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Study data validation helps to ensure that the 
study data are compliant, useful, and will  

support meaningful review and analysis 

 

Study Data Validation Rules 
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https://www.cdisc.org/standards/foundational/sdtmig 
 

Study Data Validation Rules 

SDTMIG Conformance Rules (including a user guide) 

 
 

 

SDTM Implementation Guide v3.2/SDTM v1.4 
 

https://www.cdisc.org/standards/foundational/sdtmig
https://www.cdisc.org/standards/foundational/sdtmig
https://www.cdisc.org/standards/foundational/sdtmig
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https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/def
ault.htm 
 

Study Data Validation Rules 

FDA Business Rules 

 
 

 

FDA Validator Rules 

FDA Study Data Technical Conformance Guide 
 

https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
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http://www.pmda.go.jp/english/review-services/reviews/advanced-
efforts/0002.html 
 

Study Data Validation Rules 

PMDA Study Data Validation Rules 
 

 

Technical Conformance Guide on Electronic Study Data 
Submissions 

http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
http://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
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Study Data Validation Rules 
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Pinnacle 21 Validator 

 2 applications: 

 

 

 Rules developped in the tool 
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Pinnacle 21 Community - Validation of 
 the version 2.1.3 (PMDA)/2.2.0(FDA) 
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Pinnacle 21 Community  
Validation of the version 2.1.3 (PMDA) 

 Results of the validation- dummy data created 
for each rule present in the tool 
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Pinnacle 21 Community  
Validation of the version 2.1.3 (PMDA) 
 Categories of non-compliant rules 

‒ Not checked for a specific class:  

For example: SD0022 not checked for the Events class 
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Pinnacle 21 Community  
Validation of the version 2.1.3 (PMDA) 
 Categories of non-compliant rules 

‒ Not checked for a specific domain:  

For example: SD0049 not checked for the domains DD, DS, EC, 
HO, IS, MI, MO, PR, RP, SR, SS 
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Pinnacle 21 Community  
Validation of the version 2.1.3 (PMDA) 
 Categories of non-compliant rules 

‒ Not checked for a specific variable:  

For example: SD0002 not checked for the variable USUBJID 
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Pinnacle 21 Community  
Validation of the version 2.1.3 (PMDA) 
 Categories of non-compliant rules 

‒ Rule not checked:  

For example: SD1045 
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Pinnacle 21 Community 
Validation of the version 2.2.0 (FDA) 

 Results of the validation- dummy data created 
for each rule present in the tool 
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Pinnacle 21 Community 
Validation of the version 2.2.0 (FDA) 

 Categories of non-compliant rules 

– Not checked for a specific class:  

For example: SD0012 not checked for the Findings class 
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Pinnacle 21 Community 
Validation of the version 2.2.0 (FDA) 
 Categories of non-compliant rules 

‒ Not checked for a specific domain:  

For example: SD0032 not checked for the domain DS 
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Pinnacle 21 Community 
Validation of the version 2.2.0 (FDA) 
 Categories of non-compliant rules 

‒ Not checked correctly:  
For example:CT2004  
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Pinnacle 21 Community 
Validation of the version 3.0 (FDA) 

 Change log from version 2.2.0- SDTM rules: 

– Added 142 rules from CDISC and FDA in SDTM-IG 
3.2 

– Fix algorithms for 28 rules 

... 
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Pinnacle 21 Community 
Validation of the version 3.0 (FDA) 

 New Constraint: Auto-updates 
– Controlled Terminology and Dictionary Updates 

Updates for CTs, UNII and NDF-RT (MED-RT not yet implemented in 
the application) - will automatically be available for you to choose in 
the dropdown selection within 5 business days of publication. 

– Validation Engine Updates 
Patch - bug fixes and cosmetic refinements (up to once per month) 
and New rules and standards (up to twice per year) - will be 
automatically downloaded and available for you to select in the 
Engine dropdown 

– Application Updates 
will be automatically updated when a new version is available 

=> Impact analysis of all updates 
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Pinnacle 21 Community 
Validation of the version 3.0 (FDA) 
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Pinnacle 21 Community 
Validation of the version 3.0 (FDA) 

 

 
 Results of the validation- dummy data created 

for each rule present in the tool – Rules 
already present in the version 2.2.0 
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Conclusion 

 Difficulties to validate the rules: 

‒ Some of the rules are not clear  

‒ You can't see how the rules were implemented in 
the software 
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Conclusion 

 Validation of the New rules in Pinnacle 3.0 

 Development of the non-conformant rules to 
validate the database and insert the issues 
reports in the csdrg 

 Question: Difference between rules in 
Pinnacle 21 Community and in Pinnacle 21 
Enterprise? 
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