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	Profile



Clinical trial manager for three years, I'm used to work within an international and multi-cultural environment. Fully conversant with the requirements of GCP, I coordinated transversal teams in order to ensure the high quality and delivery on time of clinical data.
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	Work Experience



	Jun 10 _ Jun 11




	Global Study Manager at GlaxoSmithKline Biologicals, Rixensart (Belgium)
In Antigen Specific Cancer Immunotherapeutic Business unit

Launch of phase I study in 7 countries (AUS, CAN, CHE, GBR, ITA, NDL and USA) 
· Obtain favourable approval from Ethics Committee (EC) and Ministry of Health (MoH)
· Prepare study documents (protocol and ICF) and software (RDE, CTMS)
· Organise and participate to investigators and monitors meetings
· Coordinate study planning (MS project) 
· Manage activities and budget with CRO and local partners

Conduct of the phase III study
· Track study progression
· Manage products shipment and return and follow human samples management
· Ensure update of Trial Master File
· Update documents and software for amendment’s submission


	Jul 09 _ Jun 10
	Clinical Trial Manager at Sanofi Pasteur, Lyon (France) – Interim contract
Responsible of phase II and IV studies (PASS) conducted in Finland and in France on flu A/H1N1 project

Audit and Inspection
· Participated to the audit and inspection preparations 
· Collaborated with regulatory department to follow the inspection findings 

Pharmacovigilance
· Reviewed of safety data and of regular safety reports for AFSSAPS

CRO 
· Participated to bid defence meetings
· Managed activities and budget


	May 08 _ Apr 09
	International Study Manager at Servier, Paris (France) – Interim contract
Managed phase III study in 5 of 46 countries involved in the project (AUT, AUS, CHE, DEU,NZL)

· Managed outsourced activities (CRO, central laboratory)
· Reviewed safety data


	Nov 07 _ Apr 08
	Clinical Trial Associate at Octapharma France, Paris (France) – trainee
· Obtained French agency favourable approval and Ethics Committee favourable opinion
· Completed CIOMS
· Participated in validation of quality process ISO 9001v2000 norm


	Oct 06 _ Jun 07
	Institut de Pharmacologie et de Biologie Structurale – Toulouse (France)
5th year university degree of Microbiology training (9 months). Mycobacteium tuberculosis cell well lipids research.



	Education and training



Jan 2011 _	Project management training _ Davoise & Associates
		CRO management training _ GSK Bio internal training

May 2010 _ 	ICH GCP update _ Sanofi Pasteur internal training

Sep 2007 – Clinical Trial Associate at Advanced Drug Development Services, CRO – Paris (GCP and ICH training)

2006-2007 5th year university degree of Microbiology, Université Paul Sabatier – Toulouse 

	Skills



Computing skills: Microsoft office (word, excel, power point, outlook), OPX2, MS project, Clinical Trial Management System, QAAD, Inform 4.6, Business Object

Languages: English (fluent), German (knowledge)

	References
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