[image: image1.png]@ EURORDIS

European Organisation for Rare Diseases





2nd Workshop 

Eurordis Round Table of Companies 

[image: image1.png]
New Methodologies for Clinical Trials in Small Populations
July 8th 2005
Maison de la Recherche
54, rue de Varenne
75007 Paris
France 
	9.38.30 am
	Welcome - coffee 

	Morning Session co-chaired by: 
Mr Yann Le Cam
(Eurordis Chief Executive Officer, Vice Chairman of the COMP)
Dr Andreas Reimann
(Mukovsizidose e.V Chief Executive Officer,Germany, Eurordis Board of Directors)

	
	Topic
	Speaker
	Institution / Position

	9.00 am
	Introduction 
	Dr Simon Day
	Medicines and Healthcare products Regulatory Agency, MHRA, UK

	9.15 am
	Clinical trials in Rare Diseases:  the long road to success.
	Prof. Andy Grieve
	Pfizer Ltd, UK

	9.45 am
	Clinical Trial Designs of Orphan Drugs Approved by the Food and Drug Administration
	Dr Tan Nguyen
	FDA, Office of Orphan Products Development, USA

	10.05 am
	Non classical clinical trials in the European centralised procedure
	Dr Spiros Vamvakas
	EMEA   

	10.30 am
	Clinical trials in cancer: application of non-classical methodologies
	Prof. David Machin
	National Cancer Centre, Singapore
CTERU, Singapore

UKCCSG, UK


	11.00 am
	EMEA-EWP paper on Small Populations
	Dr Marcus Müllner
	EMEA

	  11.30 am
	Debate

With panellists

	12.30 am
	Lunch
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	Afternoon Session chaired by:
Dr Frances Rotblat
 (Committee for Medicinal Products for Human Use, CHMP, Medicines and Healthcare products Regulatory Agency, MHRA, UK) 

	
	Topic
	Speaker
	Institution / Position

	2.00 pm
	Corporate and Patient Collaborations
	Mrs Jean Campbell
	NORD, USA

	2.10 pm
	What industry expects from regulators regarding clinical trials in rare diseases
	Dr Carlo Incerti
	Genzyme

	2.25 pm
	What regulators expect from industry regarding clinical trials in rare diseases
	Dr Marcus Müllner
	EMEA

	2.40 pm
	What patients expect from regulators and industry regarding clinical trials in rare diseases
	      Mr François Houÿez
	Eurordis

	2.55 pm
	Debate
With panellists

	4.30 pm
	Adjourned
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