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FIELD OF EXPERTISE

Quality Assurance 
Regulatory Affairs
Analytical development


PROFESSIONAL EXPERIENCE

From 2007	Pharmacien Responsable – Head of Pharmaceutical Affairs – IPRAD
· Management of the Pharmaceutical Affairs Department for medicinal, dietary and cosmetic products and medical devices.
· Regulatory activities : MA and reimbursement dossiers, clinical trials, regulatory release, review of advertising documentation, exportation. 
· Quality Assurance activities : technical release, management of contracts/quality agreements, audit of sub-contractors (manufacturer of medicinal products and API, distributor).

2003-2006	Analytical Development and Quality Assurance – Prostrakan
· Elaboration of analytical development plans 
· Contribution to elaboration of chemical development plans
· Selection of CROs for analytical, chemical development work and for non clinical studies
· Implementation and follow-up of stability programs (drug substances and drug products)
· Review of analytical, preclinical and clinical protocols and reports
· Implementation of a quality assurance organisation : redaction and management of SOPs (GLP and GCP)
· Audits of CROs for GMP,GLP and GCP studies
· Pharmacien Responsable Intérimaire OTL Pharma (Paris)

2001 – 2003	Pharmacien Responsable Intérimaire – Chiron France
Qualified person acting when QP is not present : redaction of SOPs, pharmacovigilance, maintenance of regulated documentation : MA dossiers, import licenses, clinical trials, regulatory release, review of advertising documentation.

1997 - 2001	Regulatory Affairs Responsible  – Laboratoires Cassenne and Aventis
· MA dossiers : maintenance of documentation of a portfolio in dermatology, infectiology, rhumatology, antalgy and oncology, preparation and review of variations files, submission and follow-up of French applications,
· Economical dossiers : redaction, submission and follow-up,
· Advertisement : internal validation of advertising documentation, submission to French authorities, and follow-up.
· Clinical trials : redaction and submission of declarations to the French authorities, import license, regulatory release




Pharmacien Responsable Intérimaire – Laboratoires Solymès 
Redaction of SOPs for the license holder, management of relationship with sub-contractors, preparation and follow-up of inspections by the French authorities.

1992-1997    Quality Assurance Responsible in Toxicology - ROUSSEL-UCLAF
· Audits of studies, reports, systems, suppliers,
· Regulatory intelligence, 
· Information and training of staff to GLP and Quality requirements,
· Contribution to project planning of GLP studies,
· Redaction and management of SOPs,
· Archives management,
· Preparation and follow-up of inspections by the French authorities.

Pharmacien Responsable Intérimaire  - Roussel Santé R&D
· Review of clinical batch records,
· Technical clinical batches release.

1989-1992  	Head of analytical laboratory - ROUSSEL-UCLAF
· Lab management (3 technicians),
· Development of analytical methods,
· Follow-up of stability programs for Drugs Products



TRAINING

Initial training	«Doctorat de Pharmacie»
	UNIVERSITÉ RENÉ DESCARTES PARIS V (1989)

Language	English 
	
Technical training	- Statistics for analytical data (Université Louis Pasteur-Strasbourg) 
	- computerized analysis of HPLC data -  Paris

Quality training	- How to handle inspections  IFIP – Boulogne
	- Quality audits - INSTITUT OF INTERNATIONAL RESEARCH Paris 
- GLP : Exercice and recognition - HEINIS CONSULTANTS - Reims
· 7th APIC/CEFIC European conference on API - Lisbon


