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Major Updates to Domains

Sources: 
CDISC German UN WIKI: https://wiki.cdisc.org/pages/viewpage.action?pageId=136094764
https://www.pinnacle21.com/blog/exploring-changes-sdtmig-34-adamig-13

Many other changes, e.g.:

- Label Changes (e.g. DA: Drug Accountability -> 

Product Accountability)

- Structural Definition Changes

- Variables added, others removed, others with 

expanded use…

https://protect-eu.mimecast.com/s/oAawCL86EfkgzlR5fBQr7l?domain=wiki.cdisc.org
https://protect-eu.mimecast.com/s/oAawCL86EfkgzlR5fBQr7l?domain=wiki.cdisc.org
https://wiki.cdisc.org/pages/viewpage.action?pageId=136094764
https://www.pinnacle21.com/blog/exploring-changes-sdtmig-34-adamig-13
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Subject Visits (SV): Actual vs Planned Visists

Revision History in SDTM IG v3.4 (Appendix E): 

Subjects who screen fail, withdraw, die, or otherwise discontinue study participation will not have records for 

planned visits subsequent to their final disposition event.

Impact on Date of 

Visit CRF!
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SV New Variables

New Variables: Based on Regulatory Needs*

* FDA Technical Conformance Guide: It is the current preference of the Agency that for all clinical studies, not limited to those impacted by COVID-19, subject visit data for 

scheduled (whether or not they occurred), and unscheduled visits be submitted in one single dataset structured as the current CDISC Subject Visits (SV) domain. It is also 

Agency preference that three non-standard variables (NSVs) for missed visits, --REASOC (Reason for Occur Value), --EPCHGI (Epi/Pandemic Related Change Indicator), and --

CNTMOD (Contact Mode), outlined in the CDISC document “Guidance for Ongoing Studies Disrupted by COVID-19 Pandemic” be included within the SV domain and not within 

the supplemental SUPPSV domain or in other SDTM datasets. Submitting subject visits information in one single structured dataset allows both the human and technology 

consumer of this information to operate efficiently and with confidence that all visit data are considered during regulatory review. 

Example from SDTM IG
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News for IS

More, and more 

specific variables

Change in Scope of Use:
•Previous: assessments that describe whether a therapy provoked/caused/induced an immune response

•v3.4: immune response upon an antigen stimulation or encounter (incl. Anti-Drug-Antibody Data/ADA Data)



6

Previous PGx IG v1.0 deprecated with SDTM IG v3.4

• GF Domain: Genomics Findings (GF)

➢ Many specific variables for representing genomics data

• BE Domain: Biospecimen Events (BE)

➢ Specimen Tracking Data

• BS Domain: Biospecimen Findings (BS)

➢ Data related to specimen handling

➢ BSSPEC depends on the type of sample:

– For genetic samples, use GENSMP codelist

– For non-genetic samples, use SPECTYPE codelist

News for GF (1/2)
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– Example GF Domain

– Example BE Domain

– Example BS Domain

News for GF (2/2)
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