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Differences between Define-XML 1.0 & Define-XML 2.0
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DEFINE-XML 1.0

DEFINE-XML 2.0
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Old ODM 1.2 infrastructure

Confusion between Define-XML
model & how it's viewed

Restricted support for Controlled
Terminology

Unable to reference CDISC/NCI
Controlled Terminology standards

Limited support for linking to specific
pages in CRFs

Interoperability nightmare

Basic support for value level
metadata & implementation

No guidance on how extensions
were used & updated

No guidance on how to describe
split domains
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New ODM 1.3.2 infrastructure

Clarification that reviewers can
view Define-XML in multiple ways

New enumerated item capability

Ability to link to standardized Controlled
Terminology & non-standard terms

Extensive linking of variables to
specific pages in an annotated CRF

Clear description of how the standards
should be used

Fully describes values for any variable in
datasets and enhances machine readability

Clearly defines what extensions
are and how they should be used

Now describes how split
domains should be represented




