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Gergana Andre has a master degree in Pharmacy from the 

Pharmaceutical Faculty of the Medical University - Sofia and a 

degree in "Organization and Economics of the Distribution and 

Pharmacy Practice" of the Medical University - Sofia. Later, she 

completed her master degree in Business Administration from the 

University "Prof. Dr. Asen Zlatarov ".Gergana Andre began her 

career as a pharmacist in the international organization 

"Pharmaciennes san Frontiers", where she participated in projects 

funded by ECHO of EU in Bulgaria, Tajikistan, Egypt. She has over 

20 years of experience at all levels of the pharmaceutical sector and 

administrative and managerial experience in State Administration as a Head of Department in 

the Ministry of Health, where she was involved in the harmonization of specific requirements 

in the legislation of pharmaceutical sector, with the EU standards.  

She was a member of the Specialized Commission for Clinical Trial Approvals and a member 

of the Specialized Council for Drug Advertisement Approvals. As a Head of Department and 

a consultant at the International Healthcare and Health Insurance Institute, she worked as a 

project coordinator and an expert for the pharmaceutical sector, including in the PHARE 

programme; in a research study on transparency in the pharmaceutical sector in Bulgaria and 

in managing the process of medicine supply in hospitals in Bulgaria, implemented by the IRIS 

Center at the University of Maryland; in projects funded by the European Commission and 

the Austrian Ministry of Health, related to the study and analysis of pharmaceutical systems 

of the Member States of the European Union (PHIS project) and on pricing and 

reimbursement of medicines (PPRI) in Member States. 

Currently, she is working in the wholesale trade of medicinal products. She is a Deputy 

Chairman of the Managing Board of the Bulgarian Association for Developing of Parallel 

Trade with medicines (BARPTL) and a member of the Management Board of the European 

Association of Europharmaceuticals Companies (EAEPC). 



 

 

 

Thomas Brückner [(Dipl.-Pharm and pharmacist, healthcare 

economist (ebs)] 1987-1992 Studied pharmacy at the Martin Luther 

University of Halle-Wittenberg, Diploma in pharmacy;. 1993 

Approbation as a pharmacist; 1992-2003 control manager , 

information officer and DRA at various pharmaceutical companies. 

19997-1998 Study of "Healthcare Economics" at the European 

Business School in Oestrich-Winkel, degree "Healthcare economist 

(ebs)" 

Since 2003 Head of "Pharmaceutical Affairs, Medical Devices, 

Pharmacopoeial Matters and Standardization" at BPI e.V., member 

in various DIN, CEN and ISO committees, the Board of Trustees of 

the Foundation for the Promotion of Standardization in the field of medicine, Member of the 

German Pharmacopoeia Commission and the Homeopathic Pharmacopoeia Commission, 

Member of the Board of "securPharm e.V.". Since 01.01.2016 Acting Chairman of the 

Executive Board of "securPharm e.V."  As of May 2016th  

 

 

 

 

Desislava Dimitrova, Expert in GS1 Bulgaria, Council to 

BCCI Education: Sofia University “St.Kliment Ohridski”  - 1998, 

Bachelor degree in “Defectology”,  and Veliko Tarnovo University 

in 2005, Master degree in “Business Administration”. 

Presently working as Expert in GS1 Bulgaria since 2014, as mainly 

specializes in Healthcare sector – one of the main covered sectors 

in Global  Standards 1.  Improving  professional skills through 

various trainings (last one in Germany on topics of implementing 

GS1 Data Matrix barcode on medicines, in hospitals, on medical 

devices),  webinars and participation in international conferences. 

Participating in HIG group, for monthly  updates in European 

Healthcare legislation.  Main responsibility  is to help the healthcare sector to understand  the 

commercial benefits of adopting GS1 standards and to reap the rewards of demonstrable 

improvements in patient safety. To achieve this, the  work is based on close relationships  

with manufacturers, suppliers, distributors and trade associations in support  of developing  

their own transformation programmes, as well as easily adoption  the GS1 standards in the 

daily activities.   My mission matches with the overall mission of the Healthcare sector in 

GS1 standards : to  increase patient safety, supply chain security and efficiency, traceability 

and accurate data synchronization in healthcare. 

 

 

 

 

 

 

 

 

 



 

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 drug 

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, Clinical Trials and Trials and is a member of following learned 

societies: EACR, DKG, DGRA and DFGMA.Numerous publications and presentations on 

issues linked with regulatory aspects of clinical research and development including peer-

reviewed research/review papers. Most recently (2013-15):- Hartmann M. The ESMO 

magnitude of clinical benefit scaling tool: from theory to practice. Ann Oncol (2015)26,2357-

8.- Hartmann M. Clinical cancer research in transition. Statistical significance, clinical 

relevance, benefit assessment and patient preferences. Forum (2014)29,485-92. - Hartmann 

M, Schaffner P. Legal requirements, definitions and standards for non-interventional drug 

studies: a global picture of variability – results and conclusions from a single-institution 

survey. Ther Innov & Regul Sci (2013)47,684-91.- Hartmann M, Mayer-Nicolai C, Pfaff O. 

Approval probabilities and regulatory review patterns for anticancer drugs in the European 

Union. Crit Rev Oncol/Hematol (2013)87,112-21 

 

 

Dr. med. Klaus Rose, M.D., M.S.  
Pediatric Drug Development & More 
Dr. Klaus Rose, CEO of klausrose Consulting, Switzerland, 

advises on pediatric drug development. His clients are academic 

insitutions and pharmaceutical companies. He first studied 

psychology and Latin languages, then medicine. After 

postgraduate clinical training in Germany and England he joined 

pharmaceutical industry in 1991, was Global Head Pediatrics at 

Novartis 2001 - 2005 and Global Head Pediatrics at Roche 2005 - 

2009. Since 2011 he is independent. He is a frequent speaker at 

international conferences and publishes on a regular base. He co-edited three textbooks in the 

area of pediatric drug development. 

 

 

 

 

 

 

 

 



 

Dr. Peter Bachmann 
has studied Biology and Chemistry at the University of 

Wuerzburg, Germany and holds a Doctorate (1990) in 

Pharmaceutical Biology from the same University. Following 

postdoc positions at the Laboratory of Cellular and Molecular 

Biology, Kyoto University (1990 – 1992) and at the Plant 

Biotechnology Group at the AFRC Institute of Food Research, 

Norwich, UK (1992 – 1993) and an assistant position at the 

Institute for Pharmaceutical Biology at the Technical University of 

Braunschweig, Germany (1993 – 1998), has joint in 1999 the 

Federal Institute for Drugs and Medical Devices (BfArM, 

Germany), Department of ‚Drug Approval‘. Following positions as Head of Subunit 

‚Variations‘ (2000-2002), Head of  Unit „Mutual Recognition Procedures“ (2002 -2005), he 

was appointed as Senior Expert for ‘Drug Regulatory Affairs’ in the Cooperate Unit 

‘European and International Affairs’. Currently he is serving as Head of Unit ‘European 

Coordination Group’ and as Vice-Head of the Cooperate Department ‘European and 

International Affairs’. He served as the German representative to the MRFG (2002 – 2005) 

and the German CMDh Member (2005 – 2011), and is the German NtA Member (since 2002) 

and a member of different other European, HMA and other AdHoc Working Parties. 

Peter Bachmann is since 2011 the elected chair of the Coordination Group for Mutual 

Recogniton and Decentralised Procedures - human (CMDh). He is a lecturer for ‘Drug 

Regulatory Affairs’ at the Universities of Bonn, Duisburg-Essen Copenhagen and Basel, 

honorary member of the ‘Middleeuropean Society for Regulatory Affairs’ (MEGRA), 

honorary life-time TOPRA-member and an elected member of the DIA Board of Directors. 

 

 

 

Panos Kanavos (BSc, MSc (Oxon), MSc (LSE), PhD) is 

Associate Professor in International Health Policy in the 

Department of Social Policy, London School of Economics 

(LSE), Programme Director of the Medical Technology Research 

Group (MTRG) and Deputy Director at LSE Health. He has 

previously been Harkness Fellow in Health Care Policy in the Dept 

of Ambulatory Care and Prevention, Harvard Medical School. . He 

is an Economist by training, currently coordinates the Programme 

in International Health Policy at LSE and teaches Health 

Economics, Pharmaceutical Economics and Policy, Health Care 

Financing, and Health Systems Performance Measurement. Panos 

leads the activities of MTRG, which is a research unit comprising 

11 researchers within LSE Health and concentrates on 

interdisciplinary and comparative policy research on medical technologies. The group has a 

number of research streams as follows: The economics of medical technologies, in particular, 

medicines and medical devices;  Prescribing, appropriateness and quality of care;  Access to 

medical technologies in developing and transition economies; and  Disease management and 

policy effectiveness in medical technology. As part of its activities, MTRG administers 

the Programme on Pharmaceutical Policy Issues (PPPI), the Programme on Medical Devices, 

conducts research under the auspices of and participates in the European Medicines 

Information Network (EMI-net), the network for the study of rare diseases (BURQOL-RD), 

 

 



and is a member of the European Health Technology Institute for Socio-Economic Research 

(EHTI). It also coordinates the activities of The Patient Academy, an initiative between 

academia, health care regulatory agencies and patient groups. MTRG also hosts a number of 

important research programmes funded by the European union, such as the programme on 

Health Technology Assessment (Advance HTA: www.advance-hta.eu) and the programme on 

Chronic Diseases (Mapping-NCD: www.ncd-map.eu) 

 

 

 

Mariela Marcheva, MPharm Government Affairs Director, 

GlaxoSmithKline, Education: Master of Pharmacy 

Field of Study: Organization and economics of distribution and 

retail pharmacy, Professional Development:  

Mrs. Marcheva was a lecturer in the Medical College, part of 

Plovdiv Medical University until 2000. Her lectures were focused 

in the Assistant Pharmacy Specialty. She started her career at 

GlaxoSmithKline as a product manager and then continued her 

development as a Market Access Manager. Mrs. Marcheva’s 

current position is Director of the Government Affairs, Pricing and 

Reimbursement, Market Access, and Communications Department. She has a number of 

publications and presentations focused on Health Technology Assessment and Pricing and 

Reimbursement in Central Europe. Mrs. Marcheva is a member of ISPOR in Bulgaria.  

 

 

 

Anna Zawada, MSc, Director of the Office of Transparency and 

Tariff Councils, Agency for Health Technology Assessment and 

Tariff System (AOTMiT), Warsaw, Poland 

She has graduated Warsaw University. While cooperating with 

Agency’s Councils she leads the Division of Analytical Support 

and International Cooperation in AOTMiT. As the representative 

of AOTMiT she took part in EUnetHTA Joint Action 2 and 

Advance-HTA EC co-funded projects. She is AOTMiT 

representative in ISPOR Europe HTA Roundtable. Skilled in HTA 

analysis performance and assessment. Experienced in health policy 

interpretation and implementation, as well as in consultancy on operational law description. 

HTA educator (Warsaw University of Technology Business School); HTA researcher 

(Warsaw Medical University, field of interest: assessment of inequities in health care); 

member of ISPOR Polish Chapter and co-editor of Polish editions of ISPOR publications: 

ISPOR Book of Terms and Therapeutic & Diagnostic Device Outcomes Research.  

 

 

 

 

 

 

 

 

 

 

 



 

 Dr. Borislav Borisov graduated medicine in Sofia where he later 

acquired specialty and obtained PhD degree. He also has Master 

degrees in Business Administration and Health Care Management. 

He has specialized in university centres in Marseille and Cambridge, 

worked 1 year in La Pitié Salpêtrière, Paris. From 1998 to 2004, he 

was Executive Director of Bulgarian Drug Agency (BDA). After 

leaving BDA, he founder Prescriptia - a specialized consulting 

company in the field of drug regulation and pharmaco-economics. 

Prescriptia is actively partnering with international companies and 

organizations, hence Dr. Borisov delivers lectures and training 

programmes in several countries in Europe, Asia and Africa. 

Member of the French Society of Pharmaco-Economics. 

 

 

Svetlana Hristova Ivanova is master pharmauceutist. She had 

graduated in the faculty of pharmacy of the medical university in 

Sofia. She had worked as a pharmaceutist for a medicinal 

information in the “Pharmaceutic management” in Gabrovo.She had 

been a manager of the pharmacy in the National Hospital for 

pulmonary diseases “Tsaritsa Joanna” in Trjavna.She had graduated 

at course for clinical pharmacy.She had graduated low in the 

university “Saint Climent Ohridski” in Sofia and had worked as a 

lawyer.She had been an expert in Administration of law in the 

Government of Bulgaria at 1997.She had been a member of XXVIII  

Parliament of Bulgaria in the period 1998-2001.Together with a 

group of physicians, she had worked for the synchronizing of Bulgarian and European 

legislation and for the passing of the low for amendment of the low for the medicines and  

pharmacies for human medicine.Since 2012, she is working for “Besta med” LTD as an 

expert in position of trust in the aria of the medicinal security and the medicinal regulation of 

the products. In the last years, the Company had gained an experience in the parallel traffic 

with medicines in Bulgaria. 

 It has licenses for using of about thirty products by an Executive Agency for 

medicines. Part of those medicines reduced the prizes of some drugs in Bulgarian medicinal 

market. Misses Ivanova is married and has two children. 

 

Prof. Tatyana Benisheva-Dimitrova, DSc., President of BADI is 

a professor in the Faculty of Public Health at  the Medical 

University, Sofia. After receiving an ЕС-CADREAC 

scholarship she completed master’s degree in Drug Regulatory 

Affairs (2004/2005) at the University of Bonn and later in 2010 a 

Masterdegree in “Public Health” at the Medical University of 

Sofia. 

She was a Director of the “Drug Policy” Directorate in the Ministry 

of Health (2000-2005) and has over 10 years of experience, at the 

“Bulgarian Drug Agency (BDA). As the first president of the 

National Council on Prices and Reimbursement of Medicinal 

Products 2013-2014 she started an EU-project-OPAC (0.7Mln BGN) for establishing of 

electronic database of  MPs. President of the Bulgarian Association of Drug Information since 

 

 

 



2010 - 2013.  Member of BACR and DIA (2010-2014). Since May 2015 she has been a 

 President of BADI. Managing director of consulting in Bulgaria Betaconsult Pharma Ltd 

2007-2013. Her 25 years of experience in drug regulatory affairs in marketing authorization, 

pricing reimbursement and outcome research and later HTA is complemented by more than 

75 publications on pharmaceutical regulations.   Consultant activities  at the global regulatory 

database IDRAC of the Thompson Reuters 2006-2012 and consultant to the project of the 

European Commission - PLAC assignment medicinal product pricing since 2016.  

 

 

 

Assoc. Prof. Petya Trendafilova, PhD, MPH, MBA 
Petya Trendafilova graduated at Medical University – Sofia, 

Faculty of Public Health, Bulgaria in 2006 as a Master of Public 

Health and Healthcare Management. 

In 2009 defended her PhD thesis and in 2010 graduated as a 

Master of Business Administration with specialization in 

Healthcare Management at the University of National and World 

Economy. In 2012 completed a Specialization in Medical 

Pedagogy at the Faculty of Public Health. Since 2013 she is 

Associate Professor at the department of Medical Pedagogy, 

Faculty of Public Health, Medical University – Sofia.She has more 

than 80 publications including scientific articles, a monograph, co-author in some handbooks 

and number of presentations at different national and international scientific events. 

She has special interests in the field of pharmacovigilance. Since 2007 she is a member of the 

editorial commitee at Journal of Health Policy and Management; 

A Board member of the Bulgarian Association of Drug Information (BADI) and a member of 

the National Association of Health Policy and Management (NAHPM) since 2008. 

 

 

Assoc.Prof.DobrianaSigjimova,PhD,  graduated Sofia University 

in 1998 with subject Russian Philology with a Master`s degree. In 

2001 she defended Master`s degree in Public Relations at the Sofia 

University.In 2003 she obtained Master`s degree in Health 

management at the Medical University of Sofia in the Faculty of 

Public Health. In 2005 she defended a PhD thesis. Her professional 

experience started as a State Expert in the PR Department of the 

National Health Insurance Fund. In 2006 she became an Assistant 

Professor at the Faculty of Public. Health in the Medical University 

of Sofia. Since 2008 she is an Associate Professor In The Faculty 

Of Public Health, Medical University, Sofia. In 2014 obtain "Health Economics" 

speciality.Till 14th of May 2015 she was Chairman of Board of Directors of BADI 

 

 

 

 


