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SAFIA CHAMBON
Age 38 / married
Nationality: French

7, Quartier Pichard appât 7034 – 93700- DRANCY

Mobile: +33 6.63.91.08.85

Email: safia.chambon@hotmail.fr
QHSE Engineer – Pharmaceutical Project Manager 

 PhD Medical Devices

 Norms and standards
ISO: 9001, 14001, 26000, 13485, OHSAS 18001, REACH, CLP, MASE, HACCP, GCP, SOP,ICH

Professional Experiences
National Co-Manager of Quality, Health, Safety and Environment                             Nov. 2012 - Nov. 2011 
GROUPE CHIMIREC, Dugny 
Scope 17 platforms collection and aggregation, 10 deposits of oil, 7 treatment centers, and one administrative site.
Missions: Defining Policy Health, Safety, Environment and annual HSE France program. Establishing standards of prevention, definition of key preventive actions for all Group sites. Monitoring indicators QHSE.

· Participation in the triple certification of the Group,

· Piloting the harmonization of practices 17 sites meetings,

· Develop procedures and common procedures, 

· Perform specific regulatory monitoring the sector and ensure compliance sites,

· Review and improvement of the various quality processes related to media and achievements process,

· Quality Management framework , Update the unique risk assessment document,

· Animation meetings to harmonize practices with drivers and co- drivers,

· Review and select indicators according to their relevance Group (nomenclature and common definitions),
· Management NC: implementation of corrective and preventive actions,

· Provide tools and data to meet reporting and analysis in the COMEX and Management Reviews,

· Participate and lead the local implementation of improvement projects data,
· Develop expertise of new computer tools ( document management and risk analysis ),

· Participate in the training and testing of these tools to make suggestions for improvements,

· Liaise with the teams, the site managers for better sharing of best practices and the use of a common process mapping ,
· Conducting training group HSE to the management, implementation of common procedures, deployment and training of pilots and co-pilots of the new Electronic Document Management (EDM) process tool.
· Interfaces with QHSE and directors sites.

Selected accomplishments:

· Design and development of software for managing and analyzing accidents.
· Certification (AFAQ: French quality assurance).
Project Manager epidemiological studies 
Laboratoire Roche, Neuilly sur Seine.                                                                            Dec. 2010 – Dec. 2009
Scope: Pharmaceutical laboratory: therapeutic area virology hepatitis C and B, cancer of lung and breast cancer. Management of 2 CRO, 1 statistician, 1 data manager
Missions: Management of a portfolio of 5 multicenter national and international studies: Definition of requirements (time, resources and budget).
· Organization of studies in collaboration with biostatisticians, data managers, pharmacovigilance.

· Quality Assurance:  ISO 9001, ISO 14001 certification
· Drafting of specifications and tenders, trade negotiation.
Selected accomplishments:

· Getting 2nd place, international category, as the best country for the collection of data and the number of patients recruited. 
Project Manager of medical devices studies, 

Abbott Vascular (Rueil-Malmaison).                                                                                Nov. 2009 – Nov.2008
Scope: Laboratory of vascular medical device : therapeutic area : Cardiology and peripheric vascular (Drug Eluting Stent (DES). Management of 1 CRO, 1 statistician, 1 data manager and 3 CRA.

 Missions: Management of studies on medical devices class II b, III and implantable (in collaboration with the Heart centralized services).
· Design and monitoring of deliverables (protocol, brochures, procedures, specifications ...).

· Collaboration with medical experts to conduct the analysis and interpretation of results, and publications.
· Training of team members, hospital staff and providers.

· Control of regulatory compliance and best practices (compliance, ICH guidelines, GCP ...), 
· Supports service quality assurance audits ISO 13485 for external customers.

Selected accomplishments:

· Decrease the financial budget by 30% while keeping the quality requirements.

· Knowledge on Medical Device Regulation (ISO 13485, Directive 93/42/EC amended by 2007/47/EC, GMP).
National Project Manager
Hôpitaux Nationaux, France.                                                                                
       Oct. 2008 – Oct. 2005
Scope: National Hospital, team of 10 personns (CTA, Nurses, Physician, Centralized analytical laboratory).

Missions: Management of the multidisciplinary team (ensuring all services according to schedule, budget procedures, quality standards and operational projects). Conduct compliance audits of quality, hygiene and safety.
· Preparation of documents specific to the project (feasibility study protocols, brochures, regulatory procedures, specifications, publications ...)

· Drafting of contracts and financial centers approved payments

· Identify sites and implementation of projects (initiation meetings, meetings intermediate results  ...)

· Animation and support on issues of test procedures and eligibility...
Selected accomplishments:

· Getting the best price for France recruiter and data quality in anesthesia at the national level.

· Clinical quality and inclusion objectives achieved
Project Manager of biomaterials and polymers, (Medical Devices)
Fresenius, Paris/Berlin.                                                                                                Sept. 2004 - Sept. 2001
Scope: manufacturing of columns for the plasmatic purification (transplant and dialysis).
Mission: Project Management of the design phase to the phase of industrialization.

· Support for development projects in addition to the range and optimization projects / products already marketed.

· Participation in the design of regulatory dossiers (CE).
· Monitor the schedule of product testing.
· Creation and maintenance of technical documentation, managing a portfolio of 90 000 euros / year.
· Development of a process for manufacturing plasma extracorporeal purification columns.

Selected accomplishments:

· Development and validation of an industrial manufacturing process
· Patent and marketing
Laboratory technician 







Sept. 1996 - Sept. 1997
Hopital René Huguenin Paris                                                                                               
Scope: hospital service.

Mission: Perform all biological and medical tests (hematology, microbiology, immunology, biochemistry, parasitology ...) of hospital service.

· Analysis and data regoupement

· Identification of types of leukemia

· Deputy Head of the Immunology Laboratory

· Quality control test.

· Calibration and maintenance

· Writing maintenance procedures and safety.
Training
2012: Master’s Degree in Engineering, Project Management of quality, safety, security and environment,

 School of Engineering of CESI recognized by major schools, Nanterre, France. 
2004: PhD Therapeutic Innovation in pharmaceutical industry, Medical devices Biomaterials and polymers

Pharmacy University of Chatenay-Malabry, France.
 1997: BTEC Higher National Diploma biological analysis, 

Technical School, Versailles, France

Projects conducted :

· Development of a method of synthesis of microspheres consisting of hydrogels hydrolyzable by suspension polymerization.
· Physico-chemical analyzes calibrated size, biocompatibility structural and biological (in vivo) microspheres. http://www.sciencedirect.com/science/article/pii/S0142961201003660
· Development and production of an extracorporeal plasma purification system.
· Patent: http://www.freepatentsonline.com/EP0902893.pdf
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Computer Skills:


Microsoft  Excel, Outlook, PowerPoint, Word, MS Project,


Adobe Acrobat, SharePoint, Publisher, Windows NetMeeting, Webex, Visio.





Languages


English : Professional; Spanish : moderate








