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08 rue du moulin Blanchard
92220 Bagneux
France
Tel. +33 6 18 37 67 82
Email: raniachamouni@yahoo.fr
Age : 34


SUMMARY OF EXPERIENCE
Proven experience in Drug Safety (Clinical Trial & Post-marketing), Medical Information, Regulatory Affairs in the pharmaceutical industry. Possess a strategic approach to problem solving, excellent planning and time management skills.
Multi-tasking skills, decision-making and initiative to take on challenges to meet deadlines as a team player.
Develop a record of high performance standards, including attention to details, schedules and quality of work.

EMPLOYMENT HISTORY

August 2007 to May 2012:         GlaxoSmithKline Consumer Healthcare- France & Africa			                          - Regulatory Affairs Pharmacist / Named Safety Contact - 

Responsible for a portfolio of products including: Medicines, Cosmetics and Medical devices 

Regulatory Affairs Activities: 
· Manage and follow-up regulatory dossiers (preparation/registrations/ variation/ renewals) with domestic and international Competent Authorities “CA”.
· Review and validate labelling and promotional material (products medical information, advertising, institutional communication) and submit to CA advertising dossiers. 
· Manage and coordinate domestic and international projects development. 
· Train staff on the requirements for labelling, communication and advertising, regulatory requirements and SOP.
Safety related Activities: “Coordination and oversight of the domestic pharmacovigilance system”
· Manage and oversight the call centre activities (medical enquiries, Q&A…).
· Spontaneous Reporting - day to day management of Safety reports. 
· Literature review.
· PV database set-up and quality controls.
· SOPs /Guidelines/ forms writing.
· DDL preparation.
· Labelling updates (in line with Core Data Sheet). 
· Manage PSUR preparation and reporting.
· Manage domestic Risk Management Plan.
· Oversight safety related Market Research Activities.
· Set-up, coordinate and oversight PASS (with CRO). 
· Train staff in Safety requirements and SOPs.
· Set-up, manage and oversight the PV quality system (self-inspection, quality control, metrics, regulatory reporting  ...). 
· Interface between Central Safety Department and CA.

Quality Complaints:
· Manage and oversight quality complaints (technical file, metrics, signal detection, batch recalls, etc. ..). 
Quality Management System: 
· Prepare SOP /Guidelines and forms.
· Communication and staff training. 
· Quality controls. 
Medical Information/enquiries: 
· Literature review/analysis. 
· Prepare promotional tools in collaboration with the Medical Marketing Department
· Medical and Scientific Advice
General: 
· Prepare and coordinate audits and inspections.
· Manage crisis, recalls and CA inquiries (batch recalls, quality issues...). 
· Review of regulatory requirements updates and escalation to central Regulatory Affairs and Safety departments.

February 2006 to July 2007:	          MDS Pharma Services /INC Research (CRO)
                                                                        -Senior Drug Safety Case Manager-

· Train on best practices and help development of new and less experienced Drug Safety staff. 
· Make link between company and sponsors, vendors, CA and other departments.
· Manage (documentation & reporting) SAEs and/or safety issues to the assigned medical monitor and sponsor according to the protocol-specific SAE management plan; and Follows- up with the sites. 
· Evaluate SAEs data for completeness (narrative, query issuing), accuracy and regulatory reportability.
· Resolve sponsor queries and audit requests.
· Ensure timely and accurate reporting of expedited reports in line  with domestic and international regulatory requirements. 
· Prepare SAE Management Plan.
· Coordinate safety data reconciliation.  
· Prepare and submit Annual and Periodic Safety Reports.
· Ensure adherence to relevant SOPs/regulations.
· Give inputs to senior management regarding ways to improve work efficiency and maintain customer satisfaction.
· Provide support to senior management surrounding business development activities, budget and proposal input, etc…

March 2003 to January 2006:                                BIOGEN IDEC 
                                                     - Drug Safety and Medical Information Specialist -

· Oversee and coordinate all functions associated with the tracking, follow-up and regulatory reporting of safety-related activities: Drugs, Medical Devices and Technical complaints.
· Manage the handling and processing of safety data reports from clinical trials and post-marketing surveillance while ensuring full compliance with the applicable regulatory requirements.
· Develop safety SOPs and work guidelines, standard forms for current and future activities.
· Interface with Clinical, Regulatory & Quality Assurance departments, CROs and partners, addressing drug safety issues to facilitate compliance with applicable regulations.
· Ensure the quality and transmission of timely medical, scientific, and technical information.
· Contribute to the quality control of the safety database and filing system.
· Maintain current knowledge of the medical and regulatory literature, evaluate and interpret the scientific information.
· Attend professional meetings and seminars to maintain and expand expertise.
· Assist with training of safety and regulatory staff.
· Provide solutions to technical and administrative issues associated with various projects.

May 2000 to May 2002:              BAYER Diagnostic - Algeria 
				 - Marketing Manager-

·   Promote and develop strategies for the sales of laboratory test automats, diabetes and urinary diagnostic products.
·   Identify and maintain a working relationship with the network of Distribution/ Prescription and Diabetes patient’s association.                                                                                                                          
·   Liaise with the commercial team to provide the promotional materials. 
·   Provide assessment and development of strategies; develop and maintain relationships with key opinion leaders.
·   Stay aware of market environment, trends, customers and therapeutic developments.


EDUCATION
2005 Master of Science: “Medical Toxicology and Pharmacovigilance”
				         University of Medicine René Descartes- Paris, France

2004 Master of Science: “Clinical Trials for  Investigators” 
                                          University of Medicine Saint-Antoine- Paris, France

2003 Master of Science: “Pharmaceutical formulations- scattered System with Industrial   Interest”
				            University of Chatenay Malabry- Paris, France
  
     	 1999  	     Doctorate of Pharmacy

     
LANGUAGES
· French      Mother tongue
· English     Intermediate

TECHNICAL COMPETENCIES: Proficiency in Microsoft Windows Softwares and Operating Systems
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