O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information Drouska Sophia

Work experience

Jan 2021 - current: National Organisation for Medicines (EOF)
Athens, Greece

Member of the Adverse Reactions Department, Pharmaceutical
Clinical Trials, and Research Division of National Organisation for
Medicines (EOF), Greece
e Jan 2021-Jun 2023: Scientific Secretariat of National
Pharmacovigilance Committee
e Oct 2021 - current: Dep. Head of the Adverse Reactions Department

Nov 2015 - current: National Organisation for Medicines (EOF)
Athens, Greece

Evaluation of requests for early access (compassionate use)
programmes

Oct 2015 - Jan 2021: National Organisation for Medicines (EOF)
Athens, Greece

Member of the Medicinal Products Evaluation Department in the
Evaluation’s Division

e Assessor of initial, variations and renewals for national, MRP and DCP

procedures specialized in the field of CNS medicinal products

Dec 1999 - Sep2015: Organisation Against Drugs
(OKANA) Athens, Greece

Methadone/Buprenorphine Substitution Units

Education and training
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2000: Master of Science in Clinical Pharmacy
Athens, Greece

National and Kapodistrian University of Athens, School of
Pharmacy

1997: Bachelor of Science (BSC) in Pharmacy
Athens, Greece

National and Kapodistrian University of Athens, School of Pharmacy

RISK MANAGEMENT PLANS (RMPs):
PROCEDURE MANAGEMENT AND ASSESSMENT EU NTC

LMS 2024
DARWIN EU training series EU NTC
LMS 2024
PhV IWG Training
EMA 2022,2023
PRAC Training for assessors EU NTC LMS
2021, 2022, 2023

EPITT TRAINING EU NTC
LMS 2021
NUI-RA PROCEDURES EOF QPPV

2021

CAUSALITY AND CHANCE IN RECENT
PHARMACOVIGILANCE SIGNALS OF

COVID-19 VACCINE Italian Medicines
Agency 2021

ICSRs EV TRANSMISSION EOF
QPPV 2021

THE EMPEROR OF ALL MALADIES INSTITUTE OF BIOMEDICAL
SCIENCES 2020

SEE THROUGH CANCER’ S DISGUISE “ATHENA"

CONCERNS ABOUT RWD/ RWE Hellenic Society
NON-INTERVENTIONAL CLINICAL RESEARCH of Pharmaceutical Medicine
(EL.E.F.1.) 2020

FROM REGULATORY TO PHARMACOVIGILANCE Panhellenic Association of
Pharmacists 2020

CASE MANAGEMENT ON MRP
FOR “ZERO DAY"” MRPs
ORPHAN SIMILARITY

CONDITIONS TO MAS & RMP ASSESSMENT EU NTC
LMS 2020
MEDDRA: SAFETY DATA ANALYSIS AND SMQS
MSSO 2019
CODING WITH MEDDRA (BASIC) MSSO
2019
SCIENTIFIC ADVICE - E. MANOLIS,
MODELLING & SIMULATION SCIENTIFIC ADVICE in
EMA 2019
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PHARMAKOKINETICS/BIOEQUIVALENCE

J. Niopas,

STUDIES The Aristotle University of
Thessaloniki 2018
CANCER & PERSONALIZED MEDICINE 2018 Health Daily
conferences 2018
PRODUCT INFORMATION EU NTC
LMS 2017
FACILITATING EARLY ACCESS EU NTC
LMS 2017
SMPC SECTION 4.4: WARNINGS AND
MHRA 2016
PRECAUTIONS FOR USE
IMPLEMENTATION OF INTERNATIONAL National Center for Public
Administration
STANDARDS (ISO) and Self-Government
2016
MANAGEMENT OF HEALTH SERVICES National Center for Public
Administration
and Self-Government
2015
Additional information
Publications
Projects
Memberships
Other Relevant Information . . i o
Sep 2023 - current: National Organisation for Medicines (EOF)
Athens, Greece
Member of the National Committee for the Critical Medicines list
Mar 2022 - current: National Organisation for Medicines (EOF)
Athens, Greece
Member of the ISO WG (ISO 9001:2015) for the NCA
WWWw.ema.europa.eu
24/09/2024 Classified as public by the European Medicines Agency Page 3 of 3



