Adrian van den Hoven - Adrian-van-den-Hoven
Director General, Medicines for Europe 
Adrian van den Hoven joined Medicines for Europe as a Director General in September 2013. His priorities at Medicines for Europe are to stimulate competition in off-patent medicine markets, to foster market access for generic, biosimilar and value added medicines, to support policy measures for sustainable pricing, to promote high regulatory standards while ensuring that the associated costs can be integrated into market dynamics and to develop a coherent EU industrial strategy to support the long-term viability of the generic, biosimilar and value added medicines industries. Prior to joining Medicines for Europe, Adrian van den Hoven was Deputy-Director General of BUSINESSEUROPE where he was responsible for the International Relations department, covering trade negotiations and bilateral relations, and the Industry department, covering industrial, energy, environmental and research policy. He previously worked as an International Relations researcher and an adjunct professor in Italy (EUI), France (Nice) and Canada (Windsor). He obtained his doctorate in Political Science from the University of Nice, France in 2000.
[image: Medicines for Europe]

Heather Bresch  - Heather-Bresch
CEO, Mylan 


Ruth Lopert  - Ruth-Lopert
Organisation for Economic Co-operation and Development (OECD)


Peter Goliaš – Peter-Golias
Director, Institute for Economic and Social Reform (INEKO) – Slovakia
Peter Goliaš (1977) is Director at the think-tank INEKO (Institute for Economic and Social Reforms), a non-governmental nonprofit organization based in Slovakia. He has 16 years of experience in the field of socio-economic research and advocacy. The areas of his professional interest include public finance, pensions, health care, education and labor markets as well as promotion of democracy, market economy and transparency in the public sphere. Since 2002, Peter has coordinated numerous INEKO projects. He worked as a Consultant for the Slovak Ministry of Labour, Slovak Ministers of Education and Finance as well as for the Spanish private company interested to invest in the Slovak health care. He is an author of numerous studies and articles including the Analysis on the state and perspectives of wider use of biosimilar medicines in Slovakia published in 2018.



Judit Bidló – Judit-Bidl
Deputy Director-General, National Health Insurance Fund - Hungary 
Novartis: working in sales and with clinical trials. 
Hungarian Association for Innovative Pharmaceutical Manufacturers: director.
National Health Insurance Fund:  
•	Department for Reimbursement, responsible for the formulation of the drug reimbursement 	system and budget allocation. Head of Department, Senior Expert.
•	Project manager: IT-development program in healthcare system
One of the founders of the Hungarian Health Economics Association.
Graduation:	Pharmacist – Medical University of Semmelweis, Budapest
                   	Economist – West Hungarian University – postgraduate diploma
	       	Info-Bionics Engineering MSc - Pázmány Péter Catholic University









Beata Ambroziewicz – Beata-Ambroziewicz
President, Polish Union of patient organizations




Carol Lynch – Carol-Lynch
President, Sandoz US, Head of North America and Chair of the Biosimilar Medicines Group
Carol Lynch was appointed President, Sandoz US, Head of North America in March 2018. In this role, Carol leads Sandoz’ largest commercial and country organization – the United States – which is responsible for over 35% of Sandoz’ global revenue. Carol also oversees Sandoz’ commercial operations in Canada. She continues as a member of the Sandoz Executive Committee, having sat on Sandoz’ global governance body since her prior role, and is a board member of the Association for Accessible Medicines (AAM) in the US. Prior to this, Carol was the Global Head of Biopharmaceuticals at Sandoz, responsible for the development, manufacturing and commercialization of biosimilars, including its contract manufacturing. In her four years in this role, Carol grew the biopharma business reaching 1bn USD in sales annually, and delivered a portfolio with five biosimilar approvals. Under Carol’s leadership, Sandoz achieved the first approval and launch of a biosimilar in the US, and last year saw the launch of the next wave of biosimilars in the EU. With the recent announcement of the collaboration with Biocon, Carol leaves the biopharma team with the promise of continual replenishment of our pipeline. Carol also operated as the Chair of the Biosimilar Medicines Group, a Medicines for Europe sector group, and will continue to do so until her committed term is over.
Carol has more than 25 years of global pharmaceutical and generics industry experience. Prior to joining Sandoz in 2014, Carol held several Commercial and Development leadership positions in Novartis Pharmaceuticals both globally and in country organizations, including the United States.





Fernando de Mora – Fernando-Mora
Professor of Pharmacology/Consultant on Biosimilars, Universita Autonoma de Barcelona – Spain



Prof. Milan Lukáš – Prof-Milan-Lukas
Gastroenterologist - Czech Republic 




Prof. Peter van de Kerkhof – Peter-van-de-Kerkhof
Dermatologist - The Netherlands
Peter CM van de Kerkhof is emeritus Professor of Dermatology and immediate past chairman of the department of Dermatology of Radboud University Nijmegen. He is currently the coordinating Medical Officer of the International Psoriasis Council and chair of the scientific advisory board of the Dutch burn association.  He has been working for many years on the pathogenesis and treatment of psoriasis. He has published more than 700 publications in peer reviewed journals and has given many presentations on invitation at international conferences. He has served as president of the ESDR and EDF and was board member of various international societies. He is the past--‐president of the International Psoriasis Council.
Current interests are:
Pathogenesis and development of biomarkers for psoriasis
Real clinical practise research
Personalised medicine













Dr. Rosa Giuliani (inv) – Rosa-Giuliani
Oncologist - Italy  



Dr. Anton Franken – Anton-Franken
Endocrinologist - The Netherlands
Dr. Anton A.M. Franken is an endocrinologist (Isala hospital Zwolle) and clinical expert in regulatory affairs. He is a former board member of the Dutch Medicines Evaluation board (CBG-MEB)(205-2017) and scientific advisor  of  National Healthcare Institute (ZINL) (2013-2018). As a board member of the Biosimilar Netherlands (IBN) he is active in the field of education on biosimilars. Together with the Dutch Institute of Rational use of Medicines(IVM) he developed the BOM project: a national  tailormade educational program for all target-groups in the Dutch hospitals.





Florian Turk - Florian-Turk
Global Head Commercial, Sandoz – Vice-Chair of the Biosimilar Market Access Committee 
Prof. Dr. Florian Turk is the Global Head Commercial at Sandoz Biopharma. He has more than 15 years of global pharmaceutical and generics industry experience. Prior to joining Sandoz, Florian held several roles responsible for business-to-business commercialization, market access, pricing, public affairs and health economics in Novartis Pharmaceuticals and GlaxoSmithKline. Florian also holds responsibilities as Honorary Professor at the Department for Management, University of Paderborn. Florian holds a Master of Science in Economics and a Doctorate in Business Administration from the University of Trier in Germany.


Ugo Trama (inv) – Ugo-Trama
Head, Pharmaceutical Policy Department, Region of Campania - Italy 





Nieves Martín Sobrino (inv) – Nieves-Sobrino
Director of Pharmacy, Junta Castilla y León – Spain

Blake Dark (inv) – Blake-Dark
Commercial Medicines Director, NHS England - UK 



Luc Delporte (inv) – Luc-Delporte
Director of Club des Acheteurs de Produits de Santé (claps) – France




Anna Rose Welch – Anna-Rose-Welch
Chief Editor, Biosimilar Development



Murray Aitken - Murray-Aitken
Executive Director, IQVIA Institute for Human Data Science 
Murray Aitken is a senior vice president at IQVIA and the executive director of the IQVIA Institute for Human Data Science. Aitken is a renowned expert on critical healthcare issues around the world, including the role of medicine, the disruptive impact of technology, and the use of data science in improving decision-making and accelerating innovation. Throughout his 15-year tenure at IMS Health and QuintilesIMS, Aitken served in various roles responsible for healthcare insights, corporate strategy, and consulting and services. Previously, he was a partner at McKinsey & Company and during his career was based in Los Angeles, Seoul and New Jersey offices, covering a broad range of industries, including life sciences and consumer goods. He holds an MBA, with distinction, from Harvard University and Masters of Commerce from the University of Auckland in New Zealand.











Ivett Jakab – Ivett-Jakab
Member of the European Health Parliament, Innovation & Value Committee
Ivett Jakab (MSc) graduated as an Economist in 2014 (Corvinus University of Budapest). She received her master’s degree in Health Economics in 2016 (Eötvös Loránd University, Budapest). During her studies she spent her internship in the Hungarian Organ Coordination Office (2014) and in the Hungarian Health Technology Assessment Office (2015). She has been working with patient organizations in the field of organ transplantation since 2010, currently as an advisor and project manager, leading the rehabilitation program for children. She has been involved in Syreon projects since 2015, and joined the company as a full-time researcher in 2017 at the Patient Policy Unit of Syreon. She graduated from the European Patients’ Forum (EPF) Summer Training for Young Patient Advocates (STRYPA) program in 2018. She became a member of the European Health Parliament’s (EHP) 4th edition in 2018, joining the Innovation and Value Committee. She joined the ISPOR Patient Centered Special Interest Group in 2018. Her research interests are in the evolving areas of health technology assessment (e.g. multi-criteria decision analysis, patient experience, medical devices) and patient engagement in healthcare decision-making. Her mission is to bring the perspectives of different stakeholders in healthcare closer together.











Ad Schuurman – Ad-Schuurman
Chairman, Medical Evaluation Committee (MEDEV)




Erin Federman – Erin-Federman
Commercial Head of Biologics, Mylan – Chair of the Biosimilar Market Access Committee
Erin Federman is Commercial Head of Biologics, Europe for Mylan. Erin is a senior-level, award-winning strategic marketer and problem solver with over 20 years sales and marketing experience across multiple industries and geographies. She has led strategic marketing initiatives for a broad range of biotech, pharmaceutical and technology products, from early development through launch and LOE with a particular focus on launch excellence, patient advocacy and market access. Specifically, she has led the launch preparation and roll-out of 9 new medical devices (global) and 3 pharmaceutical assets (2 global, 1 EU). Erin has worked for such leading healthcare focused organizations as Boehringer Ingelheim, Pfizer, Smiths Medical, and Fujifilm SonoSite. She has lived and worked in the U.S., Italy, the United Kingdom and Germany. Erin is originally from Cincinnati, Ohio and is based in Frankfurt, Germany.


Maarten van Baelen – Maarten-van-Baelen
Director Market Access, Medicines for Europe
Maarten Van Baelen is Market Access Director at Medicines for Europe. He joined the association in 2011 as Medical Affairs Manager with responsibilities in the areas of Falsified Medicines and Pharmacovigilance. Today his mission is to shape in the EU a dynamic and sustainable market situation that enables fast and fair pricing and reimbursement for generic medicines, thereby improving and increasing the access for patients to affordable generic, biosimilar and specialty medicines. MSc in Pharmacy by background, he started in 2007 in the pharmaceutical industry at SGS Life Sciences providing pharmacovigilance services for several international companies. Subsequently, Maarten served as an international Medical Science Liaison at Medtronic Spinal & Biologics. Besides his work in the Industry, Maarten works as an independent in retail pharmacy and is pursuing an MBA at Solvay-Pont Business School.















Marc-Alexander Mahl -  Marc-Alexander-Mahl
President, Medicines for Europe




Paul Chamberlain – Paul-Chamberlain
Member of the NDA Advisory Board, NDA 
Paul CHAMBERLAIN is a biopharmaceutical product specialist, having worked on the development of therapeutic proteins since 1983, with companies such as Amgen and SmithKline Beecham. His experience with biosimilars development dates back to 2002, and includes multi-disciplinary regulatory considerations for 18 different molecular entities. He specializes in understanding structure-activity and structure-immunogenicity relationships for diverse types of biopharmaceutical modalities. He is a Member of the NDA Advisory Board (www.ndareg.com).
	












René Anour (inv) – Rene-Anour
AGES, Austria and member of the EMA Biosimilar Medicinal Products Working Party 





Niklas Ekman – Niklas-Ekman
FIMEA - Finland – Vice Chair of the EMA Biosimilar Medicinal Products Working Party  
Dr Niklas Ekman has a background in molecular cell and cancer biology. After joining the Finnish Medicines Agency (FIMEA) in late 2006, he worked the next 11 years as a quality assessor for biological medicinal products. His main activities and responsibilities included assessments of European Medicines Agency (EMA) centralized marketing authorization applications, scientific advices, as well as national clinical trial applications. Currently, Dr Ekman is the head of the biological section at the Finnish Medicines Agency. At EMA, Dr Ekman is the vice-chair of the Biosimilar Medicinal Products Working Party (BMWP) and the Finnish alternate member of the Biologics Working Party (BWP).











Alex Kudrin – Alex-Kudrin
Biopharmaceutical consultant
Dr Alex Kudrin has graduated Orenburg Medical Academy in Russia in 1997 and received PhD / MD in Respiratory Medicine and Immunology from Moscow Medical University (2001) and MBA from Westminster University in London (2011). He has completed the specialty training in General and Pharmaceutical Medicine in the UK. He was employed at Acambis, GlaxoSmithKline, GlaxoSmithKline Biologicals and Takeda Global R&D at various senior positions in clinical development of novel anti-inflammatory agents and vaccines. Between 2007-2012, he was appointed as a Medical Assessor in the Licensing Division at MHRA in London participating in clinical evaluation, scientific advice and approval of various biotechnology products, including monoclonal antibodies, biosimilars, vaccines, blood products, and advanced cell therapies. Between 2013-2016 he held position of a Vice-President and Head of Global Development at Celltrion Inc in Korea leading development and registration efforts for biosimilar infliximab: Remsima/Inflectra in the US, EU, Canada, Australia and other territories. He has also led clinical development leading to EU approvals of Celltrion’s biosimilar rituximab, Truxima (2017), and biosimilar trastuzumab, Herzuma (2018). Currently he is biopharmaceutical consultant based in the UK. He is an author of 75 publications including papers on biosimilars, and cancer immunotherapy.












Karsten Roth – Karsten-Roth
Director Clinical Operations and Pharmacovigilance, Cinfa biotech



Elena Wolff-Holz – Elena-Wolff-Holz
Medical Assessor, Paul Erlich Institute - Germany – Chair of the EMA Biosimilar Medicinal Products Working Party 
Elena Wolff-Holz is an MD at the Paul-Ehrlich-Institut with expertise in development of biosimilars and therapeutics for cancer and autoimmune diseases. She is Chair of the Biosimilar Medicinal Products Working Party (BMWP) of the Committee for Medicinal Products for Human Use (CHMP) and also serves as Alternate Member of the Scientific Advice Working Party (SAWP) of the CHMP. Overall, Elena has 20 years of professional experience, including 14 years in the biotech industry where she held various positions in clinical development and medical marketing functions at Centocor Inc (now J&J) and Amgen in the US and in Germany. Her work has resulted in several (co-) authorships in scientific journals and several presentations at (inter-)national conferences. Elena is a physician by training with an M.D. degree from Heidelberg University and a postdoctoral fellowship at Harvard Medical School.











Emer Cooke (inv) – Emer-Cooke
Head of Medicines Regulation, World Health Organisation
In November 2016 Emer Cooke was appointed as Head of Regulation of Medicines and other Health Technologies with the World Health Organization (WHO) in Geneva. In this role, Ms Cooke is responsible for leading WHO's global work on regulation of health technologies (medicines, vaccines, diagnostics, vector control products and devices), coordinating the regulatory teams (Norms and Standards, Prequalification, Regulatory Systems Strengthening, and Safety), and working with member states and international partners to assure the quality, safety and efficacy of appropriate health technologies.
Ms Emer Cooke obtained her degree in pharmacy from Trinity College, Dublin in Ireland. She has additional Masters degrees in Science and in Business Administration, also from Trinity. During the period from 1985 to 1988 she worked in a number of positions within the Irish pharmaceutical industry before moving to the Irish drug regulatory authority as a pharmaceutical assessor in 1988. In 1991 she joined EFPIA, the European pharmaceutical industry association as Manager of Scientific and Regulatory Affairs in Brussels. From September 1998 to July 2002, she worked in the Pharmaceuticals unit of the European Commission, following which she was appointed as Head of Sector for Inspection at the European Medicines Agency (EMA) in London. Towards the end of 2008, Emer took on the newly created post of International Liaison Officer. She became Head of International Affairs in the context of EMA’s reorganization and remained in this position until November 2016.










Yasuhiro Kishioka, Ph.D. – Yasuhiro-Kishioka
Deputy Review Director, Pharmaceuticals and Medical Devices Agency (PMDA)



Carolina Blades – Carolina-Blades
Representative, ANVISA – Brazil



Representative, FDA – USA (inv) FDA-USA



Joerg Windisch, PhD  - Joerg-Windisch
President & CEO Polpharma Biologics
Dr. Windisch is President & CEO at Polpharma Biologics, a privately-owned company which develops and manufactures biosimilars and innovative biologics. The Polpharma Biologics Group has associated sites in Poland, the Netherlands and Germany. Prior to becoming CEO, Dr. Windisch served as Chief Operating Officers (COO) in charge of R&D, Technical Operations and Quality.  He also serves on the Board of Directors of Outlook Therapeutics Inc., a biotech company headquartered in New Jersey. Before joining Polpharma Biologics, he was Chief Operating Officer (COO) at Affimed NV, a NASDAQ-traded biotech company which develops innovative bi- and trispecific antibodies as immune cell engagers to treat various kinds of cancer.  Prior to that, Dr. Windisch spent almost 20 years at Novartis/Sandoz where he most recently served as Chief Scientific Officer (CSO) for Sandoz Biopharmaceuticals. He was a key figure in developing the first biosimilars approved in Europe and the US. During his tenure at Sandoz he also served as chairman of Medicines for Europe’s Biosimilar Medicines Group for several years.












Julie Maréchal-Jamil - Marechal
Director Biosimilars Policy & Science - Medicines for Europe
[bookmark: _GoBack]Since October 2015, Julie has been leading the Biosimilar Medicines Group, a sector group of Medicines for Europe. Her work consists of creating and nurturing partnerships with experts in pharmaceuticals and across healthcare systems, balancing interests for a resilient and sustainable healthcare framework. The main objectives are to support and facilitate the design, evolution and implementation of policies aimed at creating efficiency gains and greater access to health services and products for patients. From January 2019 on, she’ll co-chair of the Biosimilars committee of the International Generic and Biosimilar medicines Association (IGBA) focusing on convergence of global policies and standards. Her knowledge and understanding of the scientific, regulatory and health policy environment at EU and international levels, as well as of the functioning of the EU ecosystem, greatly supports her effective engagement with all the players involved. Prior to this, Julie was part of Medicines for Europe’s regulatory and scientific affairs team for 8 years, with responsibilities in the areas of Quality, Compliance, Environment, Health & Safety as well as Bioequivalence. With a MSc in Pharmacology, she previously worked in the pharmaceutical industry.
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