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Regulatory support … and requirement
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Context and Applicable Standards

def:Context
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Dataset Metadata Referencing the 
Applicable Standard
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CTs Referencing the Applicable Standards
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New Information: SubClass
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New Information: SubClass

• Note: There is no requirement that a SubClass is defined for every ADaM dataset. 

• Defined in 
• Define-XML Controlled Terminology

• Dependent on "parent" Class

• CTs may grow over time 

• ADaM documents (examples):

• ADVERSE EVENT defined in OCCDS IG 1.1

• For TIME-TO-EVENT CDISC ADaM BDS TTE analysis document available + ADaMIG 1.3
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Side Tour: Define-XML CT

https://www.cancer.gov/research/resources/terminology/cdisc#define-xml-terminology

https://www.cancer.gov/research/resources/terminology/cdisc#define-xml-terminology
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Origin (Type) => Origin (Type + Source)

More complex for SDTM
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SDTM  Origin – Type and Source Combinations
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• Mark with def:HasNoData=“Yes” and explain via a Comment if data are missing

• Dataset

• Variable

• Value-level, e.g.,
QNAM value for “Other specify” is not available in the respective SUPP dataset
because option other has never been selected

Attribute def:HasNoData (SDTM)



Thank You!

Questions?

Contact Details

Steffen Müller

Principal Statistical Programmer

E-mail steffen.mueller@mainanalytics.de
Internet www.mainanalytics.de
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mailto:steffen.mueller@mainanalytics.de%0b
http://www.mainanalytics.de/
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<def:CommentDef OID="COM.ADSL">

<Description>

<TranslatedText xml:lang="en">Screen Failures are excluded since they are not needed for this study analysis. See referenced dataset creation program and ADRG</TranslatedText>

</Description>

<def:DocumentRef leafID="LF.ADSL.PGM"/>

<def:DocumentRef leafID="LF.ADRG">

<def:PDFPageRef PageRefs="6" Type="PhysicalRef"  Title="MoreSpecificDescription1"/>

</def:DocumentRef>

</def:CommentDef>

<def:CommentDef OID="COM.ADQSADAS">

<Description>

<TranslatedText xml:lang="en">See referenced dataset creation program and ADRG</TranslatedText>

</Description>

<def:DocumentRef leafID="LF.ADQSADAS.PGM"/>

<def:DocumentRef leafID="LF.ADRG">

<def:PDFPageRef PageRefs="Section2.1" Type="NamedDestination“ Title="MoreSpecificDescription2"/>

</def:DocumentRef>

</def:CommentDef>

More efficient external document references
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<def:CommentDef OID="COM.ADSL">

<Description>

<TranslatedText>Screen Failures are excluded since they are not needed for this study analysis. See Analysis Data Reviewer's Guide, page 6.</TranslatedText>

</Description>

<def:DocumentRef leafID="LF.ADRG">

<def:PDFPageRef PageRefs="6" Type="PhysicalRef"/>

</def:DocumentRef>

</def:CommentDef>

<def:CommentDef OID="COM.ADQSADAS">

<Description>

<TranslatedText>See referenced dataset creation program and Analysis Data Reviewer's Guide, Section 2.1</TranslatedText>

</Description>

<def:DocumentRef leafID="LF.ADQSADAS.PGM"/>

<def:DocumentRef leafID="LF.ADRG">

<def:PDFPageRef PageRefs="Section2.1" Type="NamedDestination"/>

</def:DocumentRef>

</def:CommentDef>

Compare respective documentation 
needs in Define-XML v2.0
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