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CDISC Interchange, Europe, Call for ABSTRACTS
The European Programme Committee is now accepting abstracts for presentations and posters at the CDISC Interchange in London, United Kingdom on the 28th – 29th April 2010.
FDA / EMEA submissions 

Experience with electronic submissions;
preparation time, agency understanding & questions; FDA data submissions:
content: SDTM & ADAM & define.xml,
Transport: future transition from SAS transport files to HL7 V3 messages
Integration of standards & processes
Embedding CDISC standards (e.g. SDTM, terminology, CDASH) in your R&D process; harmonizing the processes from start to finish
CDISC ODM model
Integration of eClinical applications; storing, exchanging and archiving of CRF- and meta-data (incl. audit trail)
CDASH

Case studies, acceptance of CDASH forms by Sponsors and resulting time and cost savings 

CDISC contributions to better drug safety
Standard AE form allow better understanding at the site, results in quality AE data and adequate interpretation at sponsor and agencies

Terminology

Terminology used in CDASH-CRFs, ECGs, Central Labs, PK, and more

Protocol 
Structured protocol representation supports the entire life-cycle of clinical study protocols; interoperability for trial registration on different platforms and results reporting

EHR integration

Use of EHR data in clinical trials and safety monitoring; data exchange; data validation; regulatory requirements (e.g. Case studies; initiatives and pilots; EHR data used for regulatory submissions; EHR data used for patient recruitment or protocol feasibility)

Global standards harmonization
Political dimension (e.g. EU-countries, US-FDA-CBER-NCI-BRIDG, Asia; CEN, ISO, HL7) and agenda for the next decade
 
Medical devices as frontrunners
Device data storage and interchange within EHR, clinical studies and device development using CDISC standards (incl. RFD technology)

CDISC SHARE
CDISC Shared Health And Clinical Research Electronic Library

Other topics around CDISC Standards
Feel free to submit your experience with one of the models or standards, its implementation or implementation planning
NEW FORMAT - POSTER PRESENTATION

In addition to the oral presentations of 20-30 minutes there will be a poster exhibition in the conference area. These posters will be presented by their authors on the second day of the conference and displayed throughout the conference. Please make sure you indicate on your abstract submission form your preference for either ‘poster’ or ‘oral presentation’ or ‘no preference’. A prize will be awarded for the best oral presentation and the best poster.
ABSTRACT SUBMISSION

The deadline for submission of abstracts is 16th December 2009. Abstracts should be a page in length, using the attached Microsoft Word document as template, and sent via email to WSumma@omnicomm.com. Abstracts must include the name of the author/presenter, company or affiliation name and contact details consisting of postal address, phone number, fax number and email address.

CONFERENCE FORMAT

The main conference will commence on 28th April and run through to the end of 29th April. Additional training sessions will take place on 26th – 27th April and on 30th April. These sessions will consist of a combination of workshops given by industry experts along with official CDISC training courses.
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WE LOOK FORWARD TO YOUR CONTRIBUTION!
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