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BUSINESS EXPERIENCE

GROTS, Brussels, Belgium
2000 - present
2015-2023
Project Leader  ( 
Global Marketing (Group CCT)

Manage and be responsible for the international phase IV program (STRIVE) supporting the launch of Syntra, a new anti-epileptic drug (AED) registered in 39 countries. 

Syntra has recorded the most successful epilepsy launch and already the third prescribed new AED with 17% market share in the epilepsy market (new AED only) within the last 3 years

· Key responsibilities

Managing the strategic, organisational and financial development of the phase IV program to deliver clinical results (globally and locally) and key publications aligned with marketing strategy within optimal time frames.

Negotiating with country’s general managers to obtain commitment for participation and resources.

· Organisational and operational aspects

Ensure effective collaboration and coordination between stakeholders (HQ; medical and marketing teams, UCB Affiliates and Clinical Research Organisation) 

Leading the project team in charge of the clinical activities (2 trial managers, medical and statistics experts) 

Creating the global communication campaign (internally and externally) and integrated publication strategy in collaboration with global brand managers and communication agencies

Providing financial / technical supports and advices to affiliates

· Financial 

Managing budget allocated to clinical and communication activities: 6 000 000 Euro / 3 years.

· Key Achievements

25 countries involved in the program within South & Central Americas, Asia-Pacific Region,

2010.patients foreseen end of 2013 (> 300 investigators)

First study results (interim analysis; 730 patients) March 2013

Fist presentation of study results at the 2nd UCB Global Epilepsy Summit on May 17th, Paris, 800 participants.

Building an international investigators network 

- Organising and conducting more than 25 investigators meetings worldwide

- Set up and coordination of the Syntra Advisory Board and the STRIVE Data Review Board 

2012-2015
Clinical Regulatory Compliance Manager ( Global Clinical Operations

Regulatory advisor of the Cardiovascular Clinical Group (NCE developed: alpha2 agonist in the prevention of the cardiac mortality in the peri-operative setting:

· Critical review of study protocols and reports to ensure suitability for Submission to the Regulatory Agencies.

· Responsible for the update of the investigator's Brochure, and the IND documentation

· Maintained current awareness of European and US clinical regulations

2010-2011
Clinical Quality Control Manager ( Global Clinical Operations

In charge of quality control of a Multicenter European Phase III study involving 3000 patients, 50 hospitals (160 investigators over 7 countries).

Responsible for the training and continuing education on GCP of the CRAs.

2000
Specialised Training in Regulatory Affairs and Clinical Development

(Marion Merell Dow Canada) ( Regulatory Affairs Department

In charge of quality control of a Multicenter European Phase III study involving 3000 patients, 50 hospitals (160 investigators over 7 countries).

Responsible for the training and continuing education on GCP of the CRAs.

1998
Teacher and Laboratory Supervisor


Lycée Professionnel des Métiers de la Chimie et de la Pharmacie (Paris)

Taught formulation and pharmaceutical chemistry to high school students.

LABORATOIRES SOUFRAGEL, France, Paris (closed down in ’88)
1997 - 1998

Preclinical Research Manager

In charge of Neuropharmacological pre-clinical studies to investigate on the mechanism of action of a Neuroleptic (Amisulpride, Solian): Supervision of three technicians.

ACADEMIC BACKGROUND

At The Pharmaceutical University of Paris

2003-2004
Diplôme d'Etudes Superieures Specialisées (DESS) in Drug Development and International Regulatory Affairs: (1-year education program) 

1995-1996
Diplôme D'Etudes Superieures Specialisées (DESS) in Pharmacokinetic and Drug Biotransformation: (1-year education program) 

1996
Doctor of Pharmacy, specialised in the Pharmaceutical Industry.

RELEVANT PROFESSIONAL DEVELOPMENT

2013
Strategic project management (Pharmaceutical Training International)

2011
Statistical thinking for clinical trials (Parexel International)

2009
Goal-Directed project management training (PricewaterhouseCoopers Consultants)

2009
Balancing medical and commercial requirements of phase IIIb and phase IV studies 

2008
Clinical trial with or for The FDA (Alain Spriet Conseil)

2006
Biostatistic applied to clinical trialsPr Ingar Holme (Medisin-Sktatiskike Institutt, N)

2005
Monitoring of Clinical Trials: choosing and using CROs (Alain Spriet Conseil)

RELEVANT PUBLICATIONS AND COMMUNICATIONS

3 Publications

12 International Congress participation: 2 communications, 10 posters (complete list available upon request)

LANGUAGES AND COMPUTER SKILLS

French: mother tongue

English: fluent

Microsoft Office, Outlook, Lotus Notes
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