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Disclaimer

Any views or opinions presented in this 
presentation are solely those of the author 
and do not necessarily represent those of
Biogen Idec.
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Topics

 OpenCDISC Validator Overview

 Checks, Are They Useful?

 Understanding the Validation Reports

 How to Interpret Errors/Warnings in these Reports?

 Do All Need to be Fixed, if not, how to Document?

 Conclusion
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OpenCDISC Validator Overview (1)

 Open Source application: Java and xml

 Free tool and easy to setup (http://www.opencdisc.org/download)

 Checks/validates SDTM, ADaM, SEND and Define.xml files

 Generates define.xml (limited)

 Options for different SDTM/ADaM versions:
 SDTM 3.1.1 , 3.1.2, 3.1.3, 3.2 
 ADaM 1.0
 SEND 3.0 

 Options for define versions
 1.0 and 2.0

 OpenCDISC Validator Report (as Excel or CSV file)

 Fully configurable 

 Latest version 1.5  (Support Define 2.0 and Dataset-xml format for a complete list of 
validation rule changes please refer to the release notes.)
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OpenCDISC Validator Overview (2)
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Why Is OpenCDISC Validator Important?

 Currently used in the FDA submission checking 
process
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Modes of Validation
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OpenCDISC Checks- Are They Useful? 

 Yes, but depends on intended use
 Different users have different needs

• Data Manager – data quality checks, data point level
• Standards Group/Programmer – data integrity checks, issue level
• Project manager – overall picture, rather than details on each issue or data 

point             

 Different study life-cycle stages have different needs
• Ongoing study – when some info is blinded, some standard checks are N/A
• Companies sometimes use custom data standards (SDTM+, SDTM-like) 

and only convert to compliant SDTM before submission

 Be consistent with FDA and the rest of the industry 
- OpenCDISC Validator checks are an industry standard for

• data standard compliance
• regulatory requirements 
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OpenCDISC Validator Report (1) 

 Validator Reports are based on predefined checks
 Different versions have a different set of checks/rules 
 Four types of validation checks 

- CT Controlled Terminology 
- SD Study Data 
- DD Data Definition 
- OD Operation Data Model 

 Each rule has an unique Rule ID, Message, Description, 
Category and Severity

 The Report contains four tabs or worksheets

9



OpenCDISC Validator Report (2)
Dataset Summary

 The Dataset summary tab provides information about 
each dataset in a quick, snapshot view
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OpenCDISC Validator Report (3)
Issue Summary

 The Issues Summary tab provides a break down of the type of 
rules that have issues and how many have been reported. 
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OpenCDISC Validator Report (4)
Details

 The Details tab provides detailed information about 
errors and warnings
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OpenCDISC Validator Report (5)
Rules

 Contains a list of Rule IDs and their descriptions
 The links to each rule ID in the Issues Summary and Details 

worksheets take you to this worksheet
CT

SD
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How to Interpret the Errors/Warnings (1)

Issue  Summary Tab

Details Tab

Rules Tab

Terminology

The allowed values for AEOUT are:
- FATAL, NOT RECOVERED/NOT RESOLVED, RECOVERED/RESOLVED, 

RECOVERED/RESOLVED WITH SEQUELAE, RECOVERING/RESOLVING and UNKNOWN

14



How to Interpret the Errors/Warnings (2)

 Issue Summary Tab

 Details Tab

 AE Dataset
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How to Interpret the Errors/Warnings (3)

Issue Summary Tab

Details Tab

Dataset Values Define Values
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How to Interpret the Errors/Warnings (4)

Issue Summary Tab

Details Tab

Define
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Do All Errors/Warnings Need to Be Fixed? (1)

 Errors and warnings that CAN be fixed, SHOULD be fixed
- Define : All  Validation issues should be fixed 
- Data: Talk to your Standards group, here are some examples that should be 

fixed
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Rule ID Message

SD0002 NULL value in variable marked as Required

SD0056 SDTM Required variable not found

SD0059 Define.xml/dataset variable type mismatch

SD1005 Invalid STUDYID

SD1029 Non-ASCII or non-printable characters



Do All Errors/Warnings Need to Be Fixed? (2)

 Errors and warnings that can’t be fixed, should be 
documented and explained in the Reviewer’s Guide:
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Rule ID Message Explanation

SD0087 RFSTDTC is not provided for a 
randomized subject

The subject is randomized in error, or the subject has been 
randomized but never received any study treatment

SD0013 Begin day must be less
than or equal to end day

This error often appears for the Conmeds domain (CM), where a
conmed has a partial start date (CMSTDTC) and a complete end
date (CMENDTC).

SD0006 No baseline result in XX for subject The subject is randomized but not dosed



How to Document Validation Issues (1) 

 Document and explain all validation issues that cannot be 
eliminated in the Data Conformance Summary section of 
the reviewer’s guide (SDRG PhUSE Template). 
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How to Document Validation Issues (2) 

 Create two tables, one for errors and one for warnings:
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Rule ID Domain Compliance Check 
Description 

Rationale 

SD0087 DM RFSTDTC is not provided for a 
randomized subject

The subject is randomized in error, or
The subject has been randomized but never 
received any study treatment.

SD0013 CM Begin day must be less
than or equal to end day

The start date (CMSTDTC) has been recorded 
as a partial date and the end
date (CMENDTC) as complete date.



Conclusion

 OpenCDISC Validator is a free and easy-to-use tool

 Used universally throughout the industry and by regulatory 
agencies

 Integrate OpenCDISC Validator in your data management, 
programming and CRO deliverables processes 

 Need to build expertise on how to interpret and fix validation 
issues

 Fix all issues that CAN be fixed

 Explain issues that CAN NOT be fixed or are not applicable in 
Study Reviewer’s Data Guide
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Join us for the first ever OpenCDISC Live Forum

Register at OpenCDISC.org
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Thank you!
Majdoub Haloui
Biogen Idec
Majdoub.haloui@biogenidec.com


