRI PLATFORM
AND EEG/MEG
PLATFORM
are dedicated to brain
activity registration
and high-resolution
imaging: MRI is also
applicable to animals
allowing translational
imaging research 3T
MRIs, MRI-compatible
EEG, 11.7T MRI system.

MEG & EEG
Elekta Neuromag
TRIUX, 2 64 channel
Brainamp systems.

PANAM
non-invasive cerebral
stimulation (e.g. TMS),
movement, gait and
balance in neurological
diseases.

STIM
a stereotaxy core facility
develops tools
(models and
software), and analyses
the data in deep brain
stimulation and epilepsy.
This platform works in
close collaboration
with clinical units:
neuroradiology,
neurosurgery, and
neurophysiology.

THE iCONICS PLATFORM: BIOINFORMATICS
The iCONICs platform is a fully integrated platform at the ICM. It provides scientists and physicians with
specialised software tools, methodological advice and expert assistance in the design, management, data
processing and interpretation for biomedical studies.

Ivan Moszer, PhD, is the
Operational Manager of iCONICS.
He is an expert in biostatistics and
bioinformatics. Before joining the
ICM, he specialised in approaches
for genomics and post genomics
applications at the Pasteur Institute
(Paris).

PRISME: HUMAN BEHAVIOUR CORE FACILITY
PRISME is the ICM’s core facility dedicated to the functional exploration of human behaviour. It is divided
into 2 entities: PRISME-Virtual Reality that focuses on developing and adapting new paradigms of virtual
reality for behavioural and cognitive neuroscience. The facility also aims to set up new therapeutic protocols
applied to neuropsychiatric diseases. PRISME-Real life that is dedicated to the study of human cognitive
functions, motor performance and social interaction in an ecological environment.

Stanley Durrleman, PhD, is the
Scientific Director of iCONICS.
His research interests are the
development of statistical learning
techniques for geometric data,
applied to the construction of
virtual models of the human brain,
and the development of computeraided diagnosis and prognosis
tools for neurological diseases.

Mathias Pessiglione, PhD, is a
Clinical Psychologist. He holds a
PhD in cognitive science at Pierre
and Marie Curie Hospital (Paris).
He is co-responsible for the
motivation, brain and cognition
unit at ICM. His work is based on
cognitive function tests, functional
neuroimaging and modelisation.

Philippe Fossati, MD, PhD, is
Professor of Psychiatry at the PitiéSalpêtrière University Hospital.
He holds a PhD in neurosciences.
His work is based on social and
affective neuroscience.

A WELL-EQUIPPED PLATFORM
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• NAS and SAN storage;
• 600-core computing cluster (ICM IT department);
• BladeSystem to host application servers for bioinformatics solutions;
• Internal collaboration with platforms, scientific and clinical groups;
• External Collaboration with national and international universities and hospitals.
DATABASES AND DATAWAREHOUSE
The Databases and Datawarehouse division develops relational databases
with secure web interfaces, supported by a shared data model that covers
a variety of domains (e.g. clinics, biology, genetics, neuropsychology, environment, images, diagnostics...). It supports clinical research activity
with high quality control standards.
GENOMICS/BIOINFORMATICS
The “Genomics/Bioinformatics” division builds and runs pipelines to
process and interpret a range of genetics and (epi)genomics data, from
high-throughput sequencing analyses (e.g. whole-exome sequencing,
RNA-seq, Methyl-seq) and array analyses (e.g. GWAS).
BIOSTATISTICS
The “Biostatistics” division provides basic support in statistical data
analysis and designs advanced statistical methods to deal with the
integrative analysis of high-dimensional and multimodal data.

PRISME-REAL LIFE

PRISME-VIRTUAL REALITY INCLUDES

• Test of cognitive functions;
• Assessment of sport performance;
• Study of social interactions;
• Automatic analysis of behaviour;
• Freely moving subjects;
• Multimodal recordings;
• Brain stimulation.

• Cognitive remediation programme, including
web-therapy and virtual reality therapy;
• Exploration of gait, spatial cognition
and interpersonal space;
• Social interactions:
Embodied conversational agents;
• Virtual reality: Environments and avatars creation.

FACILITIES
5 ROOMS ARE AVAILABLE TO CONDUCT STUDIES
• Welcome room, Sport room, Class room, Control room,
Boxes with high resolution screen
EQUIPMENT
• Oxymeters, dynamometers, wireless biopac (breath control,
temperature control, cutaneous conductance, EMG),
EEG, wireless SMI
SOFTWARES
• Matlab, E-Prime, Netsupport School, Acqknowledge,
Enobio, Startim
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THE iPEPS-ICM INCUBATOR

BIOBANKS: DNA BANK, NEURO-ONCOLOGY
AND MS BIOBANKS, BRAIN TUMOURS
Samples taken during blood test, biopsies or surgery are an extremely precious source of information for
research on diseases. The mission of Biobanks is to manage these biological resources (samples and data),
aiming to collect, record, process, store and make them available to scientists

Bertrand Fontaine, MD, PhD, is
Professor of Neurology, specialised in
neuro-genetics. He coordinates the
centre of biological resources in MS and
the national network of research in MS
genetics. Since 2012, he has been the
Director of the Institute of Translational
Neurosciences which aims at conducting
and developing projects for health
management, learning and technology
transfer in the field of CNS research.
Identification of genetic risk factors is
one of the expertise at the ICM.
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Alexis Brice, MD, Director of the ICM,
is Professor of Medical Genetics. He
headed the National Reference Centre
for Neurogenetics, Pitié-Salpêtrière
University Hospital. He is a member of
several international scientific advisory
boards of funding organisations. He
has published more than 700 papers in
international journals.
Jean-Yves Delattre, MD, PhD, is
Professor of Neurology at Sorbonne
University, and Head of the Neurology
Department at Pitié-Salpêtrière
University Hospital. He is Principal
Investigator in the experimental
neuro-oncology research team.
Charles Duyckaerts, MD, PhD, university
professor and hospital practitioner,
Head of the Neuropathology Laboratory
at Pitié-Salpêtrière University Hospital.
He has been interested for many years in
neuropathology of neurodegenerative
diseases, particularly Alzheimer’s
disease. He co-directed a team that
focuses on Alzheimer’s and prion
diseases at Salpêtrière 2009-2013, and
is responsible for the CRB, GIE NeuroCEB (Brain Bank).

THE RARE DISEASE DNA AND CELL BIOBANK:
+50,000 SAMPLES
The DNA and Cell bank manages 37 collections
from over 25 different neurogenic diseases such
as Parkinson’s disease, Huntington disease,
Fronto-temporal dementia dystonia, ataxias, etc.
The Biobank gathers and stores DNA extracts,
cells, blood fluid and fibroblasts from over 50,000
patients, their relatives and controls.
NEURO-ONCOLOGY BIOBANK:
+15,000 SAMPLES
The CRB Oncology & Neurological Bank is
a reference structure in the preservation of
brain tumours and one of the most extensive
biobanks in Europe with more than 15,000
samples. It includes a unique series of brain
tissue from 200 patients with brain lymphoma.
The molecular profiles of the tumour samples
are well characterised.
BRAIN TISSUE BANK: +13,770 SAMPLES
NEUROCEB is a French consortium headed by
Charles Duyckaerts, which gathers biological
samples from patients presenting neurological
diseases. Since 2006, this brain bank has
collected more than 13,770 post-mortem
samples from patients and controls.
MS BIOBANK – THE CENTRE OF BIOLOGICAL
RESOURCES: +10,000 SAMPLES
DNA and lymphoblastoid cells from MS
patients and relatives are stored to assess
specific genetic variants and corresponding
clinical subsets, based on a 35-centre French
Network, sponsored by INSERM. More than
10,000 patients are already included.

iPEPS-ICM is the first innovation accelerator dedicated to brain diseases in France. It aims to accelerate the
transformation of ideas into products, by providing an ideal setting in which disruptive projects in medtech,
biotech and e-health flourish and grow. iPEPS was created in 2012 to encourage the creation of therapeutic
tools focused on patients’ needs. Its unique model hosts and supports the development of startups and
enables innovative partnerships to be established with larger enterprises.

Julien Elric holds a PhD in cell biology from the Institut Pasteur. After
graduating from INSEAD, he joined the Business Development and Licencing
department at the Institut Curie where he was in charge of international
development. Julien is now the iPEPS-ICM incubator manager.

1,000 SQM OF OFFICES AND LAB SPACES
35 STARTUPS INCUBATED SINCE 2012
A PARTNERSHIP ON DIGITAL HEALTHCARE
WITH STATION F (EUROPE’S LARGEST
STARTUP CAMPUS)
120M EUROS RAISED BY STARTUPS

TODAY, IPEPS-ICM HOUSES MORE THAN TWENTY STARTUPS MAKING IT
POSSIBLE TO PROVIDE CONCRETE AND INNOVATIVE SOLUTIONS
• For treatment of neurological diseases:
Research projects were carried out in collaboration with MedDay to test
the therapeutic potential of a new molecule, MD1003. This has already
demonstrated efficacy (never demonstrated by another medicine) in patients
with progressive multiple sclerosis and has obtained temporary authorisation
for use (TAU) in France.
• For diagnosis and monitoring of patients:
Founded in 2014, BioSerenity, develops smart garments allowing the
diagnosis of patients with epilepsy. After initially raising 3 million euro
in 2015 and being awarded the Grand Prix at the world competition for
innovation 2030, the company is now entering the commercialisation stage.
• For development of medical devices:
The joint laboratory Brain e-Novation, fruit of the partnership between the
Genious group and ICM, develops video games for therapeutic use. X-TORP,
the game intended for patients with Alzheimer’s disease and assimilated
pathologies, has obtained the CE mark and becomes a medical device class 1.
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cLLAPS: CEREBRO LIVINGLAB
@ PITIÉ-SALPÊTRIÈRE
Romain Gombert is the cLLAPS manager. He holds two MSc: one in medical
robotics and one in innovation management. His work consists in creating
innovative products and services with and for patients, caregivers and
hospital workers.

cLLAPS is a way to drive innovative projects in neurology and psychiatry.
The methodology relies on the involvement of patients, caregivers and
hospital workers (i.e. end-users) all along the innovation process. The
goal is to enhance the acceptability, usability and the success of new
medical technologies. The innovation process is based on 4 pillars:
1. MAP: Identify daily life problems, perceived and felt as such by the
end-users and beyond published data.
2. SKETCH: Share with end-users potential solutions to be refined in
focus groups and best practice.
3. PROTOTYPE: Iterate between prototyping and lab testing with endusers to be sure the product is usable.
4. TEST: Make sure the technology tested in lab is accepted and used
in real life by end-users.
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SINCE ITS CREATION, IN 2015, CLLAPS HAS DEALT WITH MORE THAN 30 PROBLEMATICS AND GATHERED
MORE THAN 150 PEOPLE IN ITS CO-DESIGN PROCESS.
• Neurology
Cognitive and behavioural therapy;
Freezing in Parkinson disease;
Posture in ALS.

• Psychiatry
Eating disorders;
Autistics crisis prevention;
Psychosocial risks.

• Transversal needs
Dysphagia;
Cognitive rehabilitation;
End-of-life support.

Beside its own projects, cLLAPS also works with companies especially to help them with product integration
evaluation, innovative design analysis, agile prototyping, preclinic trial (Product usage) evaluation.

ITS ACTIVITY RELIES ON 2 FACILITIES
“cLLAPS” Livinglab
• Learning Expeditions on medtech based innovation;
• Focus groups & creativity workshops;
• Hackathon & in-vitro acceptability testing.

“L’Atelier” Prototyping
• Product Design desks;
• Mechanics prototyping with 3D printing,
laser cutting & CNC milling machines;
• Electronics prototyping with PCB making
machine & rapid prototyping boards.
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PART II
DISEASE-CENTERED CLINICAL RESEARCH
20 • Parkinson’s disease and dystonia
22 • Alzheimer’s disease and dementia
24 • Multiple Sclerosis
26 • Huntington disease, spinocerebellar ataxias
and Tourette syndrome
28 • Amyotrophic Lateral Sclerosis
29 • Neuro-vascular diseases
30 • Epilepsy
32 • Gliomas and CNS lymphomas
34 • Memory, Behaviour and Cognition
36 • Coma

parkinson’s disease
and dystonia team

epilepsy team

prof. v. navarro

prof. m. vidailhet

prof. m. baulac

prof. j.c. corvol

prof. s. charpier

prof. e. flamand-roze

alzheimer’s disease
and dementia team
prof. b. dubois

prof. h. hampel

prof. s. dupont

neurovascular diseases team
dr c. rosso

prof. y. samson

prof. s. epelbaum

multiple sclerosis team

gliomas and cns lymphomas team

prof. b. stankoff

prof. m. sanson

dr c. papeix

dr a. idbaih

prof. c. lubetzki

prof. b. fontaine
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CLINICAL
RESEARCH TEAMS

huntington disease,
spinocerebellar ataxias

prof. j.y. delattre

prof. h.x. khê

memory, behavior and cognition team
prof. l. cohen

and tourette syndrome team

prof. l. naccache

dr f. mochel

prof. l. mallet

prof. a. durr

prof. p. fossati
prof. r. levy

prof. m. pessiglione

• Internationally recognised experts
in various neurological diseases
• All are part of the CNS diseases cluster
of Pitié-Salpêtrière University Hospital
• A centre of excellence

amyotrophic lateral sclerosis team
dr f. salachas
dr j.p. pradat

dr l. lacomblez

coma team

prof. l. puybasset
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CLINICAL RESEARCH IN PARKINSON’S DISEASE
AND DYSTONIA
— TEAM

— REFERENCE CENTRE
Marie Vidailhet, MD, PhD,
is Professor of Neurology
at Sorbonne University, and
consultant at the Neurology
department at Pitié-Salpêtrière
University Hospital for Parkinson
and other movement disorders.
She heads the national centre of
reference for dystonia.

Pitié-Salpêtrière University Hospital
is a national reference centre for
dystonias, inside the reference
centre for neurogenetic diseases of
childhood and adulthood.
Coordinator: Prof. Marie Vidailhet

— PATHOPHYSIOLOGY AND BIOMARKERS
EXAMPLES OF COHORTS INCLUDING GENETICS

BADGE-PD
Behavioural Addiction and Genetics in Parkinson’s Disease.
Ref: NCT02319395 • Sponsor: APHP • PI: J.C. Corvol
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COHORTS AND COLLECTIONS
Clinical and Genetic Study of Parkinson’s disease and epilepsies. This multicentre study is expected to involve
4,000 patients.
Ref: NCT00142363 • Sponsor: Inserm • PI: A. Brice

ICEBERG
Cohort study to identify predictor factors of onset and progression of Parkinson’s disease (PD).
Ref: NCT02305147 • Sponsor: Inserm • PI: M. Vidailhet

LRRK2
Clinical, molecular and by neuroimaging characterisation of monogenic forms of parkinsonian syndromes:
mutations of the LRRK2 Gene.
Ref: NCT01085227 • Sponsor: Inserm • PI: A.Brice

— THERAPEUTIC STUDIES
DEEP STIMULATION

PREDI-STIM
This is a French prospective multicentre cohort. The main objective is to identify preoperative predictors of
response to subthalamic stimulation at 1 year, 3 years and 5 years in terms of quality of life, with a standardised
collection of clinical data, imaging and genetics in 1,000 patients.
Ref: NCT02360683 • Sponsor: CHRU Lille • PI: D. Devos

MOTOR COMPLICATION

ECLAIR
Randomised placebo-controlled cross-over phase IIa trial to evaluate efficacy of CVXL-0107 on Parkinsonrelated symptoms and levodopa-induced dyskinesia in advanced Parkinson’s disease patients using a
levodopa challenge test.
Ref: NCT02641054 • Sponsor: CleveXel Pharma • PI: J.C. Corvol
DISEASE PROGRESSION

BEE VENOM
Evaluation of the symptomatic and neuroprotective effects of bee venom for the treatment of
Parkinson’s disease.
Ref: NCT01341431 • Sponsor: APHP • PI: A. Hartmann
MOTOR SYMPTOMS

SALIPARK
A French multicentre randomised, double-blind, placebo-controlled, crossover study of the safety and
efficacy of tropicamide 1 mg Intra-oral slow dissolving muco-adhesive thin films to reduce hypersalivation
in PD patients manifesting sialorrhea complaints.
Ref: NCT01844648 • Sponsor: NeuroHealing Pharmaceuticals Inc • PI: E.R. Gamzu

— RESEARCH & NEW TECHNOLOGIES
PARKGAME
The objective of this open label study is to assess the feasibility and acceptability of a serious game
named Toap run for gait and balance disorders rehabilitation in 10 patients with Parkinson’s disease who
underwent deep brain stimulation of the sub thalamic nucleus. 18 rehabilitation sessions with serious
game during a 6 to 8-week period are planned.
Ref: NCT02469350 • Sponsor: Inserm • PI: M.L. Welter

GAMMA
Contribution of the cerebellum in sensory-motor adaptation via gamma oscillations: the case of dystonia.
The objective of this study is to demonstrate that deficient synchronies in the fast gamma range are one of
the key mechanisms leading to abnormal communication inside the cerebello-cortical network in dystonia.
First, the spatial and temporal dynamics of g oscillations in the nodes of the cerebello-cortical network
will be analysed and it is expected that defective synchronies will be restored by applying, a non invasive
transcranial alternative current stimulation at high frequency (sham versus active) to the cerebellum.
Ref: NCT02073630 • Sponsor: Inserm • PI: S. Meunier
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CLINICAL RESEARCH IN ALZHEIMER’S DISEASE
AND DEMENTIA
— TEAM

TRIAL IN ALZHEIMER’S DISEASE

Bruno Dubois, MD, PhD, is Professor of Neurology at Sorbonne University, and Head of the
centre for Cognitive and Behavioural diseases at Pitié-Salpêtrière University Hospital. He
also heads the national centre of reference for young-onset Alzheimer’s disease and the
centre of reference for rare & early dementia.
Harald Hampel, MD, PhD, is Professor of Psychiatry at Sorbonne University. He is Chair AXA
Research Fund and UPMC Excellence Chair, Scientific Director of the Institut de la Mémoire et
de la Maladie d’Alzheimer and Principal Investigator at the ICM.

Isabelle Le Ber, MD, PhD, is a neurologist at Pitié-Salpêtrière University Hospital. She is the
coordinator of the National Centre of Reference for Rare Dementias. Her research activity focuses
on the molecular basis and physio-pathology of Fronto-Temporal Dementias, especially in the
identification of preclinical multimodal markers of evolution of the diseases in genetic forms of
dementia.

— REFERENCE CENTRE
Pitié-Salpêtrière University Hospital is a regional centre of excellence for neurodegenerative diseases.
Coordinator: Prof. Bruno Dubois.
Pitié-Salpêtrière University Hospital is a national reference centre for rare or early dementias.
Coordinator: Prof. Bruno Dubois.
Pitié-Salpêtrière University Hospital is a regional reference centre for multiple system atrophy.
Coordinator: Prof. Jean-Christophe Corvol.
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PROJECT NEUUS IN AD
Multicentre Study investigating 18F-Fluorbetaben a Beta-amyloid plaque targeted for PET Imaging and interest in the
diagnosis of Alzheimer’s disease.
Ref: NCT02641054 • Sponsor: Piramal Imaging • PI: R. Levy
DATABASE OF NEW GENES AND VARIANTS

FTLD-EXOME
Identification of New FTLD Genes. Combination of whole exome sequencing with genetic linkage to study FTLD families
without known mutations. When causative genes are identified, we will establish the frequencies of mutations, extend
the mutational spectrum, describe the clinical phenotypes and establish phenotype-genotype correlations. Genetic
parameters such as penetrance will be analysed. In this project, the 30 most informative families will be extended (440
patients and relatives sampled).
Ref: NCT02363062 • Sponsor: APHP • PI: I. Le Ber

— THERAPEUTIC STUDIES
EXAMPLES OF RECENTLY PUBLISHED CLINICAL TRIALS INCLUDING PROF. DUBOIS’ TEAM:

ARGO
Efficacy, Safety and Tolerability of Tideglusib to Treat Mild-to-Moderate Alzheimer’s Disease Patients
A phase II trial of tideglusib in Alzheimer’s disease. J Alzheimers Dis. 2015 ;45(1):75-88
Ref: NCT01350362 • Sponsor: Noscira • PI: T. del Ser

— PATHOPHYSIOLOGY AND BIOMARKERS
EXAMPLES OF CLINICAL DATABASES

A MULTICENTRE, DOUBLE BLIND, PLACEBO-CONTROLLED, SAFETY AND TOLERABILITY STUDY OF
BMS-708163 IN PATIENTS WITH PRODROMAL ALZHEIMER’S DISEASE

Investigation of Alzheimer’s pre dictors in subjective memory complainers. The major goal is to identify and validate
biomarkers, genetic risk factors and neuroimaging methods in at risk subjects for Alzheimer’s disease before the
onset of clinical symptoms. This is an observational monocentric longitudinal study of 400 subjects aged +70 years
with no memory impairment and whose brain amyloid status is determined by amyloid PET. The study includes a
clinical follow-up and PET imaging. Recruitment of the study is now complete. (Collab. Pfizer)

Targeting Prodromal Alzheimer Disease With Avagacestat: A randomised, placebo-controlled phase 2 clinical trial with a
parallel, untreated, non-randomised observational cohort of CSF biomarker-negative participants was conducted May 26,
2009, to July 9, 2013, in a multicentre global population. Of 1,358 outpatients screened, 263 met MCI and CSF biomarker
criteria for randomisation into the treatment phase. One hundred and two observational cohort participants who met
MCI criteria but were CSF biomarker-negative were observed during the same study period to evaluate biomarker assay
sensitivity. JAMA Neurol. 2015 Nov 1;72(11):1324-33.

Sponsor: APHP – ICM – Pfizer • PI: B. Dubois

Ref: NCT00890890 • Sponsor: Bristol-Mayers Squibb • PI: B. Dubois

PREDICT-GRN: A LONG TERM COHORT STUDY

DONEPEZIL DECREASES ANNUAL RATE OF HIPPOCAMPAL ATROPHY
IN SUSPECTED PRODROMAL ALZHEIMER’S DISEASE

INSIGHT

Prospective Multimodal Characterisation of frontotemporal dementia due to mutation of PGNR gene. A 3-year clinical
and imaging follow-up of pre-symptomatic and symptomatic patients who carry the gene mutation.
Sponsor: APHP • PI: I. Le Ber
TRIAL IN FRONTOTEMPORAL DEMENTIA

ANALOG
The aim of this project is to test the role of the prefrontal cortex in explicit and implicit categorisation and analogy tasks
in patients with Frontotemporal Dementia, Progressive supranuclear Palsy and Healthy Subjects using transcranial
magnetic stimulation, MRI imaging, EEG recording, Neuropsychological examination.
Ref: NCT02236832 • Sponsor: Inserm • PI: R. Levy

This randomised, double-blind, multicentre study including 216 French patients demonstrates a statistically significant
reduction of 45% in rate of hippocampal atrophy in patients with prodromal AD of MCI subjects on Donepezil compared
with placebo. This study was conducted with Hippocampus study group Alzheimers Dement. 2015 Sep;11(9):1041-9.
Ref: NCT00403520 • Sponsor: Esai Inc. • PI: B. Dubois
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CLINICAL RESEARCH IN MULTIPLE SCLEROSIS
— TEAM
Catherine Lubetzki, MD, PhD,
is Professor of Neurology at
Sorbonne University, and Head of
the Neurology Department at PitiéSalpêtrière University Hospital,
where she also coordinates
the clinical research centre on
Multiple Sclerosis. Her research
activity focuses on molecular and
cellular mechanisms implicated
in myelination and re-myelination,
translating gained insights into
clinical practice.

Anne-Caroline Papeix, MD, is a
neurologist in Neurology at PitiéSalpêtrière University Hospital.
Her clinical research focuses on
Multiple Sclerosis. She coordinates
the National Reference Centre for
Rare Inflammatory Diseases of
the Brain and Spine.

— REFERENCE CENTRE
Pitié-Salpêtrière University Hospital is a national reference centre for rare inflammatory
diseases of the brain and spine.
Coordinator: Dr. Anne-Caroline Papeix

24

MS-ON
Effect of MD1003 in Chronic Visual Loss Related to Optic Neuritis in Multiple Sclerosis.
Ref: NCT02220244 • Sponsor: MedDay SAS • PI: A.C. Papeix

EXPAND
A multicente, randomised, double-blind, parallel-group, placebo-controlled variable treatment duration
study evaluating the efficacy and safety of Siponimod (BAF312) in patients with secondary progressive
multiple sclerosis.
Ref: NCT01665144 • Sponsor: Novartis Pharma • PI: A.C. Papeix

ORATORIO
A Phase III, multicentre, randomised, parallel-group, double blinded, placebo controlled study to evaluate
the efficacy and safety of ocrelizumab in adults with Primary Progressive MS.
Ref: NCT01194570 • Sponsor: Hoffmann-La Roche • PI: A.C. Papeix

CAMAL EXT
An Extension Protocol For MS Patients Who Participated in Genzyme-Sponsored Studies of Alemtuzumab.
Ref: NCT00930553 • Sponsor: Sanofi • PI: C. Lubetzki

— PATHOPHYSIOLOGY AND BIOMARKERS
EXAMPLES OF CLINICAL DATABASES

EDMUS: European Database for Multiple Sclerosis
A centralised facility with minimal descriptive record developed for research purposes to document
clinical and laboratory data in patients with multiple sclerosis (MS). The EDMUS project was born in the
Hospices Civils de Lyon in 1976 and has taken on a European dimension in 1990. From this database the
team has published interesting findings. Natural history of multiple sclerosis with childhood onset. The
NEJM 2007; 356: 2603-2613.
Ref: NCT02799199 • Sponsor: CHU de Reims

— THERAPEUTIC STUDIES
EXAMPLES OF CLINICAL TRIALS

MS-SPI
Effect of MD1003 in spinal progressive multiple sclerosis: a pivotal randomised double blind placebo
controlled study.
Ref: NCT02220933 • Sponsor: MedDay SAS • PI: A.C. Papeix

FTY PP EXT
Open-label, single-arm extension study to the double-blind, randomised, multicentre, placebocontrolled, parallel-group study comparing the efficacy and safety of 0.5 mg FTY720 administered orally
once daily versus placebo in patients with primary progressive MS.
Ref: NCT01779934 • Sponsor: Novartis Pharma • PI: C. Lubetzki

NEUROFINGO
A double-blind, randomised, multicentre, placebo-controlled, parallel-group study to evaluate the
efficacy and safety of 0.5 mg fingolimod administered orally once daily versus placebo in patients with
Chronic inflammatory demyelinating polyradiculoneuropathy.
Ref: NCT01625182 • Sponsor: Novartis Pharmaceuticals • PI: A.C. Papeix

MS
Biological Activity and Safety of Low Dose IL2 in Relapsing Remitting Multiple Sclerosis. Multicentric
Randomised Study
Ref: NCT02424396 • Sponsor: APHP • PI: C. Lubetzki
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CLINICAL RESEARCH IN HUNTINGTON DISEASE,
SPINOCEREBELLAR ATAXIAS AND TOURETTE SYNDROME
— TEAM
Alexandra Durr, MD, PhD, is a full
Professor of Medical Genetics at
Sorbonne University, specialised
in neurogenetics and fully trained
in neurology. Her research
interests are genotype-phenotype
correlation and understanding of
clinical expression and therapeutic
approaches of genetic disorders
such as cerebellar ataxias, spastic
paraplegias and other inherited
movement disorders. She opened
the first predictive testing facility
for late, adult-onset neurogenetic
disorders in France and established
the SPATAX network in 2001.

Fanny Mochel, MD, PhD, is an
Associate Professor of Genetics
at Sorbonne University. She runs
a neurometabolic clinic at PitiéSalpêtrière University Hospital and
is the Head of the Neurometabolic
research group. Her research is
focused on the characterisation
and treatment of brain energy
deficiencies in neurodegenerative
diseases, especially Huntington
disease.

— REFERENCE CENTRE
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Pitié-Salpêtrière University Hospital is a national reference centre for neurogenetic
diseases of childhood and adulthood.
Coordinator: Prof. Alexandra Durr
Pitié-Salpêtrière University Hospital is a national reference centre for Huntington disease.
Coordinator: Prof. Alexandra Durr
Pitié-Salpêtrière University Hospital is a national reference centre for Gilles de la Tourette syndrome.
Coordinator: Dr. Andreas Hartmann
Pitié-Salpêtrière University Hospital is a national reference centre for hereditary diseases
of the neurometabolism.
Coordinator: Dr. Fanny Mochel

— PATHOPHYSIOLOGY AND BIOMARKERS
EXAMPLES OF CLINICAL DATABASES/STUDIES

SPATAX
Clinical and Genetic Analysis of Cerebellar Ataxias and Spastic Paraplegias: Clinical and Genetic Analysis
International network 37 teams, over 3,200 patients and 2,000 controls.
Sponsor: Verum • PI: A. Durr

MODIF SPa
Identification of genetic and environmental modifiers in hereditary spastic paraplegia.
Ref: NCT00140829 • Sponsor: Inserm • PI: A. Durr

RISCA
A 6-year Prospective Study of 460 Individuals at Risk for Spinocerebellar Ataxia SCA1, SCA2, SCA3, SCA6, SCA7.
Ref: NCT01037777 • Sponsor: Inserm • PI: A. Durr

MOMIC2
Role of the SMA During Unimanual and Bimanual Movements Preparation: the Mirror Movements Paradigm.
Ref: NCT02073604 • Sponsor: Inserm • PI: E. Flamand Roze

ENROLL-HD
Prospective Registry Study in a Global Huntington Disease Cohort.
Ref: NCT01574053 • Sponsor: CHDI Foundation • PI: A. Durr

EFACTS
A 4-year patient Registry of the European Friedreich’s Ataxia Consortium for Translational Studies.
Ref: NCT02069509 • Sponsor: Eu. Friedreich’s Ataxia Consortium for Trans. Studies • PI: A. Durr

— THERAPEUTIC STUDIES
TRIAL FOR HUNTINGTON DISEASE

APACHE
A Phase 2, Double-blind Randomised, Sequential Treatment Group, Placebo-controlled Study To Evaluate
The Safety, Tolerability And Brain Cortico-striatal Function Of 2 Doses Of Pf-02545920 In Subjects With
Early Huntington Disease.
Ref: NCT01806896 • Sponsor: Pfizer • PI: A. Durr

TRI-HEP3
A Comparative Phase 2 Study Assessing the Efficacy of Triheptanoin, an Anaplerotic Therapy in Huntington
Disease.
Ref: NCT02453061 • Sponsor: Inserm • PI: F. Mochel

REV-HD
Metabolic Intervention Using Resveratrol in Patients with Huntington Disease.
Ref: NCT02336633 • Sponsor: APHP • PI: F. Mochel
TRIAL FOR GILLES DE LA TOURETTE SYNDROME

STIC
Treatment of Gilles de la Tourette Syndrome by Bilateral Stimulation of the Internal Part of the Globus PALLIDUS.
Ref: NCT00478842 • Sponsor: APHP • PI: M.L. Welter
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CLINICAL RESEARCH
IN AMYOTROPHIC LATERAL SCLEROSIS

CLINICAL RESEARCH IN NEUROVASCULAR DISEASES

— TEAM

— TEAM
François Salachas, MD, is consultant
in Neurology at Pitié-Salpêtrière
University Hospital. He coordinates
the National Reference Centre for
Amyotrophic Lateral Sclerosis.

Pierre-François Pradat, MD, PhD,
is a neurologist, expert in motor
neuron diseases, practicing at
Pitié-Salpêtrière University Hospital
in the French ALS Center. His
research interests have focused on
translational and clinical research.
He is the PI of a research programme
on muscle transcriptome in ALS,
SMA and SBMA. His other expertise
is in spinal cord imaging.

— REFERENCE CENTRE
Pitié-Salpêtrière University Hospital is a national reference centre for Amyotrophic Lateral
Sclerosis.
Coordinator: Dr. François Salachas
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— PATHOPHYSIOLOGY AND BIOMARKERS
PROSPECTIVE COHORT

PULSE
Pronostic value of biomarkers in amyotrophic Lateral Sclerosis & Endophenotypic study. Clinical,
biological, genetical, radiological, histological, electrophysiological data. The team is largely involved in
this large cohort of 1,200 patients in France with 500 new patients/year.
Ref: NCT02360891 • Sponsor: ARSLA Lille • PI: D. Devos and F. Salachas

— THERAPEUTIC STUDIES
MITOTARGET
Safety and Efficacy of TRO19622 as add-on Therapy to Riluzole Versus Placebo in Treatment of Patients
Suffering From Amyotrophic Lateral Sclerosis (ALS). Phase II/III, multicentre.
Ref: NCT00868166 • Sponsor: Prophos • PI: I. Le Ber

Yves Samson, MD, Professor of
Neurology. He heads the Neuro
Vascular Unit in Pitié-Salpêtrière
University Hospital.

Charlotte Rosso, MD, PhD, is
neurologist and expert in stroke.
She works at Pitié-Salpêtrière
University Hospital in the Neuro
Vascular diseases Unit.

— THERAPEUTIC STUDIES
CLINICAL TRIAL IN POST-STROKE HAND MOTOR DEFICITS

PAS-STROKE
PAS-Stroke Assessment of Paired Associative Stimulation Protocols Using Cerebellar or Visual Afferences
in Post-stroke Hand Motor Deficits. The objective of this study is to determine whether (and how) Paired
Associative Stimulation technique (PAS) induces cerebral reorganisation in the primary motor cortex
compared to the control group. Clinical and electrophysiological effects observed in the combined
approach will be correlated with specific characteristics of the sensorimotor network assessed by MRI.
Ref: NCT02284087 • Sponsor: Inserm • PI: C. Rosso
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CLINICAL RESEARCH IN EPILEPSY
— TEAM
Vincent Navarro, MD, PhD, is Professor of Neurology at Sorbonne University. He heads the
Epileptology Unit in the Neurology department and the EEG Unit, in the Neurophysiology
department at the Pitié-Salpêtrière University Hospital. He holds research interests in EEG
video monitoring and signal analysis, including studies at the neuronal level in vivo of the
seizure emergence using microelectrodes. He is also involved in the identification and the
specific therapies of rare epilepsies of genetic, metabolic and auto-immune origin.
Michel Baulac, MD, PhD, is Professor of Neuroanatomy and Neurology at Sorbonne University.
He heads a clinical department at the Pitié-Salpêtrière University Hospital. He chairs the
Commission on European Affairs of the International League against Epilepsy.

Sophie Dupont, MD, PhD, is Professor of Neurology at Sorbonne University. She heads the
Epileptology and Functional Neurology Rehabilitation Department of the Pitié-Salpêtrière
University Hospital.

STUDY C11-16
Multi-level study of the brain activities using intracranial microelectrodes recordings.
This study aims to better understand the pathophysiology of the seizure emergence, by measuring the
dynamics of action potentials of individual neurons for several days, in awaked epileptic patients. In
addition, it allows the study of the neuronal coding of several cognitive functions.
Sponsor: Inserm

STUDY C16-16 (TIPI)
Multi-level study of the epileptic human tissues after respective neurosurgeries, combining clinical,
neurophysiological, brain imaging, genetic, neuropathology findings, from patients with pharmacoresistant
epilepsy due to different brain lesions.
Sponsor: Inserm

— THERAPEUTIC STUDIES
CLINICAL TRIALS IN EPILEPTIC PATIENTS

Stéphane Charpier, PhD, is Professor of Neurosciences at Sorbonne University. His research
mainly focuses on the processes of initiation, generalisation and remote control of absence
seizures.
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— REFERENCE CENTRE
Pitié-Salpêtrière University Hospital is a national reference centre for rare epilepsies.
Coordinator: Prof. Vincent Navarro

MEMO-EPI
Episodic Memory Before and After Surgery in Drug-resistant Partial Epilepsies. Study of memory
recovery after surgical ablation of epileptogenic tissue in the hippocampus or other cortical hippocampus
associated regions in 200 epileptic patients.
Ref: NCT01919957 • Sponsor: Inserm • PI: S. Dupont

STRUCTURAL AND FUNCTIONAL CONNECTIVITY IN PARTIAL EPILEPSIES STUDIED WITH MRI AND MEG
A case control study aiming at identifying and localising differences in connectivity parameters between
individual patients and a control group of healthy volunteers Structural and Functional Connectivity in
Partial Epilepsies Studied With MRI and MEG.
Ref: NCT01313260 • Sponsor: Inserm • PI: L. Thivard

— PATHOPHYSIOLOGY AND BIOMARKERS
COHORT OF PATIENTS WITH PARTIAL RESISTANT EPILEPSIES

REPO2MSE
National Network to study biomarkers predictive or preventive of sudden death in patients with partial
resistant epilepsies.
DATABASE OF PATIENTS WITH EPILEPSY

THE WORLD’S LARGEST EPILEPSY DATABASE FOR SEIZURE PREDICTION
“Evolving Platform for Improving Living Expectation of Patients Suffering from IctAl Events” EPILEPSIAE
is an extensive long-term European database of continuous electroencephalography of 275 epileptic
patients. The database holds well-documented meta-data, highly annotated datasets as well as several
calculated features. Seven clinical, university and industrial teams are partnering. The database is fully
implemented and is made available to the research community.
PI: V. Navarro

STUDY PEPSI (NATIONAL PHRC-2016)
Multicentric French randomised controlled trial, studying the add-on efficacy of perampanel to control
a focal motor status epilepticus.
Sponsor: APHP
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CLINICAL RESEARCH IN GLIOMAS AND CNS LYMPHOMAS
— TEAM

— THERAPEUTIC STUDIES
Jean-Yves Delattre, MD, PhD, is Professor of Neurology at Sorbonne University, and Head of
the Neurology Department at Pitié-Salpêtrière University Hospital. He is Principal Investigator
in the experimental neuro- oncology research team.

Marc Sanson, MD, PhD, is Professor of Neurology at Sorbonne University, and practicing
neurologist at Pitié-Salpêtrière University Hospital. He heads the research team, at ICM, on
experimental neuro- oncology. The research priorities are on molecular markers of evolution
and on the evaluation of new therapies on preclinical models of glioblastomas.
Khê Hoang-Xuan, MD, PhD, Head of the Department of Neurology, is Professor of Neurology
at Sorbonne University, and Head of the National Centre of Reference for Cerebral and Ocular
Lymphomas, at Pitié-Salpêtrière University Hospital. He is Principal Iinvestigator in the
experimental neuro-oncology research team.
Ahmed Idbaih, MD, PhD, is Associate-Professor of Neurology at Sorbonne University, and
Neuro- Oncologist at Pitié-Salpêtrière University Hospital. He heads the GlioTex group at the
ICM. His research priorities are experimental therapeutic in preclinical models of glioblastomas
and early phase clinical trials dedicated to glioma patients.
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— REFERENCE CENTRE
Pitié-Salpêtrière University Hospital is a national reference centre for primary CNS lymphoma (LOC)
Coordinator: Prof. Khê Hoang-Xuan
Pitié-Salpêtrière University Hospital is a national reference centre for Anaplastic
oligodendroglial tumours (POLA network)
Coordinator: Prof. Jean-Yves Delattre
Pitié-Salpêtrière University Hospital is a national reference centre for Neurohistiocytosis
Coordinator: Dr. Ahmed Idbaih

— PATHOPHYSIOLOGY AND BIOMARKERS
PLATFORMS

TRIALS IN CNS LYMPHOMAS

BLOCAGE-01
Phase III Trial Evaluating Maintenance Treatment Versus Observation in Elderly Patients Suffering from
primary CNS lymphoma in Complete Remission After High Dose Methotrexate Based Chemotherapy in
First Line.
Ref: NCT02313389 • Sponsor: APHP • PI: K. Hoang-Xuan
TRIALS IN GLIOMAS

ONCOVIRAC
First in man. Safety and Efficacy of the ONCOlytic VIRus Armed for Local Chemotherapy, TG6002/5-FC,
in Recurrent Glioblastoma Patients.
Ref: NCT03294486 • Sponsor: APHP • PI: A. Idbaih

SONOCLOUD
Safety of BBB Opening with the SonoCloud.
Ref: NCT02253212 • Sponsor: APHP • PI: A. Idbaih • Scientific director: A. Carpentier

POLCA
PCV Only in 1p/19q Codeleted Anaplastic Gliomas.
Ref: NCT02444000 • Sponsor: APHP • PI: J.Y. Delattre

A Dose Finding Study Followed by a Safety and Efficacy Study in Patients With Advanced Solid Tumours
With FGF/FGFR-Related Abnormalities.
Ref: NCT02052778 • Sponsor: Taiho Oncology, Inc. • PI: M. Sanson

IDASPE
Non Invasive Detection of IDH1/2 Mutation in Gliomas
Ref: NCT02597335 • Sponsor: APHP •PI: M. Sanson

ONCONEUROTEK: A HISTOLOGICAL, MOLECULAR AND CLINICAL DATABASE
One of the largest databases of brain tumours including tissue of 15,000 patients mostly glioma.
Corresponding clinical database available to research.

Treatment With AZD4547 for Recurrent Malignant Glioma Expressing FGFR-TACC Gene Fusion

Director: Y. Marie

Ref: NCT02824133 • Sponsor: APHP • PI: M. Sanson

GLIOTEX
A platform of in vitro and in vivo tests to identify targets and screen for innovative therapeutic strategies
and speed up patients’ access to new treatment. It includes cultured cancer stem cells of most glioma
tumours and models of engrafted stem cells in nude mice. The team has several partnerships with
pharmaceutical companies.
PI: A. Idbaih
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CLINICAL RESEARCH IN MEMORY,
BEHAVIOUR AND COGNITION
— TEAM
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— THERAPEUTIC STUDIES
Luc Mallet, MD, PhD, is Professor
of Psychiatry at Pitié-Salpêtrière
University Hospital, and at the
university hospital of Henri Mondor
in Créteil. He is also Associate
Professor at the University of
Geneva (Switzerland). He was
honoured as “researcher of the
year” for his work in Behavioural
compulsive disorders.

Richard Levy, MD, PhD, is
Professor of Neurology, Head of the
Neurology hospital at Saint-Antoine
hospital in Paris. He is co-leader
of the “Behaviour and Motivation”
research team at the ICM.

Paolo Bartolomeo, MD, PhD, is
Professor of Neurology, Head of
Neuropsychology and Cognitive
Neuroscience in Milan, Italy. At the
ICM, he is head of the research
team dedicated to structural
and functional neuroanatomy of
attentional functions.

Laurent Cohen, MD, PhD, is
Professor of Neurology at Sorbonne
University and Neurologist at PitiéSalpêtrière University Hospital.
He is Head of the research team
dedicated to Neuropsychology and
Neuroimaging.

Lionel Naccache MD, PhD, is
a Neurologist, Professor of
Physiology at Pitié-Salpêtrière
University Hospital. His focus is in
exploration of the psychological and
brain properties of consciousness.

CLINICAL TRIAL ON MOTIVATION

MOTIV2-MBBANALGESIC
A Double-Blind Randomised, Monocentric, Cross-over, Placebo-controlled Study to Evaluate the Effect of
Morphine and Naloxone on Motivation. Effects of morphine on cost accumulation slope are assessed in an
effort management task, and other cognitive parameters of motivation are assessed with a motivational
battery that includes rating, choice and learning tasks.
Ref: NCT02267304 • Sponsor: Inserm • PI: J.C. Corvol
COHORT STUDY OF SEVERE RESISTANT OBSESSIVE COMPULSIVE DISORDER

PRESTOC 2
Comparison of the effect of high-frequency stimulation of the caudate nucleus, the nucleus accumbens
and subthalamic nucleus for treatment of severe resistant OCD. No control group. Follow-up at 14
months APHP.
Ref: NCT01807403 • Sponsor: APHP • PI: L. Mallet

— RESEARCH & NEW TECHNOLOGIES
EXPLORATION OF MOTIVATIONAL PROCESS

USE OF A MULTIDISCIPLINARY APPROACH COMBINING
Computerised behavioural tasks that target the process of interest.
Multiple neuroimaging techniques (functional MRI, EEG-MEG, local field potentials) to identify the brain
networks underlying task performance.
Experimental neurophysiology assessing deficits in task performance when the identified networks are
affected by neurological or psychiatric disease and their treatment (medication and surgery)

NOVEL TECHNOLOGIES - SENSO
Sensitivity study to social signals in MDD, psychological, behavioural and Inflammatory mediators. Rapid
facial reactions are assessed with MEG coupled to eye-tracking recording. Subjects will perform cyberball
game trustgame task as an experimental inclusion or exclusion task and evaluation of their prosocial
behaviour. Questionnaires of social rejection pain and desire of affiliation, and Inflammatory markers will
be measured in both patients and healthy subjects.
Ref: NCT02214511 • Sponsor: Inserm• PI: P. Fossati
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CLINICAL RESEARCH ON COMA
— TEAM
Louis Puybasset, MD, PhD, is Professor of Anaesthesia-Reanimation at Sorbonne University,
and Head of the Department of Anaesthesia and Intensive Care at the Pitié-Salpêtrière
University Hospital. His research focus is on patients suffering from coma.

— PATHOPHYSIOLOGY AND BIOMARKERS
COHORT STUDIES IN COMATOSE PATIENTS

COMAWEB
Comaweb is based on:
• Multimodal Magnetic Resonance (MRI) and especially Diffusion Tensor Imaging (DTI);
• Development in Comatose Patients for an Algorithm in the Prediction of Consciousness Recovery;
• A large clinical and Imaging European database of 450 controls and 1,250 comatose patients postsubarachnoid haemorrhage, cardiac arrest or brain trauma followed up to 1 year.
Ref: NCT00577954 • Sponsor: APHP • PI: L. Puybasset

— RESEARCH & NEW TECHNOLOGIES
36

CENTRE-TBI STUDY
Collaborative European NeuroTrauma Effectiveness Research in Traumatic Brain Injury. L. Puybasset
is involved in the ongoing international longitudinal prospective study with 5,400 patients diagnosed
with coma post TBI, aiming at improving characterisation classification, and evidence to support
treatment recommendations using advanced neuroimaging, genomic and biomarker data. Maas Al and
al. Neurosurgery. 2015 Jan;76(1):67-80.
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NEUROTRIALS

Laurent Contaut heads NEUROTRIALS. He has more than 20 years of
international experience in clinical research. He held executive positions
in biotech firms, CROs, mid-size and large pharma companies. He has
experience in diverse therapeutic areas and more especially 12 years
of expertise in neurology/psychiatry (Multiple Sclerosis, Parkinson’s
Disease, Stroke and Schizophrenia).
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Contact:
laurent.contaut@icm-institute.org
Tel: +33 (0)1 57 27 45 88
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NEUROTRIALS ASSETS

NEUROTRIALS SERVICES

• NEUROTRIALS operates with efficiency, agility
and reactivity due to a lean organizational
structure.
• NEUROTRIALS is able to deliver highly specific,
innovative, informative, tailor-made data with
high quality on industry standards.
• NEUROTRIALS contributes to de-risk potential
phase IIb and phase III studies for sponsors, early
in the drug development process.
• NEUROTRIALS contributes to the understanding
of the MOA/pharmacology/first signs of efficacy of
investigational drugs, on relatively short studies.
• NEUROTRIALS works closely with the Clinical
Investigation Centre (CIC – located within the
ICM) and neurology/psychiatry units of the PitiéSalpêtrière University Hospital, which perform
the patient recruitment and follow up.

“One shop CRO”: End To End process – from
Concept Sheet/Study Synopsis to Clinical Study
Report – with operational excellence
• Full Project Management;
• Medical Writing;
• Study set up including submissions;
• Clinical Monitoring;
• Pharmacovigilance;
• Data Management & Biostatistics;
• Fast enrolment due to significant pool of
patients on site (largest hospital in Europe in this
field);
• High patient retention rate and dedicated staff
highly trained on clinical research.

INSTITUT DU CERVEAU ET DE LA MOELLE ÉPINIÈRE
Hôpital Pitié-Salpêtrière
47, boulevard de l’Hôpital – 75013 PARIS, FRANCE
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