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Lugano, 17th September, 2007

CDISC European Italian-Speaking User Group Meeting - 16th November, 2007 at Hotel Galles, Milan (Italy)

Dear Madam or Sir, 

On behalf of the European CDISC Coordinating Committee (E3C), we would like to invite you to the first Italian speaking CDISC User Group Meeting
16th November, 2007
10:00 a.m. – 4:30/5:00 p.m. 
Hotel Galles,
Piazza Lima 2, 20124 Milano, Italy
Information about the location: www.galles.it
The objective of these user groups is to provide an effective exchange platform for users and potential users of the CDISC standards. 

Helsinn has offered to organise the first meeting and with this email we gladly invite you to the face to face kick-off meeting of the Italian Speaking CDISC User Group. 
On the following page you will find the final agenda. 
Please register for the user group meeting with Rosaria D’Elia (rdel@helsinn.com) or by fax +41 91 985 21 95 until 31st October, 2007. Participation is free of charge.

We look forward to seeing you in Milan and to have a helpful exchange of information about the important process of standardisation in clinical research.
Best regards,
Annamaria Muraro
Ann-Sofie Bergstrom
CDISC Italian User Group

Final Agenda

16th November, 2007

10:00 am – 04:30/05:00 pm
Location: Hotel Galles, Milan (Italy)
	Topic
	Speaker

	Breakfast (09:30-10:00) 
	

	Welcome (10:00)
	

	E3C Welcome Note – 10 min
	Ann-Sofie Bergstrom 

	Welcome address – 10 min
	Ann-Sofie Bergstrom

	CDISC Overview and roadmap (10:20)
	

	Presentation of CDISC goals, activities and roadmap – 40 min
	Wolfgang Summa

	Introduction to CDISC Models (11:00 – 12:30)
	

	Study Data Tabulation Model (SDTM) – 30 min
	Annamaria Muraro – Helsinn 

	SDTM and Oracle Clinical – 30 min
	Paolo Morelli - CROS

	Operational Data Model (ODM) – 30 min
	Philippe Verplancke

	Lunch (12:30-13:30) 
	

	Introduction to CDISC Models (cont. 13:30 – 14.30)
	

	Standard Case Report Form: CDASH project– 30 min
	Isabella Montagna – GB Pharma

	Analysis Data Model (ADaM) – 30 min
	Annamaria Muraro – Helsinn

	Italian CDISC User Group (14:30 – 16:30)
	

	Presentation of the CDISC User Group Starter Kit – 
30 min
	Wolfgang Summa

	Coffee break – (15:00 -15:15) – 15 min
	

	Italian CDISC User Group (cont. 15:15 – 16:30)
	

	Open discussion about the future topics, actions and time schedules of the Italian CDISC user group

and Q&A – 60 min
	All

	Conclusion – 15 min
	Ann-Sofie Bergstrom 
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