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DATE OF BIRTH		22 Th April 1968
VISA STATUS		Sponsorship required

23 years Work Experience in pharmaceutical areas

July 2006 – End January 2007 	CMC Technical Regulatory Manager with Sanofi-Pasteur Vaccines 

· Responsible for providing global regulatory input and strategies resulting in high quality CMC regulatory submissions including, IND’s, eCTD’s, BLAs, supplements and amendments from bulk to shipment for all vaccines plant. 
· Ensures that ASIA/CANADA/European product dossiers and variations are reflecting the activities correctly. 
· Strong interfaces with Global Regulatory Affairs Managers at Sanofi-Pasteur H.Q. 
· Works directly with all IO for mix, fill, finish and shipment operationals to guide regulatory advice. 

February 2003 – June 2006 	Regulatory Compliance Manager with Boehringer Ingelheim Company  

· Work as a Quality Systems and Regulatory Compliance Manager to develop, implement, coordinate, monitor and manage the facilities quality systems across Manufacturing and Packaging Master Batch Record for Liquid, Solids and Aerosols forms, Clinical, Technological Transfer, Validation, Scale-up and Production batches… (+ 100 millions units/year - 82 major references - Asia, U.S, European markets, Africa, Middle East…)
· Act as review and final approval of manufacturing and control procedures,  regulatory compliance check, GMP-related documents review, batch record review, assessment of OOS-reports, initiation of failure investigations, performing inspections and audits on request.(around 300 M.B.R and 1 000 Packaging instructions/year all forms with zero failure audits objective). …          
· Act as key liaison to collaborating departments such as QAV (Quality Assurance Validation), Production,   Industrial Development and site representatives.
· Act as Local Change Review Committee Expert for Industrial Development, Technological and Production Department for change-control (+300/year).
· Provide advice and recommendations to all departments to improve compliance and process/technological optimisations….Influence on all company level from operators to Corporate Director…  

May 2002 – February 2003 	Pharmaceutical Technology internship Engineer with CTCPA Company 

· Worked as Analytical Laboratory Internship Engineer with CTCPA Ltd across  ISO 17025 Audit preparation, line functions, Standard Operating Procedures and OOS…Congratulations for successful ISO accreditations
· Worked on IR, CPG, HPLC, MS/GC, LC/MS…and extraction and purification methods (pesticids) 

May.2000 – May 2002	Quality System Specialist with Boehringer Ingelheim Company

· Worked as Quality System Assistant (post production support and technological transfer phases) for Regulatory Compliance Audit and Evaluation of the Quality System production and packaging  First Objective was to evaluate, optimise and maintain compliance to Corporate, Procedures and communicate clearly G.M.P quality system requirements within the organization.
· Lead identification, measure and report key quality indicators on a periodic basis. Analyze problem areas to determine root causes and potential solutions for Industrial Development and Production Department.
· Ensure the CAPA system is managed and monitored in field responsibilities… 

June 1998 – April 2000 	Solid Forms Production Expert with Boehringer Ingelheim Company

· Worked as Solid Forms Production Expert post Technological Transfer plan for process optimisation and quality improvement… 
· Lead as Production Representative Expert NCE’s meeting presentation in Ingelheim and Meloxicam Technological Morocco process transfer (Ingelheim-Reims-Casablanca). .  
· Worked for Scale-Up French Association committee. 

 
February 1996 – June 1998 	technological Transfer Project with Boehringer Ingelheim Company

· Worked as Project Leader for Solid – Liquid and Drinking Granules Forms Production Transfer from Spain, Italy, Ingelheim, this comprises all stages from pre-formulation to transfer to Pharmaceutical Operations. 
· Worked in multidisciplinary and international teams and represent the technological transfer department in external expert groups. 
· Achieved robust formulations and processes through optimisation, scale-up and validation work and provision of the required documentation to allow registration.

August 1990 – February 1996 	Solid Forms Production Leader with Delalande-synthelabo Company 

· Worked as Solid Forms Production Leader for Granulation Batch Processing Department with                                      10 technicians/operators…. 
· Charged as Assistant in the optimisation of the production schedule system to meet customer capacity, while optimizing department capacity; troubleshooting…
· Lead and develop direct reports to continuously improve department performance within a changing cultural environment. 
· Company name today is SANOFI-AVENTIS after SANOFI-SYNTHELABO…

July 1983 – September 1988 	Pharmacist Assistant with CHABOT (Pharmacy)

· Worked as Pharmacist Assistant for medicine dispensation and support for enterprise creation and development.

SKILLS PROFILE
	. 
Team Skills	Worked as a production expert of multi-disciplinary project team in developing new chemicals entities and technological transfer. This involved working with team members from areas such as international project leader, clinical, quality control, regulatory affairs, marketing, scale-up, packaging components specialists…. 

Leadership Skills 	Took position as Regulatory Compliance Manager across all products of  the plant. This position involved managing engineers from different areas such as R&D, Quality and Manufacturing through the Regulatory, Quality and Change-Control stage ensuring all processes were realised correctly and that all process validations were completed in accordance with Global Quality regulations. Validated by Corporate, PAREXEL, AFSSAPS and  Japanese Audits this year 

Troubleshooting	As a Technological transfer project leader, production expert and quality manager, manage across local CRC and day to day, all changes to processes and to develop new processes to overcome technical difficulties, both process and design related, encountered during development, manufacturing and packaging products

EDUCATION
SEPT. 2000 – SEPT 2005		MSc in Life Science and Pharmaceutical Technologies Evening Courses lev
· This MSc from Conservatoire National des Arts et Métiers PARIS in                    Life Science and Pharmaceutical Technologies involved completion of numerous modules including Medicine Activities and Research Strategies, Modelisation PK/PD, Galenics, Analytical methods, Management…    
· Thesis Subject “. Rationalisation and Technological Transfer in Pharmaceutical Industry” 
· Received as Major with 19/20 Medicine Activities and Research Strategies, Business Intelligence with 16/20.
· Completed by Industrial Marketing B2B courses include strategies, markets, products, management… 

SEPT. 2000			BS in Life Science and Pharmaceutical Technologies Evening Courses
· This BS has gained after validation experience, references and academicals competencies from professionals and Academics representatives. Conservatoire National des Arts et Métiers PARIS

SEPT. 1994 – SEPT 1995		Superior Technician Pharmaceutical Technologies degree
· This Superior degree from Institut du Médicament de Tours involved completion of numerous modules including Medicine Activities,Galenics, Analytical methods, Management, regulatory…. 
· Internship and subject study presented “US 209 E Clean Room Global Qualification with FOURNIER for F.D.A Agreement”
· Received with honours and jury congratulations with 17/20.
· Internship period (5 months) with FOURNIER Company Ltd Mono-product plant and F.D.A agreed for Fenofibrate.      

SEPT. 1989 – SEPT 1990		Technician Pharmaceutical Technologies degree
· This degree from Institut du Médicament de Tours involved completion of numerous modules including Medicine Activities, Galenics, Analytical methods, Management, Pharmaceutical regulatory…. 
· Internship and subject study presented “G.M.P in Solid Production Department with Delalande-Synthelabo”.
· Internship with Delalande-Synthelabo Company

SEPT. 1983 – SEPT 1988		5 years Pharmacy Studied validated by 3 different up degrees 
· These degrees from Lycée Jean DAUTET de La Rochelle involved completion of numerous modules including Medicine Activities, Galenics, Management, Anatomy-Physiology, Medicine supply…. 
· 5 years in Pharmacy as Pharmacist Assistant under Pharmacist Manager responsibilities (1 to 2 days school by week and 4 to 5 days at work …).
· 1st degree = 2 years; 2nd degree = 1 year and 3rd degree = 2 years. 

Interests/Achievements

· Received congratulations from management for excellence operationals preparation to ISO Audit accreditation during Engineer Internship period.
· Received congratulations from board for Meloxicam technological success transfer in Casablanca and North Africa regulatory-launch time respect. 
· Received congratulations from Global Quality Corporate Director for success in national and international regulatory compliance audits (ZERO FAILURES).
· Received honours from jury for Medicine Activities and Research Strategies and Business Intelligence modules.
· Play tennis and golf… 

References

Available on request
