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Disclaimer and Disclosures

• The views and opinions expressed in this presentation 
are those of the author(s) and do not necessarily reflect 
the official policy or position of CDISC.
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• {Please disclose any financial relationship or conflict of interest relevant to 
this presentation here OR}

• The author(s) have no real or apparent conflicts of interest to report.
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Define-XML v2.1
• Standards identification metadata
• Changes to Origin for SDTM
• Reimplementation of def:Class with def:SubClass



Define-XML v2.1 – Standards Identification

• Identify content 
standard(s) used by data 
definitions

• Identify all CDISC CT 
versions referenced

Each dataset definition 
identifies the standard it 
follows

New XSL Stylesheet – developed through PhUSE CSS Working Group.  

Now included in downloads of Define-XML V2. 



Define-XML v2.1 – SDTM Origin Metadata
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Identify source in addition to origin details 
(page#, derivation)

.
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Supports multiple origins when it is 
not possible to identify where clause 
criteria for value level origin definitions
.



Define-XML v2.1 def:Class and def:SubClass
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<!-- Dataset Definition (ADAE) -->
<ItemGroupDef OID="IG.ADAE"

Name="ADAE"
Repeating="Yes"
IsReferenceData="No"
SASDatasetName="ADAE"
Purpose="Analysis"
def:Structure="One record per subject per event"
def:ArchiveLocationID="LF.ADAE">
<Description>

<TranslatedText xml:lang="en">Adverse Event Analysis Dataset</TranslatedText>
</Description>
<ItemRef ItemOID="IT.ADAE.STUDYID" OrderNumber="1" Mandatory="No" KeySequence="1"/>
<ItemRef ItemOID="IT.ADAE.USUBJID" OrderNumber="2" Mandatory="No" KeySequence="2"/>

…
<def:Class Name="OCCURRENCE DATA STRUCTURE">

<def:SubClass Name="ADVERSE EVENT"/>
</def:Class>
<def:leaf ID="LF.ADAE" xlink:href="adae.xpt">

<def:title>adae.xpt</def:title>
</def:leaf>

</ItemGroupDef>

• Re-implemented as an XML  child element instead 
of an attribute.

• @Name attribute for def:Class follows CDISC 
Controlled Terminology 

• Working with Controlled Terminology to develop 
SubClass codelist. (Request has been submitted.)



CDISC News
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Formerly known as Share

• New platform based on semantic technology stack
• Linked metadata model better suited for ongoing support and 

development of CDISC standards content
• Expanded Restful API

• General release April 10 2019.

Content:

DataCollection:
CDASH 1-0
CDASHIG 1-1-1
CDASHIG 2-0

DataTabulation:
SDTM 1-2
SDTM 1-3
SDTM 1-4
SDTM 1-5
SDTM 1-6
SDTM 1.7

SDTMIG 3-1-2
SDTMIG 3-1-3
SDTMIG 3-2
SDTMIG 3-3
SDTMIG AP 1-0
SDTMIG MD 1-1
SDTMIG PGx 1-0

DataAnalysis:
ADaM-ADAE-1-0
ADaM-TTE-1-0
ADaM –OCCDS-1-0
ADaMIG-1-0
ADaMIG-1-1



Recent and UpcomingTAUGS
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Thank You!


