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What is OpenCDISC? 
 OpenCDISC is an open source community focused on 

building extensible frameworks and tools for the 
implementation and advancement of CDISC standards 
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OpenCDISC Validator 
 Facilitates compliance with all CDISC models 

 Supports various versions of the standards  

 Provides users with control over  the validation rules 

 Supports near-CDISC, SDTM+, and sponsor defined 
standards 

 Easy to integrate with existing systems and processes 

 Based on freely-available open source technologies 
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OpenCDISC.org 
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Validator Page 
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Validation Rules Database 
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Validation Rule Details 
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Validator Architecture (SDTM) 
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Supported Input 
 SAS XPORT 

 Delimited Text 

 XML (Beta 2) 
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Validation Report 
 XML 

 Excel 

 CSV 

 HTML 
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Validator Architecture (SDTM) 
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SDTM Terminology.txt 



Configuration 
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Config.xml 

Define.xml 
structure 



Configuration 
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Config.xml 
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Validation Rule - example 
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<val:Lookup ID="CT0002" Variable="CDISCSubmissionValue == AESEV"  

From="FILE:TAB:%System.ConfigDirectory%/data/SDTM Terminology.txt“ 

Where="CodelistCode == 'C66769'"  

When="AESEV != ''"  

 

Message="Value for AESEV not found in AESEV controlled terminology 

codelist"  

 

Description="Variable values should be populated with terms found in 

'Severity/Intensity Scale for Adverse Events' (C66769) CDISC controlled 

terminology codelist"  

 

Category="Terminology"  

 

Type="Warning"  

 

Severity="Medium"/> 

Config.xml 



Validator Architecture (SDTM) 
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Validator SDTM 
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Can be SDTM, ADaM,  
SDTM+, SEND or any other 

variation of CDISC 
datamodel 



How can you contribute? 
 Individuals 

 Use the tools and provide feedback 

 Share your experience and provide requirements 

 Help with testing, development, or documentation 

 Companies 

 Collaborate on development projects 

 Contribute code or resources 
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Questions/Feedback 
 

Read paper or visit http://www.opencdisc.org for more 
details 

 

Niels Both 

S-cubed 

 

Max Kanevsky 

Founder and President OpenCdisc 
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http://www.opencdisc.org/

