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Coincidentally…
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• ADaM example in the Define-XML v2.1 package

Introduction

• Context 

• Applicable Standards

• Subclass

• Define-XML CT

• Origin (Type and Source)

• More efficient references for external documents

Relevant Updates

• Origin

• HasNoData

Updates to check out for SDTM

Agenda
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ADaM Example in Define-XML v2.1 

ADaM define.xml example from the ARM-for-Define-XML package
updated according to

- ADaMIG v1.1
- Define-XML v2.1

Look and feel similar as enhanced Define-XML v2.0 stylesheet developed by a PHUSE WG
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Context and Applicable Standards
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Dataset Metadata Referencing the 
Applicable Standard



7

CTs Referencing the Applicable Standards
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New Information: SubClass

Unfortunately not a valid example anymore… 

To account for this:
Define-XML v2.1 

Attribute def:Class
becomes an element 
in Define-XML v2.1



The ADaM Use Case for SubClass
Monika Kawohl

Extract from a CDISC Webinar



Background
• ADaM defines 3 Standard Data Structures

• Other analysis datasets which adhere to the ADaM fundamental principles and naming conventions,
but are not ADSL, BDS or OCCDS, are specified as Class="ADAM OTHER"

• For a given study analysis, there are typically multiple ADaM datasets of Class BDS or OCCDS

• ADaM does not define standard dataset names (exception: ADSL) 

ADaM Standard Data Structures Identified in Define-XML via a Class value of …

ADSL SUBJECT LEVEL ANALYSIS DATASET 

BDS BASIC DATA STRUCTURE

OCCDS OCCURRENCE DATA STRUCTURE

Extract from a CDISC Webinar



Use Cases
• There is currently no way to identify specific applications of these classes, e.g.,

• BDS dataset for time-to-event (TTE) analysis

• OCCDS dataset for adverse event analysis 

STUDYID USUBJID PARAMCD PARAM AVAL ADT STARTDT CNSR EVNTDESC …

ABC ABC_101 TTDEATH Time to
Death (days)

15 15JAN2018 01JAN2018 0 Death

STUDYID USUBJID AESEQ AEDECOD AEBODSYS ASTDT AENDT AESER …

ABC ABC-102 5 Headache Nervous
system

02JAN2018 03JAN2018 Y

Sample TTE dataset

Sample adverse event analysis dataset
Subclasses adhere to the definition of the
"Parent" Class but have additional 
requirements and rules to be considered. 

➢ Subclasses facilitate validation

Extract from a CDISC Webinar



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

• SubClass is considered metadata → need a standard place for it in Define-XML

• Controlled Terminology CT(s) for valid values 
• Dependent on "parent" Class

• Collaboration between ADaM team and Define-XML team

• CTs may grow over time 

• ADaM documents in the pipeline may have use cases for SubClass, too.

• Work in progress
• ADaM Define-XML v2.1 example including SubClass

• Definition of SubClass in a suitable ADaM document 

Extract from a CDISC Webinar



CTs Requested Regarding SubClass

Extract from a CDISC Webinar
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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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<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"/>

</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"/>

</def:DocumentRef>

</def:CommentDef>

More efficient external document references

Additionally available now: Attribute Title for element def:PDFPageRef
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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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Origin (Type) => Origin (Type + Source)

More complex for SDTM



18

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

Monika Kawohl

Principal Statistical Programmer

E-mail monika.kawohl@mainanalytics.de
Internet www.mainanalytics.de
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