
German speaking CDISC User Group Meeting
15-Mar-2016, Gruenenthal Aachen

Define.xml v1.0 

Header, Study and MetaDataVersion Sections

Markus Stoll



German speaking CDISC User Group Meeting | 15-Mar-2016, Gruenenthal Aachen

ODM Versions – where it all began…
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define.xml v1.0

define.xml v2.0
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ODM Version vs Define.xml Specification

On CDISC.org published Versions…
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ODM Published

1.3.2 ??? 2013

1.3.1 ??? 2010

1.3 May 2010 (2006?)

1.2.1 Jan 2005

1.2 Jan 2004

1.1 Apr 2002

Define.xml Published

2.0 Apr 2014

1.0 Feb 2005

?

…and SDM-XML (Study/Trial Design Model)

…and Dataset-XML (Study/Trial Design Model)

How does all fit together?
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Define.xml Header Section

4



German speaking CDISC User Group Meeting | 15-Mar-2016, Gruenenthal Aachen

ODM XML Header Section (CRT-DDS-1-0-0*)
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ODM Root Attributes Status Description

FileType Required Type of transmission. Valid value is "Snapshot". 

FileOID Required An unique identifier for this file. See the ODM Specification for 
a discussion of FileOID recommendations. 

CreationDateTime Required Date and Time when the define.xml file was last modified 
(datetime). 

PriorFileOID Optional Reference to the previous file (if any). 
Relevant if FileType would be “Incremental” as e.g. for CDISC-LAB Model)

ODMVersion Required The ODM Version number
For define v1.0 always “1.2” and for define.xml v2.0 always “1.3.2”

Originator Optional The organization that generated the define.xml file
So far not used, but should be used if external data provider envolved.

SourceSystem Optional The computer system, database management system, etc. 
that is the source of the define.xml information. 

SourceSystemVersion Optional The version of the "SourceSystem" above. 

ODM Child Element

Study Required A logical collection of domains included within a submission. 

* CRT-DDS = Case Report Tabulation Data Definition Specification 
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Define.xml Header Section
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(plus NCI CT-Version? Or better Sponsor Standard version?
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MetaDataVersionAttributes

OID Required The unique ID of the MetaDataVersion

Name Required Name of the MetaDataVersion

Description Required The description of the data definition document (e.g. 
"Study <insert>, Data Definitions").

def:DefineVersion Required The define.xml schema version used (e.g., "1.0.0")

def:StandardName Required Short name of the MetaDataVersion (e.g., "CDISC 
SDTM", "CDISC SEND", "CDISC ADaM")

def:StandardVersion Required The version of an external standard to which the data 
conforms (e.g., "3.1.0")

ODM XML Header Section (CRT-DDS-1-0-0*)
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Study Child Elements

GlobalVariables Required Contains the global variables

MetadataVersion Required The MetaDataVersion metadata

Study Attributes Status Description

OID Required The unique ID of the Study.
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Global Variables Section

8



German speaking CDISC User Group Meeting | 15-Mar-2016, Gruenenthal Aachen

ODM XML Header Section (CRT-DDS-1-0-0*)
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Global Variables Child Elements

StudyName Required Name of the study

StudyDescription Required Description of the study

ProtocolName Required The protocol Name
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Reminder - Special Characters in XML

XML has five characters that must be treated specially depending on where 
they appear in a document; that is, in some places they may not occur in 
their symbol form since they carry special meaning in XML. 

Check any text (derivation rules etc.) before copy!

The five special characters are: 
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Ampersand & � &amp;

Apostrophe ‘ � &apos;

Quote “ � &quot;

Less than < � &lt;

Greater than > � &gt;



German speaking CDISC User Group Meeting | 15-Mar-2016, Gruenenthal Aachen

Markus Stoll
Senior Data Standards Manager

emailto:m@rkus-stoll.de

Thank You
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