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Dr. Axel Thiele Director and Professor at the Federal Institute for Drugs 

and Medical Devices 

Head of the Department of Risk Assessment Procedures and 

pharmacovigilance  inspections 

Born on 13.07.1949 in Berlin 

1969-1976 Study of Chemistry at the University of Berlin 

1976 – 1981 Research activity in the field of X-ray structure analysis of 

heteropoly research assistant at the Institute of Inorganic Chemistry of the 

University of Berlin 

1977 – PhD 

from 1981 Collaborator in the Federal Institute for Drugs Health Office, 

Department of Pharmaceutical Distribution  

from 1986 Head of Department-stage plan / risk assessment procedures / 

pharmacovigilance inspections 

2004-2011 Deputy Head of Pharmacovigilance 

Lecturer at the Rheinische Friedrich-Wilhelms-Universität Bonn 

Lecturer at the Humboldt University Berlin 

Member of the Ad Hoc Working Group of the EMA Pharmacovigilance 
Inspectors 
 

Dr Markus Hartmann is working since 2004 as an independent medical 

and regulatory affairs consultant. With a well-grounded experience in anti-cancer 

drug development, his current professional activities range from project support 

for oncology product development to general regulatory intelligence consultancy. 

In 1996, he obtained his PhD in bioinorganic chemistry from the University of 

Heidelberg after graduate studies at Heidelberg, Toulouse University and the 

University of Kent at Canterbury – carrying out research on the mode of action of 

tumor-inhibiting metal complexes. After a post-doc in molecular biophysics at the 

French CNRS (Centre National de Recherche Scientifique), he joined the CRO 

business sector (ICON Clinical Research), working in Belgium, France and 

Germany, and later on the pharmaceutical industry (Aventis Pharma), serving as 

clinical project manager and medical advisor. From 2003 to 2005 he completed a 

Master in Drug Regulatory Affairs at the University of Bonn, specializing on 

regulatory and legal issues impacting on clinical research. He serves as a peer 

reviewer on clinical regulatory issues for several journals including the BMJ, 

PLoS Medicine and Trials and is a member of following  

learned societies: EACR, DKG, DGRA and DIA. 



    
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Dr. ZAJZON Gergely was born in Budapest in 1981. He received his 

medical diploma from Semmelweis University in Budapest in 2006. He 

has qualification in the field of Pharmaceutical medicine, as well as a 

Healthcare Manager, Computer Programmer and Network system 

administrator. Currently, he is working on his PhD thesis at Semmelweis 

University, Budapest. He has attended numerous courses and trainings in 

the field of Pharmaceutical legislation and regulations, 

Pharmacovigilance and Health economics. His work experience includes 

positions in Semmelweis Medical University, Budapest, AccepTher Ltd., 

National Health Insurance Found, Hungary (OEP), National Institute of 

Pharmacy, Hungary (OGYI). Currently he is Director of Strategy and 

Regulatory Affairs at EU Pharma Ltd. and Senior Consultant at SolDRA 

International Ltd. His main activities at OGYI include active part in 

creating the Medicinal Product Database of the Agency, EMEA Delegate 

and Expert, responsible for Eudra Telematics projects, involvement in K-

NET Project, OGYI – EMEA Data Mapping between MSCA database and 

EudraPharm and many more. 

Dr. Zajzon is EMA Delegate for Eudra Telematics projects from 2002 and 

Invited expert as Member of the EMEA Telematics Implematation Group 

- Reference Data Modell Group (2007-2008.). He has numerous 

participations in various scientific events, as well as publications in the 

area of Pharmaceutical Databases. 

 

Prof. Paolo Biffignandi was born in 1953 in Torino, Italy. He 

graduated in Medicine and Surgery (MD) in 1980 at the “Università 

degli Studi di Torino”. He specialized in Endocrinology and 

Pharmacology and has a diploma in  Phytotherapy. He is a member of 

numerous national and international scientific societies and 

communities, such as Italian Regulatory Affairs Society, Associazione 

Farmaceutici Industria, Pharmacovigilance Working Party of the Italian 

Association of Pharmaceutical Industries, The Drug Information 

Association, European Society for Regulatory Affairs, The British 

Institute for Regulatory Affairs, Eurotox, The Society of Pharmaceutical 

Medicine, Honorary Life-time Member of TOPRA, European Federation 

for Pharmaceutical Sciences and many more. He founded the company 

Pharmacon (Medical and Regulatory CRO) of which he was CEO, as 

well as company SEMT-Società Editrice Medica Torinese (a medical 

marketing publisher company) of which he was President. He co-

founded the company VI.REL Pharma of which he is Vice President 

Medical and Scientific Affairs and EU Vigilance Ltd., a company 

registered in UK with offices in UK, Germany and Italy, for global 

vigilance services in the healthcare sector. Since 2005, he is a QPPV 

registered at the Italian Drug Agency (AIFA). He acted as nonclinical 

expert for the first successful European PUMA granted by EMA on 23
rd

 

June 2011 (EMA/CHMP/438483/2011). From 2011, he joined the ELC 

Group Advisory Board as Senior Medical Writer in Regulatory Science. 

From July 2013, he was appointed Principal Consultant at the ELC 

Group worldwide. He is the author of more than 160 scientific papers in 

Endocrinology, General Medicine, Diabetology, Pharmacology and 

Regulatory Affairs. 



 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Prof. Tatyana Benisheva-Dimitrova, DSc., is the President 

of the National Council on Prices and Reimbursement of Medicinal 

Products to the Council of Ministers established on 21 March 2013, 

which is the first independent regulatory body dealing with pricing, 

reimbursement and pharmacological analysis for inclusion of medicinal 

products in the Positive Drug List of the Republic of Bulgaria. She is a 

professor in the Faculty of Public Health at the Medical University, 

Sofia, and has more than 70 publications on pharmaceutical regulations. 

She is a consultant at the global regulatory database IDRAC of the 

Thompson Reuters 2006-2012. 

Prof. Benisheva was Director of the “Drug Policy” Directorate in the 

Ministry of Health (2000-2005) and, additionally, over 10 years in the 

Bulgarian regulatory body – today “Bulgarian Drug Agency (BDA). 

Prof. Benicheva was deputy-chairperson of the Pricing Commission and 

member of the Commission on the Positive Drug List for four years 

from 2000- 2003. In 2005, she was granted a ЕС-CADREAC 

scholarship and completed master’s degree in pharmaceutical regulations 

and approaches (2004/2005) from the University of Bonn. In 2010 she 

also completed an additional master’s degree in “Health Management” 

from the Faculty of Public Health at the Medical University, Sofia. Prof. 

Benisheva was the President of the Bulgarian Association of Drug 

Information over the period 2010-2013 and  member of the Bulgarian 

Association of Clinical Research (BACR) and of the Deutsche 

Gesellschaft for Regulatory Affairs - DGRA and of the Advisory 

Council Europe of the Drug Information Association (DIA). 

Iris Pasternack is a medical doctor, specialised in occupational health 

care at the University of Helsinki in Finland. She works for the Helsinki 

University Hospital coordinating the tasks of and EU-project named 

AdHopHTA, which creates good practices for hospital-based health 

technology assessment (HTA). Before that she had a long career at the 

national HTA agency Finohta (since 2002), where she also acted as the 

contact person for Cochrane Collaboration. She has worked for the European 

network for HTA), EUnetHTA, since 2007, and is one of the developers of the 

HTA Core Model.  She has established an HTA consultancy through which 

she currently participates in various evaluation projects for universities and 

national insurance bodies in European countries. She has special expertise in 

science communication and has written several popular articles and book 

chapters on medical topics. 



 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

Assoc. Prof. Alexandra Savova
Graduated pharmacy in 1996, defended a doctoral thesis in 2007: 

„Analysis of the use and of the legislative 

products in Bulgaria”. Has a specialty in “Organisation and economics of 

the pharmacy and distributor practice”. Assoc. Prof. Savova is a 

professor of social pharmacy and pharmaceutical legislation, 

pharmacoeconomics and medical 

the Medical University, Sofia. Member of the Union of Scientists in 

Bulgaria, member of the Bulgarian Society of Pharmacy, member of the 

International Association of pharmacoeconomics (ISPOR). She has over 

60 scientific papers, participations in scientific events, participations in 

international training relating to the novelties in the European 

pharmaceutical legislation and pharmacoeconomic modelling.

Assoc. Prof. Assena Stoimenova
 Assoc. Prof. Assena Stoimenova graduated from the Faculty of 

Pharmacy at the Medical University, Sofia in 1996: in 2007 defended 

a doctor’s thesis in the field of social medicine and organisation of 

healthcare and pharmacy, and in 2012 was granted a maste

in health management and public health. At present, Assoc. Prof. 

Stoimenova is a professor in the Department of Organisation and 

Economics of Pharmacy at the Faculty of Pharmacy, MU Sofia.

 Currently, Assoc. Prof. Stoimenova is teaching pharmaco

quality management in the pharmaceutical industry, social pharmacy 

and medical devices. She is the author and co

publications in scientific journals in the field of her interests. Prof. 

Stoimenova is a lead auditor under 

healthcare (pharmaceutical manufacturers and distributors, contract 

research organisations, in

Chairperson of the Quality Commission of the Bulgarian 

Pharmaceutical Union (2007

over the period 2010

participated in working groups in the field of pharmaceutical 

legislation. Besides academic career, Prof. Stoimenova has more than 

14 years of practical exper

Prof. Guenka Petrova
Her PhD degree is on “Drug needs and usage analysis and forecasting” and her 

DSc degree is on “Reform of the pharmaceutical sector in Balkan region”. Prof. 

Petrova is specializing health care economics at th

and pharmacoeconomics. She is a lecturer at the course of “Social Pharmacy 

and Pharmaceutical legislation” and creator and main lecturer on 

“Pharmacoeconomics” at the Medical University in Sofia. Prof. Petrova is 

author or coau

5 graduated PhD students and 250 specialists. Prof. Petrova is an invited lecturer 

at the University in Nantes, France, and Belgrade, Serbia, as well as in other 

universities in the region.

as consultant on medicines policy

 

Assoc. Prof. Alexandra Savova - Member of NCPRMP 

Graduated pharmacy in 1996, defended a doctoral thesis in 2007: 

„Analysis of the use and of the legislative status of herbal medicinal 

products in Bulgaria”. Has a specialty in “Organisation and economics of 

the pharmacy and distributor practice”. Assoc. Prof. Savova is a 

professor of social pharmacy and pharmaceutical legislation, 

pharmacoeconomics and medical devices in the Faculty of Pharmacy at 

the Medical University, Sofia. Member of the Union of Scientists in 

Bulgaria, member of the Bulgarian Society of Pharmacy, member of the 

International Association of pharmacoeconomics (ISPOR). She has over 

c papers, participations in scientific events, participations in 

international training relating to the novelties in the European 

pharmacoeconomic modelling. 

Assoc. Prof. Assena Stoimenova - Member of NCPRMP

Assoc. Prof. Assena Stoimenova graduated from the Faculty of 

Pharmacy at the Medical University, Sofia in 1996: in 2007 defended 

a doctor’s thesis in the field of social medicine and organisation of 

healthcare and pharmacy, and in 2012 was granted a maste

in health management and public health. At present, Assoc. Prof. 

Stoimenova is a professor in the Department of Organisation and 

Economics of Pharmacy at the Faculty of Pharmacy, MU Sofia.

Currently, Assoc. Prof. Stoimenova is teaching pharmaco

quality management in the pharmaceutical industry, social pharmacy 
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Chairperson of the Quality Commission of the Bulgarian 

Pharmaceutical Union (2007-2010) and deputy chair of the said union 
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legislation. Besides academic career, Prof. Stoimenova has more than 
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Prof. Guenka Petrova is a graduated pharmacist, as well an economist. 

Her PhD degree is on “Drug needs and usage analysis and forecasting” and her 

DSc degree is on “Reform of the pharmaceutical sector in Balkan region”. Prof. 

Petrova is specializing health care economics at the Canterbury Business School 

and pharmacoeconomics. She is a lecturer at the course of “Social Pharmacy 

and Pharmaceutical legislation” and creator and main lecturer on 

“Pharmacoeconomics” at the Medical University in Sofia. Prof. Petrova is 

author or coauthor in more than 150 scientific articles and books. She is having 

5 graduated PhD students and 250 specialists. Prof. Petrova is an invited lecturer 

at the University in Nantes, France, and Belgrade, Serbia, as well as in other 

universities in the region. She has been also working on several WHO projects 

as consultant on medicines policy. 
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