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Summary of professional experience
► 19 years’ experience in Clinical Research, within pharmaceutical companies and CROs:
· 16 years of international clinical trials’ management: 
10 years as contractor in head-quarters or corporate departments of Pharma companies &
	6 years in international CROs

Conducting international clinical trials, with numerous countries involved, worldwide
Leading large international project teams, internal (affiliates) and external (vendors) 
Quality management: PSQRVs, CAPAs, cooperation in inspections, audits
Direct management of local team

In accordance with FDA requirements, ICH, GCP, EU Clinical Trials Directive, and local regulations.

· 1 year of managing local clinical trials within a CRO
· 2 years of monitoring local clinical trials within a CRO

► 2 years Quality Control of medical devices

► 7 years Pharmacy 


EMPLOYMENT HISTORY
Since April 2011	CLINICAL OPERATION MANAGER, PFIZER France, 92 Paris La Défense, (contractor)
                                     	Oncology- Vaccines- Primary & Specialty Care
Managing and coaching 6 local Clinical Operation Leads
Cooperation in audits 
Cooperation in FDA & PMDA’ inspections (site and affiliate) 
Supervising Protocol Specific Quality Review Visit (PSQRV) on sites Supervising CAPA’s (Corrective and Preventive Actions) declaration and follow-up


Jul 2009-Mar 2011	GLOBAL STUDIES MANAGER, F.Hoffmann-La Roche, Basel, Switzerland, (contractor)
	Oncology: 2 large phases III, 25 & 40 countries
Leading and Coordinating activities of affiliates/ CROs
	Vendors’ management

Sep 2008-Jun 2009	EXPERT CLINICAL MANAGER, NOVARTIS Pharma,
		Basel, Switzerland (contractor)
		Oncology & Endocrinology: phases I, II & III, 30 countries
	Cooperation in writing protocol & amendment
	Patient’s data review 
Datamanagement: set up edit checks, protocol’ deviations listing
Clinical Study Reports: checking database’ tables and listings 
Quality control of documents in electronic repository to support editing CSR’ appendices

Jun 2007-Sep 2008		CLINICAL OPERATION LEAD, Chiesi Farmaceutici, 92 Courbevoie (contractor)
Pulmonology: 1 large phase III, 22 countries &  1 phase IV, 
7 countries. 
Cooperation in writing protocol, amendments, in designing CRF
Management of CROs and vendors 

Jun 2006- May 2007 		CLINICAL TRIAL MANAGER, F.Hoffmann-la Roche, Basel, Switzerland (contractor)
Oncology: 1 large international phase IV,  24 countries 
Leading the study: global responsibility for the overall 	operational aspects of the clinical trial:
	Coordinating activities of all affiliates
	Management of CRO’ activities: Project Management, Regulatory, EDC, Safety, Data Management

Jul 2002- May 2006		PROJECT COORDINATOR, Wyeth Pharmaceuticals, 92 Paris La Défense, (contractor)
Infectious diseases: Program of 7 large international phases III trials: gastro intestinal disease, skin infection, pneumonias. Up to 30 countries per trial
Coordination and leading CRO’ worldwide teams’ activities from set-up until closure of databases:
Qualification, Monitoring, Regulatory Affairs, Safety, Audit						Liaising with vendors (central labs, central pharmacy...)

Apr 2000- May 2002	CLINICAL PROJECT MANAGER, PHARMA CLINICAL 
	RESEARCH, CRO, 75009 PARIS
	Infectious disease: HIV: Phases III study, < 10 coutries, Management of CROs and vendors
					Onco-hematology, Rheumatology: Phases II studies
					CLINICAL OPERATION MANAGER (8 months)
					Line-Management of CRAs 
					Business relationship with pharmaceutical companies
	
Aug 1996- Mar 2000			INTERNATIONAL PROJECT MANAGER, PAREXEL 							INTERNATIONAL, CRO, 75008 PARIS
Infectious disease: HIV: studies of Phases II and III					Respiratory, Dermatology, GI disease, Onco-hematology
					Global management of trials, forecast of budget
Training CRAs




Feb 1993– Jul 1996			PROJECT MANAGER, ARCAM, CRO, 75017 PARIS 
					Infectious disease, Women health, Cardiology: Phase III local studies 
					Training CRAs					
CLINICAL RESEARCH ASSOCIATE, ARCAM, CRO

Nov 1992- Feb 1993			PHARMACIST, PLASTIMED, 95321 ST LEU LA FORET
					Medical devices (cardiology) quality control
					Bacteriological and quality controls of sterilisation process

Feb 1991- Nov 1992	 		PHARMACIST, KAYSERSBERG, USINE D’HONDOUVILLE, 
					27400 LOUVIERS
					Medical devices quality control
					Bacteriological and quality controls of sterilisation process

Jan 1990- Jan 1991			PHARMACIST MANAGER, CLINIQUE CHIRURGICALE 							JUNOT,75018 PARIS

Oct 1983- Dec 1990			PHARMACIST, PARIS


EDUCATION 
Doctorate in Pharmacy, University Paris XI , 1983, France
DESS (Diplôme d’Etudes Supérieures Spécialisées) of Health Law, follow of course, University Paris XI, 1984, France 

LANGUAGE SKILLS
English: fluent
French: mother tongue

REGISTRY
Date and place of birth: 26 August 1958, France
Address: 1 rue Duhesme, 75018 Paris, France

INTEREST
Travels: Europe, Asia, Africa, US
Sports : Trekking, jogging, swimming, cycling, cardiotraining …
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