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CDISC	MISSION	STATEMENT:	
	

	
CDISC is a global, open, multidisciplinary, non-profit organization that has established 	
	
standards to support the acquisition, exchange, submission and archive of clinical research 	
	
data and metadata. The CDISC mission is to develop and support global, platform-	
	
independent data standards that enable information system interoperability to improve 	
	
medical research and related areas of healthcare.  CDISC standards are vendor-neutral, 	
	
platform-independent and freely available via the CDISC website.	
hJp://www.cdisc.org 	
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v Why Define.xml is important?	

v Standard for providing Case Report Tabulations Data Definitions in an	
         XML format for submission to a U.S. Food and Drug Administration (FDA). 	

v define file as a container of metadata (and table of contents) that describes all of the data and analysis that a 
submission contains. While it is a machine readable file	

v Describe the format and content of the submiJed SDTM,SEND, and AdaM datasets	

v Avoids unnecessary queries.	

v To increase the level of automation and improve the efficiency of the Regulatory Review process, define.xml 
can be used to provide the Data Definition Document in a machine-readable format. The formal name for this is 
the Case Report Tabulation Data Definition (CRT DD)specification. 	
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XML	Technology?	
v There are three different types that work together in XML Technology	

v Schema		
v Defini:on	and	declara:on	of	elements	and	their	a=ributes	file	with	extension:	.XSD		

v XML	file		

v Descrip:on	of	data	and	metadata	in	machine-readable	format	using	the	elements	defined	in	
the	schema	file	with	extension:	.XML		

v Style	sheet		

v Defini:on	of	the	layout	in	a	browser	tool	for	the	human	readable	representa:on	of	the	XML	
file,	file	with	extension:	.XSL		
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SpecificaAons	for	Define	.xml	

v  Dataset definitions 	

v  Dataset variable definitions 	

v  Controlled Terminology definitions 	

v  Value list definitions 	

v  Links to supporting documents 	

v  Computational method definitions 	

v  Comments definitions 	
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Define.xml	contains	metadata	and	is	machine	readable	
Define.xml	opened	without	using	XSL	
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Define.xml	Opened	when	XSL	is	present	in	the	Same	Folder.	
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Variable	Level	Metadata	
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Controlled	Terminology	:		
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Value	Level	Metadata	
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Define-XML	Document	Structure		
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v Difference	between	V_1.0	and	V2.0	of	define.xml	

Version : 1.0	

v CDISC Study Data Tabulation Model Implementation Guide (SDTM-IG) 	

v Non- complaint structure.	

v Missing or incomplete value level metadata(CRF, controlled terminology and derivations)	

v Many deficiencies are due to limitations in Define.xml version 1.0	

Version : 2.0	

v Version 3.1.2 of the CDISC Study Data Tabulation Model Implementation Guide (SDTM-IG) 	

v  Version 2.1 of the CDISC Analysis Dataset Model (ADaM) 	

v  Version 1.0 of the CDISC Analysis Dataset Model (ADaM) Implementation Guide (ADaM-IG) 	
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Open	CDISC	Validator	-	Pinnacle	21	
In this example, we are now ready to start the validation of the AE SDTM file. Click the start 

buJon.  	

When the validation is complete, you will receive an information window providing you with 

how long it took for the Validator to run, the number of records read, the number of datasets 

validated, the number of messages generated  and the number of checks performed:	

At this point, you may choose to view the report or start a new session. Choose ‘View Report’. 

The report	

     will consist of 4 tabs within the Excel document: 	

     a) Dataset Summary	

     b) Issue Summary	

     c) Details and Rules.	

     The Dataset Summary tab provides a brief overview of what was encountered by the 

Validator.	
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Open	CDISC	Validator	-	Pinnacle	21	
																																																																																							conAnued…	
v VALIDATING SDTM and ADAM FILES	

v  Open the ‘opendisc-validator’ folder	

v  Double click on the client.bat file. This will bring up the OpenCDISC Validator window:	

v  Browse and select Validate Data.	

v  Choose the Format the default is XPORT. Note that the SDTM files must be in SAS Transport. or a 

delimited file. 	

v  Choose the source data by clicking on the Browse buJon on the right hand side. The following 

window will  appear once you change the directory to a location that contains SAS XPT files	

v  Highlight the SDTM file or others files you want to validate.	

v  Click to Open, The OpenCDISC Validator window will appear with the files or files you have selected   

in the  Source Data field	

v  Choose the configuration. The default for SDTM files is sdtm-3.1.2.xml.	

v   Choose the report format. The default is Excel	
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Open	CDISC	Validator	-	Pinnacle	21	
																																																																																							conAnued…	
v Validation against SDTM 1.4 model and SDTMIG v3.2	

v Validation of Define-XML v2.0	

v Support for Dataset-XML format	

v Updated SEND config for FDA compliance	

v Various bug fixes and minor engine enhancements. 	

v Various updates to SDTM 3.1.3, 3.1.2, 3.1.1, and SEND 3. 	
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