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Lugano, 17 March 2008
CDISC Italian-Speaking User Group Meeting 
16th May, 2008, 
SAS Institute

Via Carlo Roberto Darwin, 20/22
Milan (Italy)

Dear Madam or Sir, 

On behalf of the European CDISC Coordinating Committee (E3C), we would like to invite you to the second Italian-speaking CDISC User Group Meeting
16th May, 2008
9:30 a.m. – 4:30/5:00 p.m. 
Location:

SAS Institute

Via Carlo Roberto Darwin, 20/22
Milan, Italy
The focus of the meeting will be on SDTM theory and implementation.  Attendees will learn the theory behind SDTM and the format of data that will be required for submission to the FDA. Implementation of SDTM in SAS environment and other implementation experiences will be presented.
On the following page you will find the agenda. 
To register for this user group meeting please send the registration form by e-mail to Shirley Williams, CDISC, VP Finance & Administration, US, [swilliams@cdisc.org]. A small charge is being made to cover costs.
For any information, please contact Annamaria Muraro (+41 91 98 52121, 
amu@helsinn.com).
We look forward to seeing you in Milan and we hope to have a fruitful exchange of information about the SDTM implementation.
Best regards,
Annamaria Muraro
CDISC Italian User Group

Agenda

16th May, 2008
9:30 am – 04:30/05:00 pm
Location: 
SAS Institute

Via Carlo Roberto Darwin, 20/22
Milan (Italy)

	Topic
	Speaker

	Welcome coffee (9:00-9:30)
	

	Welcome (9:30)
	

	Helsinn Healthcare Welcome –  5min
	Annamaria Muraro 

	SDTM Theory (9:35-10:45)
	

	Introduction of SDTM Theory, and the relation of SDTM to other CDISC models
	Niels Both, CDISC E3C, 
Lundeback, Danmark

	Coffee break (10:45-11:10) 
	

	Generation of SDTM  (11:10:12:45)
	

	SDTM Implementation: points to consider when utilizing SDTM as data model, when converting legacy data to SDTM and when submitting SDTM data to FDA

	Niels Both, CDISC E3C, 

Lundeback, Danmark

	Lunch (13:00-14:00)
	

	SDTM Application (cont 14:00:16:30/17:30)
	

	SAS offers technology to facilitate working with CDISC standards : the metadata perspective (45min)
	Mark Lambrecht, SAS Belgium

	The application of STDM in a no-profit and disease specific organisation (40min)
	Angelo Tinazzi, SENDO Italy

	Coffee break (15:30-15:45)
	

	Implementation of SDTM: the Helsinn experience (30min)
	Annamaria Muraro, Helsinn Healthcare

	Open discussion
	All

	Summary and next  UG activities – 10 min
	Annamaria Muraro


SAS Institute

Via Carlo Roberto Darwin, 20/22
Milano
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Per raggiungere la sede:

Con i mezzi pubblici:
Linea Metropolitana 2 (Verde), Fermata Romolo; uscita Viale Liguria; la sede SAS è raggiungibile a piedi. Linee Filoviarie 90 (Direz. Lotto) o 91 (Direz. Isonzo), fermata Belfanti.
In auto:
Tangenziale Ovest di Milano, uscita Genova/Milano Viale Liguria; proseguire in direzione Milano, in Piazza Maggi proseguire per Via La Spezia, in Piazza Belfanti proseguire per via Segantini, la prima via a destra è via Darwin.

Parcheggi disponibili nelle vicinanze:
1. PARKING TIBALDI - Viale Tibaldi, 7
2. PARCHEGGIO A RASO DI ROMOLO - Via Imperia
3. PAVESE PARKING - Via Alzaia Naviglio Pavese, 102
Hotel convenzionato per pernottamento
(citare "Convegno SAS-User Group CDISC del 16.05): 
A Art Hotel Navigli 1a cat. (****)

Via Fumagalli, 4

Tel. 02 89410530

Tariffa: Euro 135/notte con 1^ colazione

info@arthotelnavigli.com 
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