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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• The author(s) have no real or apparent conflicts of interest to report.
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Controlled Terminology User Guide
A document to help users find their way in the world of CDISC 
Controlled Terminology



Controlled Terminology User 
Guide Team

• Team was formed in 2019 to evaluate and 
update the published Controlled 
Terminology User Guide drafted in 2011.

• Co-lead by Anna Pron-Zwick, Erin 
Muhlbradt, and Ward Puttemans

• Sections were outlined/refined and started 
recruiting volunteers from industry, 
regulatory, and CDISC to write the new 
version.
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Document structure
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CTUG Sections – A Walkthrough

1. Introduction
• Purpose and scope

• Intend to guide users on processes and 
considerations when adopting standards 
or optimizing processes surrounding 
controlled terminology adoption

• CT stakeholders
• Description of CT
• Why do we have CT

2. CDISC CT Development 
Process
• Change request system
• Development teams
• Public review process
• Publication
• Process timelines
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CTUG Sections – A Walkthrough

3. CDISC CT Implementation and 
Formats
• Terminology file storage and types
• Terminology metadata

• Section describes the structure of the 
controlled terminology file that is published 
by NCI each quarter

4. CDISC CT Related files
• CDISC CT change files
• Codetable mapping files
• Team rules for CDISC CT 

development
• CDISC CT requests denied
• CDISC change request tracking file
• External terminology standards 

mapping to CDISC
• Paired codelists
• Controlled terminology relationships
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CTUG Sections – A Walkthrough

5. Considerations for terminology 
management
• Version management

• Consideration for foundation standards 
and TAUG/CT versions

• What to do when terms or codelists are 
deprecated

• Submission to different regulators
• Codelist extensibility
• NCIt C-Code management
• CDISC IG conventions for sponsor-

controlled terminology
• --ALL convention for TEST codes
• The multiple convention
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Next Steps

• Team is hard at work to finalize section 5
• Will go out for internal review later this year and public review thereafter.
• We are looking forward to your feedback during these two review cycles!

Thanks to the Team! 
(Active): Anna Pron-Zwick, Erin Muhlbradt, Ward Puttemans, Barbara Lentz, Craig Zwickl, Mihaela 

Simion, Hon-Sum Ko, Trish Gleason, Aileen St. Marie, Debbie O’Neill, Elaine Hazzard, Venkat 
Lajapathirajan, Noemie Charpentier, Dinnelle Palmer, Dhananjay Thakur

(Past): Dana Booth, Staffan Palerius, Richard Phillips, Vivek Kumar, Assia Bouhadouza
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LB/MB/IS domain scope changes
A special thank you to Dr. Jordan Li and the SDS MB/IS team for 
the following slides…



LB/MB/IS Domain Scope Changes Across SDTMIG v3.2 through 
SDTMIG v3.4

IG
v3
.2 • IS domain scoped for study 

therapy-induced subject 
immune response. 

•LB domain scoped to include 
non-host microorg tests and 
other subject immune response 
assessments.

•MB domain scoped to include 
some non-host microorg tests 
used for microbial identification 
purposes only.

IG
v3
.3 • IS domain scoped for study 

therapy-induced subject 
immune response. 

•LB domain scoped to include 
other subject immune response 
assessments, it no longer 
contains non-host microorg 
tests.

•MB domain scope broadened 
to include all detection, 
identification, quantification, 
and other characteristics 
assessments of non-host 
microorg, via direct detection 
methods and indirect, induced-
host/subject immune response.

IG
v3
.4 • IS domain scoped for any 

antigen-induced subject 
immune response, not 
restricted to study therapy.

•LB domain no longer contains 
subject immune response 
assessments, or any non-host 
microorg tests.

•MB domain contains “direct” 
detection, identification, 
quantification, and other 
characteristics assessments of 
non-host microorg at the time 
of specimen testing. It no 
longer contains microorg 
induced-subject/host immune 
assessments.



Domain and variable level structure limitation for 
LB/MB/IS
• Domain Scope SDTMIGv3.2/v3.3:

• Certain kinds of immune response testing 
data were jammed into MB and LB 
domains as they were out of scope for IS.

• Suppquals were heavily used to map key 
information in both LB and MB for the 
above data.

• Heavy pre-coordination and overloading 
of info in –TEST/TESTCD variables.

• Domain Scope SDTMIGv3.4:
• New variables were created in IS to 

support all antigen-induced immune 
response data.

• Pros -> Creation of specific 
variables that support IS data and 
no overloading of Topic Variables.
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Multiple domains used to represent specimen-based 
immune response testing data

• Domain Scope SDTMIGv3.2/v3.3:
• IS domain scope limited its use to study 

therapy-induced immune response testing 
data.

• LB domain was used to contain Baseline 
immune response testing data prior to 
study treatment exposure 

• Domain Scope SDTMIGv3.4:
• All immune response testing data 

modeled in IS domain.

• Pros -> Consolidating like data into 
a single domain – easier to find and 
review.
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LB/MB/IS Domain Scope Changes Affect CDISC Controlled 
Terminology

•Remodeled in the IS domain, using IS domain standard variables including but not limited to: ISTEST-CD, 
ISBDAGNT (Binding Agent), and ISTSTDTL (Test Detail)

•CDISC will no longer publish humoral immune response antibody tests, as well as other antigen-stimulated cellular 
immune response tests, in LB and MB.

•Actual terminology changes (deprecation) will happen in Dec 2023. 

Deprecation of approximately 400 antibody TEST and TESTCD 
values from both the Lab and Microbiology domains.

•Users submitting under the IGv3.2/v3.3 should use extensible terms in LB and MB for antigen-stimulated immune 
response testing data. 

Increase in use of Extensible Terminology for a time.

• IGv3.2/v3.3, Pre-Coordination: --TEST = Neut. Respirat. Syncytial Virus IgG NT50
•IGv3.4, Post-Coordination: 
1.--TEST = Neutralizing Microbial-induced IgG Antibody
2.--BDAGNT = Respiratory Syncytial Virus
3.--TSTDTL = 50% NEUTRALIZATION TITER

Change in modeling strategies (Pre- vs Post-Coordination of 
Test CT values).

16



Additional Resource published on CDISC.org

• IS_Codetable_Mapping file: 
https://www.cdisc.org/standards/terminology/controlled-
terminology#standard__Codetable_Mapping_Files

• Knowledge Base Article: https://www.cdisc.org/kb/articles/domain-scope-
update-sdtmig-v3-4-development-history-and-difficulties-standardizing

• Public Communications:
• Interchange Presentation
• CDISC Education courses
• Webinar Archives: Controlled Terminology Updates for Q3 2022

• Email Dr. Jordan Li directly: jordan.li@nih.gov
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CT Relationships
“Relationships between published terminology codelists and 

variable metadata are not explicit enough or are incomplete in 
published IGs and TAUGs.”



Supporting Problem Statements

• The use case of Controlled Terminology has matured from simple “one variable, 
one codelist.” 

• Conditional codelists, value subsets, and other new scenarios are becoming prevalent in various 
CDISC products. We need to provide implementers information how to apply these scenarios when 
they implement the standards.

• Industry feedback tells us codetables posted on 
https://www.cdisc.org/standards/semantics/terminology are very useful to 
jumpstart implementation. 

• But to improve consistency and increase production, we need some kind of formalism such as value-
level metadata.

• Publication frequency of Controlled Terminology outpaces Implementation 
Guides and User Guides. 

• This creates a late binding effect where new codelists are created (or, codelists renamed and 
deprecated) post-publication. It is time to re-evaluate our current process and tackle this historical 
problem.

• Lastly, new information cited above cannot be effectively managed and 
maintained in [two-dimensional] spreadsheets. 

19CDISC 2023 Europe Interchange | #CDISCUS #ClearDataClearImpact

But don’t take my word for it!

https://www.cdisc.org/standards/semantics/terminology


SDTMIG v3.2/SDTM v1.4 (An example)
• In SDTMIG v3.2: 8 variables with 

associated CT codelists for the MS 
domain.

• In SDTM v3.2: 3 additional 
variables with associated CT 
codelists for the MS domain that 
were not acknowledged in the IG.

• MSTEST/CD, LOINC
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• In SDTM v1.4 
Findings table: 9 
additional 
variables with 
associated CT 
codelists for the 
MS domain.

• In SDTM v1.4 
Timing variables 
table: 1 
additional 
variable with CT.



Suppquals/NSVs Associated with MS Domain 
QNAM QLABEL QVAL Published Document
MSSPCIES Species Values from codelist: C116111/SPCIES TAUG-Virology
COLMETH or 
CLMTH

Specimen Collection Method Values from codelist: C132314/CLMETH SDTMIG v3.2 (though not in appendix C 
and only associated with MB); TAUG-
Asthma; TAUG-DMD, TAUG-TB

MEDTYPE Culture Medium Type Values from codelist: 
C127264/CLTMDTYP

TAUG-TB

Instead of just 8 variables, we’ve now identified 24 variables with CT 
associations, scattered across multiple documents. We need a ‘One-Stop’ 

Shop!
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The Solution
• Explicitly identify and document all relationships between CDISC 

variables, NSVs, TEST/PARMs and their terminology codelists/valid 
value sets or subsets with metadata tables.

• Published on CDISC website in Excel and YAML
• Version SDTM1.4/SDTMIGv3.2 is published and version 

SDTM1.7/SDTMIGv3.3 is nearing public review.

• Use Cases:
• Improve process automation to create Trial Design datasets for 

regulatory submissions.
• Streamlines input to data validation software for additional 

terminologies requirements for regulatory submissions.
• Enables data to comply to Controlled Terminology requirements 

upfront, providing inherit high-quality data at SDTM dataset 
generation.

• Enables software integration with CDISC Library.
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MRCT Plain Language Glossary
Terminology for patients, participants, their caregivers, and 
families!





• An online, browsable, and searchable 
resource that contains multiple aspects:

• Plain Language Definition
• Pronunciation
• Image
• Use in a sentence
• Additional information/Notes
• Related/Opposite words
• Links to other resources

• Plain Language definitions can be used 
for patient/participant-facing documents

• Consent Forms
• Participant Information Sheet
• Results Summary
• Protocol Synopsis
• Patient Labeling Summary
• Certificates of Confidentiality
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CDISC and MRCT Collaboration

• MRCT will continue to develop plain language terms and manage their 
glossary website content.

• CDISC will be part of the content development teams, shepherd terms 
through CDISC CT public review and host links to the e-glossary on their 
website. 

• CDISC Glossary team is part of the content development team and will 
ensure all terms in the plain language glossary will have technical definitions 
in CDISC CT.

• NCI-EVS will code, publish, and maintain the plain language definitions in 
NCIt to preserve the linkage between the plain language definition and CDISC 
technical definition.
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Schedule of Reviews and Publication

• Batch 1 – 53 terms went out for CDISC CT public review with P54 on April 
24, 2023

• Batch 2 – ~150 terms will go out for CDISC CT public review with P55 on 
June 23, 2023

• First official publication of MRCT Plain Language Glossary will take place on 
December 15, 2023

• Considering twice yearly releases going forward into 2024 and beyond.
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Honorable Mentions
-LAB Model Updates
-NSV Registry



LAB Model Updates
“LAB provides a standard model for the acquisition and exchange of 
laboratory data, primarily between labs and sponsors or CROs. The LAB 
standard was specifically designed for the interchange of lab data acquired in 
clinical trials.”
vPublished in Sept 2003 and updated in April 2004. 

Contains a list of standard Variable Names, some of which are incorporated in SDTM (red 
boxes) and some of which are specific to the LAB model (purple boxes).
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Specimen Based Lab Data is Heterogenous and 
Complex!
The Topic of Interest Determines 
To Which Domain the Data 
Belongs:
• Microorganism – MB, MS, OI, GF
• Drug or Substance – PC, PP
• Biospecimen – BS, BE, RELSPEC
• Subject Assessment – LB, MI, CP, 

IS, GF

***The LAB Model may need to be 
expanded to better serve the needs 
of ALL specimen-based lab data.
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CDISC development teams have 
continued to expand the models to 
support more different and complex 

kinds of ‘Lab’ data.



NSV Registry on the CDISC Website
www.cdisc.org/standards/terminology/non-standard-variables
Functionality to Find, Use, and Request Non-Standard Variables:
• NSVs are used to populate Supplemental Qualifiers special-purpose 

datasets to capture data concepts that don’t fit into standard model 
variables.

• While they are considered ‘non-standard’ (not published in a version of a 
CDISC data model), promoting re-use of NSVs will support data 
standardization.

• NSVs are curated by the NSV Registry Team, lead by Rebecca Baker, and 
work closely with CDISC project teams to support CDISC standards 
development (IGs, TAUGs, QRS supplements, other specialty projects).

• Files containing approved NSVs and Variable Naming Fragments will be 
published in Excel and updated semi-annually.
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NSV Registry on the CDISC Website
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THANK YOU FOR LISTENING TODAY!
Any questions or input?



Thank You!


