Regulatory Affairs Associate

Training of Clinical Trial Associate
ADDS (Advanced Drug Development Services), Boulogne Billancourt.

2005 Master of « Génomique Industrielle »
Ecole de Biologie Industrielle, Cergy Pontoise.
2004 Master of « Biologie Cellulaire et Physiologie »
Université Paris XIIl UFR - Santé Médecine Biologie Humaine.
Since FNCLCC — Bureau d’Etudes Cliniques et Thérapeutiques
April 2008 Regulatory Affairs Associate : submission and monitoring of clinical trial
applications and substantial changes (drugs, medical devices). Validation of
labelling, batch release of therapeutic units, conservation incident
management for therapy units.
May 2007 AFSSAPS — Unité Essais Cliniques des Médicaments
Feb. 2008 Clinical Trial Assessor : assessment of viral safety records on applications
for clinical trials and substantial changes in ongoing trials.
Sept UMR 144 CNRS/Institut Curie - Compartimentation et dynamique
Dec.2006 cellulaires
Expression, purification and cristallisation of recombinant proteins.
mer 2006 CEA de Saclay - Laboratoire d’analyses immunologiques SPIBIO
Protein assay validation for clinical studies, production of ELISA kits.
Skills Clinical Trial regulation : drugs, medical devices and other. Viral safety for
drugs.
Others Quiality, SAE reporting, Pharmacology, Virology, Oncology, Physiology,
Molecular Biology, Biochemistry.
Informatic EudraCT, SIGREC, Database using, Biology software, Pack Office
(Access, Excel ...).
anguages Anglais : operational.
Espagnol : fluent.
01 to 2004 Lifeguard at Disneyland Paris in hotel swimming pool.
udent job) Lifeguard at « I’Aquaboulevard de Paris ».
Loisirs Swimming, judo, sambo (competitions and referee), reading, music, cinema.

Membership in an association of training in first aid.



