EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information Maia Uuskula

Work experience

1. Employer: State Agency of Medicines
e Start date: 081994
e End date:
e Position: Head of the Department of Post_Authorisation Safety
e Activities: Overall responsibility for post_marketing safety control of human medicines,
national and EU procedures Work_flow management in the Dep. of Post_Authorisations Safety (
Bureau of Pharmacovigilance and Bureau of Statistics) Maintenance of the national
pharmacovigilance system for human medicinal products, promotion of the system to the
physicians, evaluation of suspected adverse drug reaction reports, signal detection Assessment
of PSURs (EU WS procedure, RMP/DC renewals) Assessment of PSMFs Assessment of RMP’s and
risk minimisation materials Assessment of safety variations for nationally authorised products.
Monitoring of compliance with pharmacovigilance regulatory obligations of Estonian MAH's
National and EU marketing authorisation procedures for human medicinal products, EU
requirements for safety evaluation of human medicines. National and EU requirements for
product labelling. EU system and requirements of pharmacovigilance of the human medicinal
products. EU requirements of pharmacovigilance inspections, PSMF, RMP’s, PSURs
e Country: Estonia

Education and training

1. Subject: University of Tartu, Medical Faculty

Start date: 1988

End date: 2004

Qualification: Doctor of Human Medicine
Organisation:

Country: Estonia
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Projects SCOPE

WHO AEFI programmes, acting as WHO consultant - sub-regional trainings (2022 Kazaksan, 2023 Bosnia and
Herzegovina, 2024 Uzbekistan and Turkmenistan)
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