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Personal information Solene Villanova

Work experience

1. Employer: ANSM
e Start date: 122021
e End date:
e Position: Inspector
e Activities: PV inspection
e Country: France

2. Employer: AFSSAPS
e Start date: 032008
e End date: 062010
e Position: Clinical assessor
e Activities: e In charge of the efficacy for drugs used in cardiology (thrombosis), urology,
gynecology and dialysis, ¢ Responsible for writing assessment reports of MA and variations
concerning efficacy (France Rapporteur or RMS), e In charge of SmPC updates at a national
level.
e Country: France

3. Employer: ANSM
e Start date: 072010
e Enddate: 112021
e Position: Pharmacovigilance assessor
e Activities: e In charge of the safety for drugs used in cardiology, ophthalmology and blood
derived products, e Responsible for writing PSUR assessment reports, safety part of MA,
variations concerning safety and renewal (France Rapporteur or RMS), ¢ Assessment of Risk
Management Plan and follow_up measures, ¢ Assessment of signals which may arise from
various data sources (literature, new signals in EPITT, e_RMR, epidemiological studies), e
Responsible for communication with patients and healthcare professionals (e.g. Dear Healthcare
Professional Communication), e Assessment of reports of adverse reactions (spontaneous
reports, SUSARs), ¢ Assessment of clinical trials (substantial amendments of the study protocol,
withdrawal of the study).
e Country: France

4. Employer: AFSSAPS
e Start date: 042007
e End date: 022008
e Position: assessment of advertisements directed to HCP
e Activities: e Control of advertising of medicines delivered to healthcare professionals by the
pharmaceutical industry.
e Country: France

Education and training

1. Subject: University Victor Segalen
e Start date: 091996
e End date: 122003
e Qualification: PhD _ Pharmacist
e Organisation: « PhD _ Pharmacist Thesis title: Treatment of AIDS and development of an
HPLC method for the dosage of the substance Atazanavir. Modules included: regulatory affairs,
content of a dossier for a marketing authorisation e Master in Science (analytical chemistry) -
Analytical methods for medicines This is a specialization with a 6_month work experience in a
research laboratory.
e Country: France

2. Subject: University Jussieu
e Start date: 092008

End date: 092009

Qualification: university diploma

Organisation: diploma of statistics applied to clinical trials

Country: France

Additional information

Publications
Projects

Memberships

Other Relevant Information PHARMACOVIGILANCE DATA BASE Current used of Eudravigilance, EPITT, French National Base of
Pharmacovigilance
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