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Isn’t a Non-
standard 
variable (NSV) 
an oxymoron 
for standards 
development?



Agenda

1. What is a non-standard variable (NSV)

2. Where you may have seen NSVs before

3. The genesis of the NSV registry and where it is located on the 
CDISC website

4. How to use the NSVs and guidance for using fragments to 
build an NSV if there isn’t one that covers the needed concept



What is a non-standard variable (NSV)?

NSV vs SUPPQUAL



What is an NSV? 

• Data requiring the use of variables outside the standard set of variables 
published in the SDTM can be captured using Non-Standard Variables

• They may be authored and published in a CDISC standards document

• They may be authored and in use by your own organization

• They are not part of the SDTM data model

7



What is an NSV?

Use of NSV in a clinical SDTM Dataset:

*NSV Metadata is described in the Define-XML documentation

https://w iki.cdisc.org/display/DIAB1/History+of+Autoimmune+Disease
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Supplemental Qualifiers (SUPPQUAL) 

Is an NSV  

different from a 

SUPPQUAL?
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NSVs are simply a different representation of the 
same content in a supplemental qualifier…. 

QNAM/QLABEL = NSV Name/NSV Label

It is just the structure that is changing
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Where you may have seen NSVs before

IGs, TAUGs, CT Relationships, etc.



Non-standard variables can be found in IGs, 

QRS Supps, CT relationships 12



Therapeutic Area User Guides (TAUGs)

• Autoimmune 

• Cardiovascular 

• Endocrine 

• Gastrointestinal 

• Infectious 

• Mental Health  

• Neurology 

• Oncology 

• Rare Diseases 

• Respiratory 

• Treatments

• Other 
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CDISC has published 50 TAUGs in the 

following categories:

All TAUGs are available for download in multiple formats at: 

www.cdisc.org/standards/therapeutic-areas

Almost all of the TAUGs contain 

non-standard variables!

http://www.cdisc.org/standards/therapeutic-areas


The genesis of the NSV Registry



• Non-standard variables (NSVs) exist across many standards documents.
• Hard to find for re-use purposes

• NSVs may have inconsistent names and labels.
• NSVs may be duplicated conceptually

• NSVs may be incorrect conceptually.
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Solution

We need a place that contains all published 
NSVs (to promote re-use) and an oversight 
process for the development of new 
NSVs…

A Team was Formed:

• Identified the issues

• Performed an analysis

• Proposed the NSV Registry
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NSV Registry - Two Ways to Search

From the CDISC Website From the CDISC Wiki
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https://w iki.cdisc.org/display/NSVREG/Non-standard+Variable+Registry+Home
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https://wiki.cdisc.org/display/NSVREG/Non-standard+Variable+Registry+Home


NSV Search on Wiki
Enter

*keyword* in 

Description field
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NSV Fragment Search on Wiki
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Curation
Process
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NSV requested

Directly 

populated 

in the 

registry 

on the 
CDISC 

wiki.
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Team Representation

CT (2) ADaM (2) SDS (3)

SEND (1)
CDASH 

(1)
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Started registry review team in 2020, numbers cumulative
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How to use the NSVs 

and guidance for using fragments to build an NSV if there isn’t 
one that covers the concept needed



Uses for the NSV Registry

CDISC Standards Dev Team

• Easily search and find existing 
NSVs

• Request the development of new 
NSVs for new standards

• Identifies those NSVs eligible for 
promotion to SDTM variables

CDISC User Community

• Easily search and find existing 
NSVs

• Identifies CDISC Controlled 
Terminology codelists that 
support existing NSVs

Enables consistent use of non-standard 

variable names and labels
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How to make a Non-Standard Variable Name & Label

#3#1

#2 #4

Identify the

Concept where 

a variable is 

needed

Determine the 

best Label for 

the identified 

concept

Use fragment 

database to 

determine 

options for the 

Variable Name.

Select the best 

Variable Name 

for the 

concept.
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Options:
ACTVEI

ACTVIG

ACTIGD

ACIGRD

AINGRD



Guidance for using fragments to build an NSV if there 
isn’t one that covers the concept needed

• Use the fragment database to build the Variable Name
• Made available on the CDISC website and CDISC wiki

• Variable Name should be six characters or less
• Reserve two letters for the domain code

• Reserve the most letters for the main concept or idea in the Variable Label 
Remove vowels first, then consonants

• Start with ‘skinny’ vowel “I” first

• Remove duplicate letters
• Double-duty!

• Consider multiple options to assess the best readability
• Uniqueness is still of primary importance but readability helps to remember what the variable 

is used for
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The team
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Additional Resources and Important Links

• CDISC Website: https://www.cdisc.org/standards/terminology/non-standard-
variables

• CDISC Wiki: https://wiki.cdisc.org/display/NSVREG/Non-
standard+Variable+Registry+Home

• https://wiki.cdisc.org/display/PUB/Alternative+Representation+of+Non-Standard+Variables

• Knowledge Base:
• https://www.cdisc.org/kb/articles/cdisc-published/why-would-standards-development-

organization-make-non-standard

• https://www.cdisc.org/kb/articles/does-qnam-need-start-domain-code

• SDTMIG v3.4:
• https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-4
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Thank You and Questions!

muhlbradtee@mail.nih.gov

rbaker@cdisc.org

ddirusso@cdisc.org

mailto:muhlbradtee@mail.nih.gov
mailto:rbaker@cdisc.org
mailto:ddirusso@cdisc.org


Supplemental Materials



What is coming?             
….the SUPP NSV dataset

• A new structure for NSVs instead of SUPPQUALs

• NS-- Assumptions

SUPP-- to NS--

the new structure proposed for SDTMIG v4.0

https://wiki.cdisc.org/display/SDTMIG4DOT0/NS--+Assumptions
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https://wiki.cdisc.org/display/SDTMIG4DOT0/NS--+Assumptions?src=contextnavpagetreemode


NSVs are simply a different representation of the 
same content in a supplemental qualifier…. 

QNAM/QLABEL = NSV Name/NSV Label

• Permitting direct viewing of standard variables and NSVs within the same 
structure, eliminating the need for tools or the writing of programs to display the 
data together.

• Eliminating some current SUPP-- structural limitations by allowing:
• Numeric NSVs to be represented in a numeric data type

• Character NSVs to be defined with an appropriate length for each variable, rather than the typical 
default of #200 for QVAL

• Allowing metadata for NSVs (including Controlled Terminology) to be applied at the variable level 
instead of the value-level

Future Versions of Clinical IGs/UGs will transition to the 
exclusive use of NSVs structures 
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