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What is OpenCDISC Validator?

OpenCDISC Validator is an open source, easy to use, 

and commercial-quality tool for ensuring clinical data 

compliance with CDISC standards, including SDTM, 

ADaM, SEND, Define.xml, and others

Open source & free

Enterprise version also available

Also used by the FDA

http://www.fda.gov/forindustry/datastandards/studydata

standards/default.htm
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Usage

Can be used with command line 

http://www.phusewiki.org/wiki/index.php?title=Let_SAS

_handle_your_CDISC_compliance_check:_automating

_OpenCDISC_Validator_in_SAS

Or with Graphical User Interface
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Usage
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Results

Excel workbook containin 4 sheets

• Dataset Summary:

• Issue Summary:

• Details:

• Rules:



Nicola Tambascia – Short introduction to OpenCIDSC Version 1.5,  16th Sep 2014 6

What‘s new in Version 1.5

Validation against SDTM 1.4 model and SDTMIG v3.2

Validation of Define-XML v2.0

Support for Dataset-XML format

Updated SEND config for FDA compliance

Various bug fixes and minor engine enhancements. 

Please refer to the changelog for details.

Various updates to SDTM 3.1.3, 3.1.2, 3.1.1, and 

SEND 3.0 configs. For a complete list of validation rule 

changes please refer to the release notes.
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Facts on Version 1.5

Identification of ADaM Class not working correctly

• even if define.xml is provided

• e.g. BDS checks are run on ADAE

Uses only SDTM CT for checks against C-Codes used 

in define.xml 2.0

• ADaM CT C-Codes used in define.xml will be reported as 
errors

For support also use the Forum:

http://www.opencdisc.org/forums/sdtm

Larger update expected for 2014
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