BULGARIAN ASSOCIATION FOR DRUG INFORMATION

SPEAKERS

Prof. Tatyana Benisheva is a president of Bulgarian Association for Drug Information (BADI) .

She is a medical doctor and graduated from the Bulgarian Medical University — Sofia, Bulgaria. @ Since 2010 and sheis

a professor in the Faculty of Public Health at Medical University — Sofia, Bulgaria. After receiving an EC-CADREAC scholarship she
completed Master’ degree in Drug Regulatory Affairs (2004/2005) at the University of Bonn/Germany and later in 2010 a Master degree in
“Public Health” at the Medical University - Sofia, Bulgaria.

She was a Director of the “Drug Policy” Department at the Ministry of Health (2000-2005) and has over 10 years of experience at the
Bulgarian Drug Agency (BDA) and 3 years experience at the Health Committee and Sport at the Bulgarian Parliament (38 National Assembly
in Bulgaria).

As the first president of the National Council on Prices and Reimbursement of Medicinal Products (national competent authority on prices,
HTA and reimbursement) 2013-2014 she started an EU-project-OPAC for establishing of electronic database of medicines..

Managing director of pharma consulting in Bulgaria Betaconsult Pharma Ltd. (2007-2013) where she developed activities at the global
regulatory database IDRAC of the Thompson Reuters(2006-2012).

She was involved like an expert in the project of the European Commission - PLAC assignment of medicinal product for pricing in Serbia, in
2016 and in EU project for pricing and reimbursement in Bulgaria. (2019-2021).

Her 25 years of experience in drug regulatory affairs (life cycle management and market access of medicinal products) is complemented by
more than 100 publications in the regulatory science fieldof medicines.

At the moment she is full time professor at the Medical Universiry — Sofia Bulgaria in drug regulatory affairs in Masters —
Pharmaceutical Management and Management of Clinical Trials.

Since 2023 she has been a member of the Central Ethic Committee for Clinical Trials at the Ministry of Health and is a member

of MedEthics EU.

Prof. Benisheva was a member of the EAMEA, Advisory council at the DIA in Europe. She is stil a member of DGRA and many national
organisations.
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Christa Wirthumer-Hoche

Former Head of the Austrian Medicines and Medical Devices Agency, and former Chair EMA ManagementBoard”

Dipl. Ing. Dr Christa Wirthumer-Hoche studied biochemistry and graduated at the Technical University, Vienna in 1981, she did her doctoral
thesis at the Institute for Medical Physiology, graduating in 1983. She joined the Austrian National Institute for Quality Control of Drugs in
1983 until May 1998, focusing on the assessment of quality documentation. From June 1998 until December 2005 she was the Head of the
Licensing Division for medicinal products at the Austrian Federal Ministry of Health and Women. With the foundation of the new Austrian
Agency for Medicinal Products 1 January 2006, her position was Head of the Unit for Marketing Authorisation and Lifecycle Management of
Medicinal Products, and from 2013 - 2023 she was Head of the Austrian Medicines and Medical Device Agency at AGES Austrian Agency
for Health &Food Safety. She retired from this position on April 1,2023.

Since her retirement, she is an external expert for the Ministry of Health on questions in relation to the Pharmareview.

She is a member of the Scientific Advisory Board of the BfArM, and for the period (01/2022 - 12/2025) elected chair of the group. Since
1994 she has been involved in different European committees and working groups (Quality Working Party, the Committee for Human
Medicinal Products CHMP, MRFG, Notice to Applicants Group, in the PERF project). She was the Austrian delegate for the Coordination
Group — Mutual Recognition and Decentralised Procedure human (CMDh), and also the chair of the Joint Working Group on ASMF-
procedures. In Dec.1999 she was appointed by the European Commission as Co-ordinator for the CTD Implementation in Europe (ICH-
IWGQG).

As Head of the Austrian Agency she was a member of the Heads of Medicines Agency Group (HMA), member of the EMA- Management
Board - and from 2016 - 2022 elected chair of the EMA-MB. Together with EMA she was co-chairing the EU- Network Training Centre (2014
- 2023). She was and is a frequent speaker at numerous international and European meetings. Further she is a lecturer for post-graduate
studies ‘“Master of Regulatory Affairs” at the University in Vienna (Austria), in Bonn (Germany) and Copenhagen (Denmark), and for the
Master study "Development and life cycle managment of medicinal products" at the University in Innsbruck (Austria).
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Prof. Barbara Sickmueller

President of the German Society for Regulatory Affairs (DGRA) is a pharmacist. She studied and obtained her doctorate at the
Philipps University in Marburg - Germany (1967-1974).

From 1977 she worked as a scientific executive at the Association of the German Pharmaceutical Industry (BPI) and took over the section
"Drug Safety" of BPI in 1979. 1984/1985 she had a sabbatical year in the USA with training into US drug legislation. From 1988 she was
appointed as head of the department "Medical affairs" and from 1997 Director of the Medicines and Pharmacy Division of BPI. In 2000 she
was appointed as Deputy Director General ofBPI.

Since 1987 until 2011 she gave yearly lectures in the department of Pharmacy, University of Marburg, and was appointed honorary
Professor of the University of Marburg/Lahn (Januar 2000). In addition, she gave lectures for the Master of Drug Regulatory Affairs at the
University in Bonn. She had further teaching assignments at the Universities of Frankfurt and Heidelberg on Pharmacovigilance and clinical
trials, and has published numerous publications and book contributions in these regulatory areas.

The German Ministry of Health appointed her as Member of the Advisory Committee on prescription of pharmaceutical products, the
Commission on Medicines for Children and Adolescents (KAKJ) and member of the Board of Trustees of the Institute for Quality and
Efficiency in Health Care (IQWiG) and a member of the Board of Trustees of the German Agency for Health Technology Assessment (HTA)
at DIMDI.

She was member of several Working Groups of the Council for International Organizations of Medical Sciences (CIOMS) and the
International Council for Harmonization of Marketing Authorization Requirements (ICH) in the areas of pharmacovigilance and clinical
trials.

Since March 2012 she has retired and is now active as Senior Scientific Advisor for BPI. Furthermore,she gives lectures on
Pharmacovigilance and clinical trials at the Universities in Bonn, Heidelberg and Marburg.

In July 2014 she was appointed President of the German Association for Regulatory Affairs (DGRA)in Bonn and in October 2014 as
member of the university council of the University of Applied Sciences of Central Hesse (THM) in Gief3en.
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Harald Enzmann, Head of Executive Department: EU and International Affairs, BfArM, and former Chair of CHMP, (EMA)

Dr. Harald Enzmann is a leading figure in European medicines regulation, currently serving as Head of European and International
Affairs at the German Federal Institute for Drugs and Medical Devices (BfArM). With a background in medicine from Heidelberg
University and advanced training in experimental pathology in the U.S., Dr. Enzmann has held senior roles at BfArM for over two
decades, particularly in preclinical pharmacology, licensing, and regulatory strategy. He has been deeply involved in the European
Medicines Agency’s (EMA) work, having served as Vice-Chair and later Chair of the Committee for Medicinal Products for Human Use
(CHMP) between 2016 and 2024. His expertise spans oncology, immunology, toxicology, and international regulatory cooperation.
Beyond his institutional leadership, Dr. Enzmann is recognized for bridging science and regulation, co-authoring over 100 publications
and actively contributing to shaping EU regulatory science policy. During his tenure at EMA, he played a central role in evaluating and
approving key medicines, including during the COVID-19 pandemic. He is widely respected for his scientific rigor and commitment to
harmonizing regulatory standards across Europe, and remains a prominent voice in advancing transparent and efficient medicine
approval processes on both national and EU levels.
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Prof. Ilko Getov Chairman of the National Council on Prices and Reimbursement of Medicinal Products, current term,

Prof. Ilko Getov is an established expert in the field of medicines regulation and health management, with more than 30 years of
professional experience. He graduated from the Faculty of Pharmacy of the Higher Medical Institute — Sofia in 1988. In 1997, he defended
his doctoral dissertation in the scientific specialty “Social Medicine and Organisation of Healthcare and Pharmacy”.

Since 1996, he has been part of the teaching staff of the Faculty of Pharmacy at the Medical University — Sofia, and since 2013 he has held
the position of Professor at the Department of Organisation and Economics of Pharmacy. His scientific research work is focused on the
following areas: pharmaceutical and medicines regulation, clinical pharmacy, pharmacoepidemiology, and clinical trials.

He is the author of more than 200 publications, 15 monographs, and 12 teaching manuals, with more than 300 citations in international
databases. Under his supervision, 17 doctoral students have successfully defended their dissertations. He has participated as a project leader
and expert in numerous scientific projects funded by the National Science Fund and the Council of Medical Science at the Medical
University — Sofia. He is a member of the editorial boards of leading scientific journals with an impact factor (IF).

Prof. Getov has extensive administrative experience in senior governmental and public positions:

Chairman of the National Council on Prices and Reimbursement of Medicinal Products (current term; he also held this position in 2022);
Deputy Minister of Health (2023-2024);

Chairman of the Management Board of the Bulgarian Pharmaceutical Union (2013-2020);

First Vice President of the Pharmaceutical Group of the European Union (PGEU) (2016);

Chairman of the Health Technology Assessment Committee (2017-2019);

Member of the Committee for Medicinal Products for Human Use (CHMP) at the European Medicines Agency (EMA) (2020-2023).
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