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OpenCDISC Validator – what is that 
 

• Free-ware tool – used for SDTM conformance check by FDA 
• FDA: Report should be part of final SDTM submission package 

 

•  Three different modes: 
• Check SDTM datasets only (in XPT format) 
• Check define.xml 
• Check both components plus additional crossover checks 

 

• Option for different SDTM versions in place – 3.1.1, 3.1.2, 3.1.2 
amendment and 3.1.3 
 

• Output: OpenCDISC Validator Report (as Excel or CSV file) 



What is the OpenCDISC validator (2) 
 

• OpenCDISC Validator Report based on predefined checks 
• Different versions have a different set of these checks (or rules): 

• Version 1.2:    126 rules 
• Version 1.3:    243 rules 
• Version 1.4:    317 rules 
• Version 1.4.1: 543 rules  (most new checks are for QS domain and the QS-CT) 

 

• Two different group of checks: 
• CT checks for correct use of SDTM Controlled Terminologies 
• SD checks for syntax and (partially) semantic 

 

• Each rule has an unique code 
• …and an explanation what it is about 



What is the OpenCDISC validator (3) 
 

• Examples 
• CT checks: 

 
 
 
 
 

• SD checks: 
 

 
 

 



OpenCDISC Validator - how to read the output 
 

• Report contains 3 level of details: 
• Dataset Summary 

 
 

• Issue Summary (per domain) 
 
 

 
• Details 

 
 

 



OpenCDISC Validator - how to read the output (2) 
 

• “Dataset Summary” is only for general overview 
 

• “Issue Summary” is the main working area 
• Check all messages 
• Check all lines and find the “reason” for this issue: 

• Is it a data issue? If yes, then report it to the CDA for resolution 
• Is it a programming issue? If yes, then report it to the SDTM programmer 
• Is it based on a sponsor specification? If yes, then this is “acceptable” 

• FDA expects to get a comment to each line of the report 
 

• “Details“ gives you the information what might be wrong 
 

• “Rules” defines the logic behind a check 
 

 

 



What you have to do with that output 
 

• Add an additional column in the report and add your comments about all 
issues: 
 
 

 



The limits of the OpenCDISC checker 

• OpenCDISC Checker is no „magic bullet“ 
• Is not able to check the content for free text fields –  

e.g. AETERM  =>  does not find typos or wrong entries as „AE1“ 
• Needs review of the different issues, example: 

 
 
could be a not defined entry – so an Error 
…or: that message flags an Unscheduled Visits that is not part of the 
planed visits structure in Trial Design – so all ok 
 

• Another problem: SDTM is planned for clean, locked studies 
• Some messages appear due missing information, which could not be 

in place at the moment, e.g. end of study date per subject 
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Thank you 
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