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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

‣Guidance for using custom domains

‣Custom domains used per version of SDTMIG

‣Patterns of use

‣Challenges in knowing where data should be mapped

‣Impact of using custom domains

‣Conclusion



INTRODUCTION



REGULATORY GUIDANCE - CUSTOM DOMAINS

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

*PMDA’s Technical Conformance Guide on Electronic Study Data Submissions, April 2022



CDISC GUIDANCE FOR USING CUSTOM DOMAINS

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29

‣ Establish a domain of a common topic…

‣ Do not create separate domains based on time…

‣ How collected data are used (e.g., to support analyses and/or efficacy endpoints) must not result in the 
creation of a custom domain…

‣ Data that were collected on separate CRF modules or pages may fit into an existing domain…

‣ If it is necessary to represent relationships between data that are hierarchical in nature (e.g., a parent 
record must be observed before child records), then establish a domain pair…



CDISC GUIDANCE FOR USING CUSTOM DOMAINS

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29



INDUSTRY USAGE OF CUSTOM DOMAINS



VERSIONS OF SDTMIG CURRENTLY BEING USED
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STUDIES



CUSTOM DOMAINS USED PER VERSION OF SDTMIG
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CUSTOM DOMAINS USED PER VERSION OF SDTMIG
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CUSTOM DOMAINS – MULTIPLE ENROLLMENTS

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

Regulatory Guidance:



CUSTOM DOMAINS – VISIT FINDINGS DATA

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

Regulatory Guidance:

CDISC Guidance:

*https://www.cdisc.org/kb/articles/subject-visits-and-covid-19



CUSTOM DOMAINS – PROMPT QUESTIONS

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29

CDISC Guidance:



CUSTOM DOMAINS – ADDITIONAL LAB DATA

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

*PMDA’s  FAQs  on Electronic Study Data Submission, June 2022

Regulatory Guidance:

CDISC Guidance:

*https://www.cdisc.org/kb/articles/standardized-lab-units



CUSTOM DOMAINS – ADJUDICATION DATA

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

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29

*Study Data Tabulation Model  Implementation Guide: Human Clinical Trials Version 3.4 (Final), CDISC, 2021-11-29

Regulatory Guidance:

CDISC Guidance:

PHUSE Guidance:

*Best Practices for Submission of Event Adjudication Data, PHUSE, October 2019



IMPLEMENTATION CHALLENGES AND IMPACT



CHALLENGES - KNOWING WHERE DATA GETS MAPPED

Example 1:

‣Apgar score
‣Find something related to Apgar in CT…CCCAT value

‣Find out where CCCAT is mapped to (RS domain)

Example 2:

‣ZO - Clinical Outcome dataset
‣Uses values from Disease Outcome SDTM codelist (C102578)

‣Values such as: CLINICAL CURE, CLINICAL FAILURE

‣This codelist is not listed in any IG or anything. Where does the data get mapped to using 
this codelist?



IMPACT OF NOT USING STANDARD DOMAINS

‣Goal is to make drugs available ASAP

‣Increased automation is needed for this goal

‣Manual review process is inefficient
‣Data review time is limited

‣Data quality evaluation is difficult

‣Automation relies on high quality data

‣Value of standard reporting and analysis for Reviewers increases demand for 
data quality

‣Standardized data allows early evaluation and enforcement of 
data quality
‣Customization is not standardization



IMPACT OF NOT USING STANDARD DOMAINS

‣Validation is too general on custom domains
‣Domain-specific checks not run and domain-specific codelists not checked 

properly

‣Example: Additional Lab Data

‣ In SDTMIG v3.3, there are 155 validation rules run on the LB domain, but there are only 
144 validation rules run on a custom findings domain.

‣Variables such as –TESTCD and –TEST would not be checked against the LBTESTCD and 
LBTEST codelists, even though the controlled terminology should have been used.

‣Validation might not even occur

‣Custom special-purpose domains, such as for Multiple Enrollments

‣This results in an unvalidated dataset being submitted to the regulatory agency



IMPACT OF NOT USING STANDARD DOMAINS

*https://www.pmda.go.jp/english/review-services/reviews/0002.html



CONCLUSION

‣Use of custom domains is going down with implementation 
of each new SDTMIG

‣There is always room for improvement however

‣More precise guidance should be created for some of these 
patterns of custom domain use

‣An easier way to determine where data should be mapped 
would be very useful

‣Reducing custom domain usage = more standardization = 
more automation



QUESTIONS?



KEEP IN 
TOUCH!

MBEERS@PINNA C LE21.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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