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“Compassionate access programmes for Orphan Drugs in Europe: 

from heterogeneity to harmonised practices?”

December 17th 2004

Barcelona 
Fundació Doctor Robert- UAB Casa Convalescència

	Morning Session Chaired by: 
Mr Milan Smid         (Czech Drug Control Agency)

	
	Topic
	Speaker
	Institution / Position

	9.30 am
	Introduction 
	Hble. Sra Marina Geli i Fàbrega, Consellera de Salut
	Health Authority, Autonomous Government of Cataluña

	9.45 am
	Presentation of speakers
	 Mr Milan Smid
	Czech Drug Control Agency

	10.00 am
	The experience of industry
	Mrs Catarina Edfjäll
Mr Fernando Royo 

Mr Renaud Capdeville
	Actelion
Genzyme Spain
 Novartis

	10.45 am
	Other experiences from audience and debate

	11.00 am
	National Competent Authorities (NCA): their role in relation to Emea. Swedish experience
	Dr Kerstin Westermark
	Läkemedelsverket  
Medical Products Agency
Sweden       

	11.15 am
	“Compassionate access”  in The Netherlands
	Dr Jolanda Huizer
	Utrecht Institute for Pharmaceutical Sciences 
The Netherlands


	  11.30 am
	“Compassionate access” in Spain
	Dr José F. Olalla
	Agemed, NCA
Spain


	11.45 am
	National procedures for compassionate access programmes in new EU Member States
	Prof. Françoise de Cremiers
	Wyeth Research Europe

	12.00 
	Debate
	
	

	12.30 am
	Lunch
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December 17th 2004

Barcelona 
Fundació Doctor Robert- UAB Casa Convalescència

	Afternoon Session chaired by:
Prof. Joseph Torrent Farnell      (Chairman of the COMP)

	
	Topic
	Speaker
	Institution / Position

	2.00 pm
	New provisions for compassionate use in Europe: implementation and perspectives from the Emea
	Dr Agnès Saint-Raymond 


	Head of Sector Scientific Advice & Orphan Drugs and Acting Head of Sector for Safety & Efficacy

Emea

	2.30 pm
	Compassionate access programme:

Patients point of view
	Mr François Houÿez
	Health Policy Officer

Eurordis

	3.00 pm
	Debate:

How can we organise a more transparent and a more equitable process? What could be the next steps?

	4.30 pm
	Adjourned





1

