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Background

• SDTMIG v4.0 will be the next version after SDTMIG version 3.4

• Major revision

• Scoping of project began in 2020

• Major scope changes have been reviewed for feedback at various intervals 
by different stakeholder and governance groups, including:

• CDISC’s Global Governance Group (GGG) Meetings

• CDISC Advisory Council (CAC) Meetings

• FDA through the CDISC Technical Leadership Committee (TLC) 
Meetings
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• METADATA RESTRUCTURING

• REORGANIZATION AND REWRITE OF 
SECTIONS 1-4



Metadata Restructuring

• Description:
• Project to restructure each domain specification table

• Rationale: 
• To match the metadata structure in SDTM v2.0 and to parse out overloaded 

columns of text

• Benefits: 
• Better organized

• Include more informative labels

• Split out  metadata that were mixed into one column

• Move assumptions from CDISC notes to the Assumptions section
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Metadata Restructuring

• Old Structure

• New Structure
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Reorganization and Rewrite of Sections 1-4

• Description: 
• Sections 1-4 were rewritten to accommodate restructuring of the metadata tables, 

to add more clarity, improve the content’s organization, and to ensure that general 
assumptions are consistent, and in one place, rather than dispersed within 
the CDISC notes for every domain’s specification tables.

• Benefits: 
• Clearer and better-organized text within the SDTMIG.
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NEW DOMAINS



Demographics for Multiple Participations
(DC) Domain

• Description: 
• A special-purpose domain that includes a set of standard variables that describe 

each participation of a subject in a clinical study (e.g. where subjects can re-
screen or participate in the same study more than once)

• Rationale:
• Clinical trials have historically handled multiple subject instances using different 

approaches

• Guidance for how to handle this type of data was provided in the FDA sdTCG in 
Oct 2018

• Benefits: 
• Facilitates review through a standardized approach for submitting data for 

multiple subject instances.
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Event Adjudication (EA) Domain

• Description: 
• The Event Adjudication (EA) domain is used to represent data about the 

adjudication of events using the Findings About subclass

• Rationale: 
• Clinical trials have historically handled mapping adjudication data using different 

approaches and it wasn't addressed in the SDTMIG.

• Benefits: 
• Provides a standard domain that expands upon the PHUSE paper from 2019, 

which is a similar approach described in the FDA "Technical Specification for 
Submitting Clinical Trial Data Sets for Treatment of Nonalcoholic Steatohepatitis 
(NASH), 2022"
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EA Domain Use Case

• This example depicts the adjudication of a study endpoint.
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Gastrointestinal System Findings (GI) Domain

• Description: 
• A findings domain that contains physiological and morphological findings related 

to the gastrointestinal system, including the esophagus, stomach, small and large 
intestine, anus, liver, biliary tract and pancreas.

• Rationale: 
• This domain is used to represent results and findings of gastrointestinal 

diagnostic procedures.

• Benefits: 
• To support use cases from a variety for Therapeutic Area User Guides
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GI Domain Use Case
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VARIABLE CHANGES



New Variables
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Protocol Deviations (DV) Domain Changes

• Description: 
• Further standardization of the DV domain and related terminology in order to align 

with TransCelerate's Protocol Deviation Data Collection Optimization Initiative. 
Provides a new variable to capture DV classifications e.g. Important vs Non-
Important.

• Impacts: 
• New variable (DVCLASI).

• New controlled terminology for DVCAT and DVDECOD being evaluated.

• Benefits: 
• Improve the industry standard for submitting protocol deviation data in SDTM for 

the support of FDA's Bioresearch Monitoring program (BIMO).
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Protocol Deviations (DV) Domain Example
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Removed Variables

• --BLFL removed from both SDTM v3.0 and SDTMIG v4.0

• Previously, identifying a 'baseline' record to be flagged by --BLFL was operationally difficult:

▪ Sponsors would either leave the baseline flag value blank or flag a record to approximate the true baseline 
value.

• Last Observation Before Exposure Flag (--LOBXFL) provides a more defined algorithm for derivation:

▪ --LOBXFL is an indication that the record is the last non-missing baseline assessment prior to the date and time 
of first protocol specified treatment exposure.

▪ First introduced in SDTMIG v3.3, --LOBXFL is present in domains that previously contained --BLFL.

• To be consistent with restrictions reflected in SDTM v3.0:
• --MODIFY and --BODSYS were removed from Findings

• --PORTOT was removed from Events and Interventions
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CHANGING SUPPLEMENTAL QUALIFIERS 
TO NON-STANDARD VARIABLES



Non-Standard Variables (NSV) replaces Supplemental 
Qualifiers 

• Prior to SDTMIG 4.0 non-standard variables, variables not defined within a 
domain structure were mapped to SUPP.

• SUPP datasets have a vertical structure and need to be transposed before 
appending to the parent dataset. 

• The structure of the new NS-- datasets is horizontal which will make it much 
easier for reviewers to join the data back to the parent. 

• NSVs can have defined variable level metadata in addition to value level 
metadata.

• NSVs can now be a numeric datatype; SUPP only allowed for character 
values.

22
#ClearDataClearImpact



AE Example: Comparing SUPPAE to NSAE
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Always character

Can be character or 

numeric



TIMELINES



Progress and Milestones

• CDISC Standards Timelines & Scope Changes:
• https://www.cdisc.org/standards/timeline
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Month/Year Tasks

Oct 2021 – Mar 2025 Development of Draft Standards

Apr 2025 Internal Review

May 2025 – present Internal Review Comment Resolution

Q4 2025 Public Review Targeted to Begin*

* Pending review and resolution of remaining Internal Review comments

https://www.cdisc.org/standards/timeline


Questions?
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