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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author and do not necessarily reflect the official policy or position of CDISC.
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• The author has no real or apparent conflicts of interest to report.
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What is a Define-XML

Definition: 

Define-XML transmits metadata that describes any tabular dataset structure. 
When used with the CDISC Foundational Standards, it provides the metadata 
for human and animal model datasets using the SDTM and/or SEND 
standards and analysis datasets using ADaM.
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Define-XML Creation at OCS Life Sciences 

• CDISC Data Conversion projects in different trial phases
• Personal experience with phase I trials

• CDISC conversion projects from start to finish
• Case Report Form (CRF) annotation through Define-XML creation

• Prior knowledge

• Check and update existing Define-XMLs from clients
• Not involved in data conversion

• No prior knowledge
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Creation of a Define-XML

Creating a Define-XML

Updating an existing Define-XML



Creating a Define-XML

• Starting from ‘scratch’

• Involved in the CDISC conversion process

• Annotating the CRF

• Creating mapping specifications

• Do the actual programming

• Have all information needed to create our 
own Define-XML

• Pinnacle 21 Community Define.xml 
Generator

• Generate Spec

• Populates Datasets, Variables, Lengths
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Creating a Define-XML

• Starting from ‘scratch’

• But P21   Community does not complete your Define!

• Add CRF pages 

• Need to add CRF page when variable is collected within CRF

• Add value level metadata

• Need to describe differing metadata attributes for subsets of cells within a column

• Add derivation methods

• Needed for all variables that have a derived origin

• Determine the correct origin

• Tips to prepare

• Write mapping specifications that can be used as Define-XML Methods

• No use of source dataset for SDTM

• Details how data transitions from SDTM to ADaM

• Use of sections to be able to split specifications for value level
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Creating a Define-XML

• Starting from ‘scratch’

• If Excel is completed

• P21 can generate the Define-XML
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Creating a Define-XML

• Starting from ‘scratch’

• First checks can be done by P21

• Variable order and label check

• Check data types and lengths

• Correct linking of Variables and their Methods and Comments

• Correct linking Variables and Value Level

• Codelist

• Values

• NCI Codelist Codes/NCI Value Codes

• Make sure all resolvable P21   issues are resolved

• Define-XML 

• Define-XML + SDTM/ADaM datasets
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Creating a Define-XML

• Starting from ‘scratch’

• Next step: validation

• Validator ensures that 
programmer resolved 
all P21 issues

• Validator need to check 
what P21 cannot
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Creating a Define-XML

• Check in Excel

• Key Variables match sorting variables in 
programs

• Structure logical and in line with key 
variables

• Class matches specification in 
Implementation Guide

• Format of datetime and other numeric 
variables

• Number of significant digits are correct

• Mandatory column matches required 
variables in Implementation Guide

• Check in Define-XML file (browser)

• Hyperlinks to external files work correctly

• Value level is used appropriately

• Method is clear and accurate

• Decoded values are correct

• Scroll through HTML page to find ‘ugly’ things:

• Same method present at Variable and Value level

• Lack of interpunction

• Strange values in codelist
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Creation of a Define-XML

Creating a Define-XML

Updating an existing Define-XML



Updating an existing Define-XML

• Make sure an existing Define-XML is ready for submission

• Look at the submission package as a reviewer would do
• No prior knowledge

• No access to executable programs

• Connected with Data Reviewer’s Guide (DRG)

• Finding out what is meant / what is done

• Sometimes easier to fix/update what is not yours
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Define-XML is Submission Ready

• All P21 resolvable issues resolved

• Remaining P21 issues described in cSDRG/ADRG

• Large derivations are described in cSDRG/ADRG or separate document

• Correct stylesheet is present

• CDISC datasets are present in XPT format

• All referenced documents are named correctly and present
• aCRF

• cSDRG/ADRG

• Protocol/SAP
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Updating to Define-XML V2.1

What’s new in V2.1?

Challenges Define-XML V2.0 vs V2.1



What’s new in V2.1?
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• SDTM domains annotated but no data collected may be identified

• SDTMIG version identified and referenced by dataset (domain)

• CDISC controlled terminology identified and referenced by codelist



What’s new in V2.1?
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• The Class concept has been adjusted to support the addition of SubClass

• Initial use cases are:

• Identify Adverse Events Analysis datasets within ADaM Occurrence Data Structure class

• Identify Time to Event datasets within ADaM Basic Data Structure class



What’s new in V2.1?

• Representation of SDTM Origin metadata has been enhanced

• Identify the source in addition to the origin details

• To support multiple origins

• Origin on variable level is changed

• CRF and eDT are no longer available → Origin is now 'Collected’

• Source is added to support Origin

• Subject, Investigator, Vendor or Sponsor
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What’s new in V2.1?

NOTES: 

o Cells that include X

indicate that the 

combination of 

Origin Type and 

Source is not valid

o Origin 'Not Available' 

is not valid
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What’s new in V2.1?

NOTES: 

o Cells that include X

indicate that the 

combination of 

Origin Type and 

Source is not valid

o Origin 'Not Available' 

is not valid

o Source is always

'Sponsor' for ADaM 

Derived and

Assigned origin

types. For 

Predecessor, Source 

is not used.
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What’s new in V2.1?

▪ A def:Context attribute has been added to the ODM root element to indicate that 

Define-XML is for a regulatory submission

▪ Define-XML Context: Submission

▪ Define-XML Context: Other
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Updating to Define-XML V2.1

What’s new in V2.1?

Challenges Define-XML V2.0 vs V2.1



Challenges Define-XML V2.0 vs V2.1

▪ Getting used to the new definition of origin and source

▪ Assigned vs Derived

▪ Subject vs Investigator vs Vendor

▪ New Excel sheet no longer contains Where-Clause tab

▪ Create own SQL where-clause at Variable-level tab
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Tips



Tips

• Developer should also use P21 Validator for
• Define-XML

• Define-XML + datasets

• If developer has prior knowledge of CDISC conversion then get an 
independent validator

• Only use a comment when needed
• Do not add information from Implementation Guide in comment section

• Support your Define-XML with the Reviewer’s Guide

• Make sure which version of the Define-XML is needed
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Thank You!
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