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‣ More than 15 years experience in the industry 
(including Pharma, CROs, and P21)

‣ P21 Validation Rules and Standards Management

‣ SME on FDA projects for CDER and CBER



DISCLAIMER

‣The views and opinions presented here represent those of the 
speaker and should not be considered to represent advice or 
guidance on behalf of the regulatory agencies or standards 
development organizations.



AGENDA

‣Introduction
‣Study Data Validation Definition

‣Types of Validation Rules

‣Location of FDA Validator Rules

‣Details of Changes in v1.6

‣Ensuring Compliance

‣Dispositioning Data Validation Issues



INTRODUCTION
Study Data Validation Definition and Types of Validation Rules



DEFINITION OF STUDY DATA VALIDATION

*FDA’s Study Data Technical Conformance Guide, October 2022



TYPES OF VALIDATION RULES

*FDA’s Study Data Technical Conformance Guide, October 2022



LOCATION OF FDA VALIDATOR RULES



FDA VALIDATOR RULES V1.6
Changes from previous version 1.5 (published in March 2021)



NEW VERSIONS OF STANDARDS SUPPORTED

3 new versions of CDISC standards were added

SENDIG v3.1.1
‣ Added to FDA Data Standards 

Catalog v8.0 (2022-02-15)

‣ Date Support Begins: 2022-02-
15

‣ Corresponds to CDISC SEND 
Conformance Rules v4.0

‣ Published 2021-07-29

SENDIG-AR v1.0

‣ Added to FDA Data Standards 
Catalog v6.2 (2020-04-10)

‣ Date Support Begins: 2020-
03-15

‣ No corresponding CDISC 
Conformance Rules

SENDIG-DART v1.1
‣ Added to FDA Data Standards 

Catalog v7.0 (2021-03-15)

‣ Date Support Begins: 2021-03-
05

‣ Corresponds to CDISC SEND 
Conformance Rules v4.0

‣ Published 2021-07-29



NEW VALIDATOR RULES ADDED

118 new validator rules were added:

‣4 new rules added specific to SENDIG v3.1.1

‣61 new rules added specific to SENDIG-AR v1.0
‣Note: most have no Publisher ID (no corresponding CDISC Conformance 

Rules)

‣20 new rules added specific to SENDIG-DART v1.1



NEW VALIDATOR RULES ADDED

‣33 new rules added for a specific need or rules not previously 
included (medical device rules, etc.)

Rules for SDTM:

Rules for both SDTM and SEND:

Rules for SEND:



CHANGES TO PUBLISHER IDS

Publisher IDs updated for 11 rules

‣CDISC Conformance Rule IDs added to existing rules
‣2 are due to new rules added in CDISC SEND Conformance Rules v4.0 (but 

a rule already covered it)

‣7 are due to new rules added in CDISC SDTMIG Conformance Rules v2.0 
(but a rule already covered it)

‣1 is due to a rule being deprecated in CDISC SDTMIG Conformance Rules 
v2.0 

‣1 appears to be due to a missed CDISC Conformance Rule ID that has been 
corrected



CHANGES TO RULE MESSAGES

Rule Message updated for 3 rules

‣Updated to format in consistent way with other rules



CHANGES TO RULE DESCRIPTIONS

Rule Description updated for 14 rules

‣Updated to either account for reformatting or to correct minor typos



CHANGES TO SDTMIG RULE ASSIGNMENTS

Rule Assignments Added

‣SD1138 (--DRVFL='Y', when --ORRES value is populated)
‣Added to all SDTMIG versions

Rule Assignments Removed

‣SD1259 (Invalid value for SETCD)
‣Removed from SDTMIG v3.1.2, v3.1.3, and v3.2

‣SD0063 and SD0063A (SDTM/dataset variable label 
mismatch)
‣Removed from SDTMIG v3.3



CHANGES TO SENDIG RULE ASSIGNMENTS

Rule Assignments Added

‣SD1118 (Neither --STDTC, --DTC nor --STDY are populated)
‣Added to SENDIG v3.1

Rule Assignments Removed

‣SD1008 (CODTC is populated, when comment is a child 
record of another domain)
‣Removed from SENDIG v3.1

‣SD1138 (--DRVFL='Y', when --ORRES value is populated)
‣Removed from SENDIG v3.1



ENSURING COMPLIANCE



ENSURING COMPLIANCE IN ENTERPRISE

Always Use Latest Validation Engine Available
‣ Use P21 engine, but switch to agency-specific engine prior to submission

‣ Using an older (Legacy) engine will result in a warning message on multiple screens
‣ Don’t ignore these messages



ENSURING COMPLIANCE IN COMMUNITY

Always Use Latest Validation Engine Available



ENSURING COMPLIANCE

Dispositioning Your Data Validation Issues

*FDA’s Study Data Technical Conformance Guide, October 2022



KEEP IN TOUCH!

M BEERS @P INNACLE21. COM
MICHAEL BEERS

You will receive an email when the 
slides are are posted on our blog: 
www.pinnacle21.com/blog

http://www.pinnacle21.com/blog
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