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Define-XML v2.0 (March 2013)
• Draft Define-XML v2.0  Final Define-XML v2.0



 

Schema: Minor Changes Only


 

Stylesheet: Major Improvements


 

SDTM & ADaM samples based on Define-XML v1.0 samples
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Terminology Update 12-Apr-2013
• SDTM
• SEND
• Questionnaires



 

New terms


 

Deleted terms (no copyright permission)

• Clinical Data Element Glossary 
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Therapeutic Area Standards Development

• New Process
• Pilot: Asthma
• Use of concept maps

• Taped Webinar on TA Asthma available on YouTube
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Other Updates since February
• Polycystic Kidney Disease TA User Guide



 

Version 1.0 for Provisional Use (Feb-2013)

• SDTM v1.3/SDTMIG v3.1.3 Metadata Spreadsheet


 

Available in the Member's Only Area (Mar-2013)

• OpenCDISC v1.4 (Mar-2013)

• FDA/PhUSE CSS (Mar-2013)


 

Study Data Reviewer's Guide Template

• Technical Plan Project Schedule (Mar-2013)
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Coming Soon: 
Draft SDTM IG 3.1.4 Batch 3

• SDTM v1.4
• Associated Persons Guide
• New material related to exposure
• Other new domains

• Final SDTMIG v3.1.4 is planned for this summer
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