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Or 
Organised by the Policy Department A-Economy & Science 

for the Committee on the Environment, Public Health and Food 
Safety (ENVI)  

 
Workshop on 

Advanced Therapy Medicinal Products  
 

Wednesday, 20 February 2013 from 13.00 to 14.45  
European Parliament, Room A3E-2, Brussels 

 
AGENDA 

 
13.00 - 13.05 
Welcome and opening by Co-chairs of the Health Working Group, Glenis 
WILLMOTT and Alojz PETERLE, MEPs 
 
13.05 - 13.10 
The current position of the European Commission. Incentives for advanced 
therapy medicinal product development in Europe 
Ms. Sabine JUELICHER, head of unit Medicinal Products- authorisations, EMA. DG 
SANCO, EC. 

 
Part 1 

 
Advanced Therapy Treatment: The Future for Healthcare 

 
13.10 - 13.20  
Cell therapy challenges 
Prof. Stefaan VAN GOOL, head of the Laboratory of Pediatric Immunology, 
University of Louvain (BE). 



Workshop on Advanced Therapy Medicinal Products 
 
 

 5 

13.20 - 13.30  

Gene therapy challenges 

Dr. Jacques MALLET, Director of “Recherche Emérite” CNRS, Institute for Brain and 
Spinal Cord (ICM), Paris; Adjunct Professor at the University of California at San 
Francisco (UCSF); Member of the French Academy of Sciences; (FR, US). 

13.30 - 13.40 
The voice of patients 
Dr. Monica ENSINI, Scientific Director, EURORDIS (European Organisation for Rare 
Diseases). 

13.40 - 13.55  
Question Time  
With the participation of Dr. Christian K. SCHNEIDER (chair) and Dr. Patrick CELIS 
(scientific administrator), Committee for Advanced Therapies (CAT), European 
Medicine Agency (EMA, EU). 

 
Part 2 

 
Technology Transfer: Bringing Healthcare Research to the 

Market 
 

13.55 - 14.05  
The costs for making advanced therapies available to patients  

Dr. Panos KANAVOS, Reader in International Health Policy in the Department of 
Social Policy, London School of Economics (LSE) and Programme Director of the 
Medical Technology Research Group (MTRG) at LSE Health; (UK). 

14.05 - 14.15 
The role of small and medium-sized enterprises (SMEs) 
Dr. Maria Luisa NOLLI, founder and Chief Executive Officer of Areta International, 
member of the Management Committee of Assobiotec, the Italian biotechnology 
industry association; (IT). 

14.15 - 14.40 
Question Time  
With the participation of Dr. Christian K. SCHNEIDER (chair) and Dr. Patrick CELIS 
(scientific administrator), Committee for Advanced Therapies (CAT), European 
Medicine Agency (EMA, EU). 

14.40 - 14.45 
Conclusions 

14.45 Closing 
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SHORT BIOGRAPHIES OF EXPERTS 

Ms Sabine JUELICHER, Head of Unit Medicinal Products - 
authorisations, EMA. DG SANCO, EC 

Ms Sabine Jülicher holds a veterinary degree from the Free University Berlin and has a 
postgraduate qualification in food hygiene.  

She initially worked in research and later moved to public administration, working both at 
the national and international level. Ms. Jülicher joined the European Commission in 1999, 
working in the area of food safety before taking up management functions. She has been 
Head of Unit in the Health and Consumers Directorate-General since 2008 and is currently 
in charge of unit D5 - medicinal products, authorisations and EMA.  

Prof. Stefaan VAN GOOL, Head of the Laboratory of Pediatric 
Immunology, University of Louvain (BE) 

Prof. Stefaan Van Gool is a pediatric neuro-oncologist at the University Hospital Leuven. He 
is full professor at the KU Leuven in Belgium and guest professor at the University of 
Saarland in Germany. Finally, he is senior clinical investigator at the Fund for Scientific 
Research Flanders.  

Prof. Van Gool is chief of the Laboratory of Pediatric Immunology, where he is mentor to 6 
PhD students who perform preclinical research in the field of immunotherapy for glioma and 
immunological characteristics of stem cells, and leads a GMP laboratory to produce the 
dendritic cell vaccines for patients with malignant glioma. He created the Immunotherapy 
Platform Leuven in order to link preclinical and clinical work in the translational research 
program.  

Prof. Van Gool is founding member of the Olivia Hendrickx Research Fund and executes the 
goals of the Herman Memorial Research Fund, the James E. Kearney Foundation and LCH 
Belgium + Run-for-LCH vzw.  

Dr Jacques MALLET, Director of “Recherche Emérite” CNRS, Institute 
for Brain and Spinal Cord (ICM), Paris; Adjunct Professor at the 
University of California at San Francisco (UCSF); Member of the 
French Academy of Sciences; (FR, US) 

Dr Jacques Mallet holds a PhD in Physical Organic Chemistry from Harvard University. After 
his Military Service, he joined, as a postdoctoral fellow, the laboratory of Prof. Changeux at 
the Pasteur Institute in Paris, where his research was focussed on developmental 
neurobiology. 

In 1980, Dr Mallet created a CNRS laboratory at the University of Paris/Orsay, then at Gif-
sur-Yvette. In 1995, he created a new laboratory at the Pitié-Salpêtrière Hospital, before 
joining, in 2010, the Institute for Brain and Spinal Cord (ICM) on the same campus. His 
laboratory has also been affiliated with Sanofi-Aventis for 8 years. He is now Director of 
“Recherche Emérite” CNRS at ICM and Adjunct Professor at the University of California at 
San Francisco.   
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Dr Mallet’s laboratory pioneering work is related to the fields of: Neurotransmitter’s 
molecular biology, Psychiatric genetic, epigenetics and gene therapy for nervous system 
diseases.  

Finally, Dr Mallet is Member of the European Academy of Sciences, Brussels, of the French 
Academy of Sciences, of Academia Europea and of EMBO. He has received several prices 
including the Prize of the “Fondation de Physiopathologie Lucien Dautrebande” (1993), 
Belgium, the “Grand Prix” of the French Atomic Energy Commission (2000), the Prize of 
Neurobiology from the” Fondation pour la Recherche Médicale”, 1983. He has also 
published over 400 scientific articles in international Journal (H factor over 65), and has 
filled 40 patents bearing mainly on the use of viral vectors for gene therapy. 

Dr Monica ENSINI, Scientific Director, EURORDIS (European 
Organisation for Rare Diseases) 

Dr Monica Ensini holds a PhD in Neurobiology from the University of Pisa and Scuola 
Normale Superiore of Pisa, Italy. She focused her research studies on the development of 
the vertebrate motor system during her postdoctoral training at Columbia University, and 
of the vertebrate forebrain while working at University College and King’s College in London 
and at the École Normale Supérieure in Paris.  

Dr Ensini’s engagement in the rare diseases field was marked by joining the Italian 
Telethon Foundation where she was responsible for the scientific review of grants and for 
the Personal Award Program of the Foundation.   

Currently, Dr Ensini is Scientific Director at EURORDIS (European Organisation for Rare 
Diseases based in Paris). She looks at the challenges of the rapidly evolving technological 
and scientific advancements relating to their importance and applicability to the rare 
diseases field with a direct involvement of patients in basic and clinical research.  

Dr Panos KANAVOS, Reader in International Health Policy in the 
Department of Social Policy, London School of Economics (LSE) and 
Programme Director of the Medical Technology Research Group 
(MTRG) at LSE Health; (UK) 

Dr Panos Kanavos is Programme Director of the Medical Technology Research Group 
(MTRG) at LSE Health. He has previously been Harkness Fellow in Health Care Policy in the 
Department of Ambulatory Care and Prevention, Harvard Medical School. He currently 
teaches Health Economics, Pharmaceutical Economics and Policy, Health Care Financing, 
and Health Systems Performance Measurement. 

As part of its activities, the MTRG conducts research under the auspices of and participates 
in the European Medicines Information Network, the network for the study of rare diseases, 
and is a member of the European Health Technology Institute for Socio-Economic Research. 
It also coordinates the activities of The Patient Academy, an initiative between academia, 
health care regulatory agencies and patient groups. 

Dr Kanavos has acted as an advisor to a number of international governmental and non-
governmental organizations, including the World Bank, the World Health Organization and 
the Organization for Economic Co-operation and Development.  
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Dr Maria Luisa NOLLI, founder and Chief Executive Officer of Areta 
International, member of the Management Committee of Assobiotec, 
the Italian biotechnology industry association; (IT) 

Dr Maria Luisa Nolli holds a degree in Biological Sciences from the University of Pavia and a 
Ph.D from the Université Libre de Bruxelles. She is the founder and Chief Executive Officer 
of Areta International, an Italian biotech company dedicated to the contract development 
and manufacturing of innovative biological drugs and Advanced Therapy Medicinal Products.  

Dr Nolli has developed industrial experience as a scientist and group leader in the field of 
Cell Biology and Immunology working at the Lepetit Research Center (Dow Pharma). Since 
2007, she is also CEO of HO.p.e. s.r.l, a spin-off of the State University of Milan, for the 
development of an innovative universal kit to ascertain growth hormone abuse for anti-
doping purposes as well as for biomedical applications.  

Dr Nolli is member of Assobiotec, the Italian biotechnology industry association, for which 
she is the representative at EuropaBio and member of the European Federation of 
Biotechnology. 
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PRESENTATIONS 
Presentation by Ms Sabine Jülicher  
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Presentation by Mr Stefaan Van Gool 
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Presentation by Mr Jacques Mallet 
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Presentation by Ms Monica Ensini 
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Presentation by Mr Panos Kanavos 

 

 

 



Policy Department A: Economic and Scientific Policy 
 
 

 40 



Workshop on Advanced Therapy Medicinal Products 
 
 

 41 

Presentation by Ms Maria Luisa Nolli 

 
 

 



Policy Department A: Economic and Scientific Policy 
 
 

 42 

 

 
 

 



Workshop on Advanced Therapy Medicinal Products 
 
 

 43 

 

 
 

 



Policy Department A: Economic and Scientific Policy 
 
 

 44 

 

 
 

 



Workshop on Advanced Therapy Medicinal Products 
 
 

 45 

 

 
 

 



Policy Department A: Economic and Scientific Policy 
 
 

 46 

 

 
 

 



Workshop on Advanced Therapy Medicinal Products 
 
 

 47 

 

 
 

 



Policy Department A: Economic and Scientific Policy 
 
 

 48 

 

 
 

 



 




	Front Cover_Brochure WS Advanced Therapy Medical Products
	white
	Brochure - WS Advanced Therapy Medical Products (Printshop)
	white
	Back Cover_Brochure WS Advanced Therapy Medical Products

