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Upon completion of this webinar, you should be able to:

▪ Explain the importance of using consistent, well-defined values to represent your collected data

▪ Find, understand and effectively use the published CDISC controlled terminology

▪ Request new terms, when needed

▪ Identify controlled terminology used for the study using Define.xml

▪ Identify non-CDISC terminologies that are required for use in SDTM 



CDISC Controlled Terminology Basics

▪ Value lists: Defined concepts with a single representation (required for FDA submissions)

Use EXACT spelling and case of published
CDISC Submission Value



CDISC Controlled Terminology Basics

▪ Some codelists

have a very 

specific use 

case:



CDISC Controlled Terminology Basics

▪ Other codelists

are more 

general and 

can be used 

for multiple 

purposes:



CDISC Controlled Terminology Basics

▪ Some values may appear in more than one codelist:

Same 

meaning, 

Same 

Code

UNKNOWN appears in 13 different 

codelists (2018-12-21 Pkg 36)
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CDISC Controlled Terminology Basics

▪ CDISC terminology is developed by Volunteer SME teams (like all CDISC standards)

▪ Weekly Meetings (unless noted below)

▪ Collaboration and documentation on CDISC Wiki (open, transparent)

CDISC Glossary Cardiovascular Medical Devices (ad hoc)

ECG Flow Cytometry / 

Immunophenotyping / IHC

General

Lab Oncology (ad hoc) PGx (ad hoc)

PK Protocol Entities QRS

SDTM Domain 

Abbreviations (ad hoc)

SEND Microbiology

Current Active Teams



CDISC Controlled Terminology Basics

▪ CDISC Terminology is maintained by NCI Enterprise Vocabulary Services (EVS)

▪ Expert staff

▪ Established processes

▪ Validated Technologies

▪ CDISC Controlled Terminology is published quarterly 

▪ March, June, September and December

▪ Terms may be added, removed or modified (mostly they are added)

▪ Multiple file formats (Excel, CSV, ODM.XML, RDF/OWL, PDF, HTML)

Tip: Historically terminology has been published on NCI EVS website first 



CDISC Controlled Terminology Basics

▪ Other benefits of having CDISC Terminology managed by NCI EVS

▪ Connected to all of the published vocabularies in the NCI Thesaurus (NCIt) and NCI 

Metathesaurus (NCIm)

▪ >6.7 million terms, >2.8 million biomedical concepts, >85 sources, >31 million relationships

▪ NCI Term browser available for public use

https://www.cancer.gov/research/resources/terminology



CDISC Controlled Terminology Basics

▪ In addition to published, standardized terminology files, there are also

▪ Diff Files

▪ Details of every change from previous version

▪ Mapping Files

▪ Mapping to healthcare terminologies (e.g., UCUM, LOINC)

▪ Value level codelist relationships

We will look at all of these types of files, but first…WHY use controlled terminology?



Why Use CDISC Controlled 

Terminology?
The value of consistency
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CDISC Controlled Terminology Supports Data Review

FDAAnalysisDSMB
Data 

Management

Internal 
Clinical and 

Safety

12

Consistent, well-defined values supports common understanding among all stakeholders

Consistent, well-defined values builds transparency and traceability into the data flow/lifecycle

Think about all the different people who view data throughout its lifecycle:



Without Controlled Terminology: Unnecessary Variability and Ambiguity

ID GENDER

A1 Male

A2 Male

A3 Female

A4 Female

A5 Male

USUBID SEX

00011-A 0

00012-A 1

00013-A 1

00014-A 0

00015-A 1
PTID GENDER

01 1

02 1

03 2

04 2

05 1

SUBJID SEX

2001 M

2002 F

2003 F

2004 M

2005 F

Adapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA ~2010

Study #1

Study #2

Study #3

Study #4



Why FDA Reviewers Want Standardized Controlled Terminology

14From Bridging Collaborative presentation 4 March 2019, Vashali Popat, FDA

Values reported for 

AESER with Number of 

Unique Subjects using 

each value, from a 

combined dataset of 

>4000 clinical studies.



FDA Requires CDISC 

Controlled Terminology
Reference: FDA Data Standards Catalog
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CDISC Controlled Terminology is Required for Conformance to SDTM

▪ SDTM data should contain the CDISC Submission Value

▪ SDTM variables should contain CT using exact spelling and case

▪ Controlled Terminology represents the collected value

▪ Data collection may have used a synonym

▪ Numeric codes may have been used for data collection

▪ Reference Controlled Terms, Codelist column in SDTMIG specification tables for required 

terminology for SDTMIG variables

▪ Refer to SDTMIG 4.3 for Coding and Controlled Terminology Assumptions



SDTMIG Controlled Terms, Codelist or Format Specification

The name of a CDISC codelist, represented as a 
hyperlink in parentheses, e.g., "(NY)".

How do we know which SDTM variables 

require controlled terminology?

http://evs.nci.nih.gov/ftp1/CDISC/SDTM/SDTM Terminology.html#CL.C66742.NY


SDTMIG Controlled Terms, Codelist or Format Specification

A single asterisk, "*", when CDISC controlled 
terminology is not available at the current 
time…

How do we know which SDTM variables 

require controlled terminology?



SDTMIG Controlled Terms, Codelist or Format Specification

The single applicable value for the variable 
DOMAIN, e.g., "PR".

How do we know which SDTM variables 

require controlled terminology?

https://evs.nci.nih.gov/ftp1/CDISC/SDTM/SDTM Terminology.html#CL.C66734.DOMAIN


SDTMIG Controlled Terms, Codelist or Format Specification

A short reference to an external terminology, 
such as "MedDRA" or "ISO 3166 Alpha-3".

How do we know which SDTM variables 

require controlled terminology?



Controlled Terminology Supports Programming and Data Re-Use

EDC

•eCRF

•Edit Checks

•Data Review

•External Data 
Loading

Data Export

Transformation 
to SDTM

ADaM

21

In most cases, the same exact value can 

be used all the way through the process for 

complete transparency and traceability.

In other words, as much as possible, just 

use the SDTM CDISC Controlled 

Terminology value to collect the data.



Controlled Terminology is Required for Conformance to CDASH

▪ In most cases, CDASH CT requirements are aligned with SDTM Terminology 

▪ In a FEW cases, CDASH provides a codelist that is more user-friendly

Is it ongoing Yes/No

vs.

Will it end before or 

during/after the study 

reference period?



Known Issues: Overloaded Domains

Some domains are “overloaded” with meaning, 
so they may have multiple codelists for a single 
variable.



Disposition Domain - Two Concepts that Use Two Separate Codelists



CDISC Controlled Terminology
Where to find it, How to use it

25



Controlled Terminology Documentation

▪ Published in two places:

▪ NCI EVS https://www.cancer.gov/research/resources/terminology/cdisc

▪ CDISC Library https://www.cdisc.org/members-only/cdisc-library-archives

▪ Published Quarterly

▪ Each version is referred to as a Package (e.g., P36)

New Term 
Requests 
(ongoing)

Weekly team 
meetings

Public Review 
(webinar and 

30 day period)

Publications in 
March, June, 
September 

and 
December

https://www.cancer.gov/research/resources/terminology/cdisc
https://www.cdisc.org/members-only/cdisc-library-archives


Controlled Terminology Public Review Webinar

New Term 
Requests 
(ongoing)

Weekly team 
meetings

Public Review 
(webinar and 

30 day period)

Publications in 
March, June, 
September 

and 
December

https://www.cdisc.org/events/education/webinars



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

28



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

29

codelist Short Name and Long Name

CDISC Submission Value = Short Name

Codelist Name = Long Name



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

30

Code = a unique value within NCI EVS systems 

for each defined value.



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

31

Codelist Code = a unique value for this codelist

within NCI EVS systems.

In Excel, appears on each value within that 

codelist, too. In PDF, appears at top of codelist.



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

32

Codelist Extensibility:

If Yes: we may add values that do not 

already exist in the codelist

If No: we may not add values



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

33

CDISC Submission Value:

This is the value that must be used in the 

submission variable (SDTM, ADaM, SEND)

Use Exact SPELLING and CASE.



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

34

CDISC Synonym

An alternative value that may be used for data 

collection, or is provided to increase understanding 

of the meaning for this value.  Not all possible 

synonyms are included.



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

35

CDISC Definition

The definition for the CDISC Submission Value.  If 

the value you collected meets this definition, you 

must use the associated CDISC Submission Value 

in your submission data.



Review Structure of CT Standards Documentation

▪ No matter which file format you use, the content for that package is the same in all of them

▪ Review the structure and content of Excel and PDF files:

36

NCI Preferred Term

The standard NCI term that is synonymous 

with this CDISC term.  



CT for Different Standards

37



SDTM Controlled Terminology Documentation

▪ Referenced in specification tables of most CDISC Standards

▪ Codelists that are used by CDASH to collect values

▪ Codelists used in SDTM to represent collected, derived or assigned values

▪ Codelists used in ADaM for values that are carried through to analysis

▪ Codelists used in SEND 



SDTM Controlled Terminology Documentation

▪ Referenced in SDTMIG and 

CDASHIG specification tables

▪ Codelists that are used by 

CDASH to collect values

▪ Codelists used in SDTM to 

represent collected, derived 

or assigned values

CDASHIG

SDTMIG

The same SDTM 

codelists are specified 

for the same variables 

across all standards.



SDTM Controlled Terminology Documentation
Used in both CDASHIG and SDTMIG

▪ --TESTCD can be used in data collection 

as part of the Variable Names

▪ --TEST can be used in data collection as all 

or part of the Prompts displayed

▪ --TESTCD, --TEST Codelists are also used 

to represent standardized short and long test 

names in SDTM data 



CDASH Controlled Terminology Documentation

▪ CDASH Terminology is a handful of codelists that are (mostly) Subsets of SDTM codelists

▪ EXCEPTION: CDASH has one unique codelist for SUNCF

▪ If used for data collection, this gets translated into SDTM data

▪ CURRENT = Relative timing variables will indicate ONGOING use (or use that will end DURING/AFTER 

study reference period) and OCCUR values will be “Y”

▪ FORMER = Relative timing variables will indicate use that ended BEFORE the study and OCCUR 

values will be “Y”

▪ NEVER = OCCUR values will be “N”



CDASH Controlled Terminology Documentation

▪ CDASH Terminology subsets are always a starting point only 

▪ CDASH requires the use of the full SDTM codelists which are referenced in CDASHIG specification 

table

e.g., SDTM UNIT codelist

has ~700 values e.g., CDASH has created a few 

manageable, useful UNIT subsets 

to be used for specific topics.

CDASH terminology is NOT 

intended to be complete

It is provided for convenience



CDASH Controlled Terminology Documentation

▪ The CDASH Subset, if one is available, will be referenced in CDASHIG specification table alongside the 

SDTM codelist from which it has been sub-setted

SDTM Codelist | CDASH Codelist (Subset)

SDTM codelist is 

required for use

CDASH subset is 

optional



ADaM Controlled Terminology Documentation

▪ ADaM also references SDTM codelists

▪ ADaM data uses some of the same terminology as CDASH and SDTM, when the concepts mean the 

same thing (and the same variable is used)



ADaM Controlled Terminology Documentation

▪ ADaM codelists are for standardized analysis concepts that are only used in ADaM



SEND Controlled Terminology Documentation

▪ SENDIG also references SDTM codelists when the values have the same meaning for non-clinical 

studies



SEND Controlled Terminology Documentation

▪ SEND has a few codelists that are unique to non-clinical data, for example:



Protocol Controlled Terminology Documentation

▪ PRM Protocol Concepts are similar to SDTM Trial Design concepts, and can be exactly the same

C142175 C67152 Trial Summary Parameter Test Name Study Type

C142175 C142191 Clinical Study Attribute Terminology Study Type

Protocol Terminology: Clinical Study Attribute Terminology “Study Type”

SDTM Terminology: Trial Summary Parameter “Study Type”



Protocol Controlled Terminology Documentation

▪ Protocol Concepts go beyond subject level data, into trial operations



CDISC Glossary

Industry terms defined

CDISC Glossary used to be published each 

year in Applied Clinical Trials.  

Since 2017 Glossary team operates same as 

other CDISC Controlled Terminology teams -

same process, same publication schedule



Controlled Terminology Conformance

▪ In SDTM, SEND and ADaM data use values exactly as published

▪ Use only the CDISC Submission Value for submission data, with the exact spelling and case



Controlled Terminology Conformance

▪ In SDTM, SEND and ADaM, follow Extensibility rules

▪ If No, no other values may be added to this codelist

▪ If Yes, other values may be added

▪ First, confirm that the value you need is not already there - look at synonyms and definitions



Controlled Terminology Conformance

▪ For data collection, synonyms (including NCI Preferred terms) may be used to promote usability

▪ CDASH allows the use of Synonyms to display the question to the site (but you still need to 

store the CDISC Submission Value in the database variable because that is the value that gets 

passed to the SDTM variable.



CT Diff Files

54



Review Structure of CT Diff File

▪ Each new version of CT has a Diff file that details the changes from previous version.

55

Release date of version for which the Diff file 

was created.



Review Structure of CT Diff File

56

Request Code - for traceability 

to the New Term Request 

Tracker.



Review Structure of CT Diff File

57

Change Type:

Add

Update

Remove



Review Structure of CT Diff File

58

NCI Code for the 

affected  term or 

codelist



Review Structure of CT Diff File

59

The type of metadata that 

changed

- CDISC Submission Value

- CDISC Synonym

- CDISC Definition



Review Structure of CT Diff File

60

The Short Name, or CDISC 

Submission Value, of the 

affected codelist



Review Structure of CT Diff File

61

The Long Name, or Codelist

Name, of the affected codelist



Review Structure of CT Diff File

62

A brief description of the type 

of change that was made



Review Structure of CT Diff File

63

The value as it appeared in the 

previous version



Review Structure of CT Diff File

64

The value as it appears in the 

current version



Review Structure of CT Diff File

65

Instructions for Implementers 

on how to handle this change.  

E.g., if you were using a value 

that was removed, this will tell 

you what value to use instead.



CT Mapping Files
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Controlled Terminology Mapping Files

▪ Published on CDISC CT web page: https://www.cdisc.org/standards/terminology

▪ Some tests/measurements have standard response codelist

▪ CV Codetable

▪ ECG Codetable

▪ Oncology Codetable

▪ SC Codetable

▪ TS Codetable

▪ VS Codetable

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


Oncology 
Mapping File

Published on CDISC CT 
web page: 
https://www.cdisc.org/st
andards/terminology

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


Controlled 
Terminology 
Mapping Files

▪ Collected 

Race and 

Ethnicity 

maps to FDA 

codelist

▪ Racec-

Ethnicc

Codetable

▪ Published on 

CDISC CT 

web page: 

https://www.c

disc.org/stand

ards/terminol

ogy

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


Controlled Terminology Mapping Files

▪ Published on CDISC CT web page: https://www.cdisc.org/standards/terminology

▪ SDTM Unit variables must use CDISC Submission Values from UNIT codelist

▪ E.g., UCUM - may have up to 12 unique representations

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


New Term Requests

71



New Term Request process

▪ When is it appropriate to request new terms?

▪ When terminology codelist you need does not exist

▪ When you have a new term that can be added to an existing codelist

▪ Must first confirm that the values you need do not already exist (yours may be synonyms of 

existing values)

▪ How to request new terms / codelists

▪ Online form https://ncitermform.nci.nih.gov/ncitermform/?version=cdisc

72

https://www.cancer.gov/research/resources/terminology/cdisc
https://ncitermform.nci.nih.gov/ncitermform/?version=cdisc
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https://ncitermform.nci.nih.gov/ncitermform/?version=cdisc



New Term Request process

▪ Uploadable form for larger volume requests

74



New Term Request process

▪ Tracking progress of new term requests 

https://www.cancer.gov/research/resources/terminology/cdisc

▪ Provide your contact information so the team can ask questions, if needed

75

https://www.cancer.gov/research/resources/terminology/cdisc


CT in Define.xml

76



Communicating Controlled Terminology to Agency

▪ In a submission to FDA or PMDA, Controlled Terminology that was used for a study is specified 

in the Define.xml file

▪ Tell them what you used in this study using Define.xml:

▪ Include ALL of the available values (not just those that were selected in the records)

▪ E.g., if all five Race values were available on your CRF, include all five (even if only 3 of them were 

actually used to record demographic records)

▪ Include ONLY the values that were available for use in the study

▪ E.g., You probably won’t make the entire UNIT codelist available, so limit that codelist in your 

Define.xml file to those values that could be recorded in your study

77

https://d.docs.live.net/832d94e57bb6e6e8/Data Science Solutions LLC/DSS-18005 Essex/LPO Implementation Support/Custom Training Materials- NIH/Define-XML Examples/sdtm/define2-0-0-example-sdtm.html


Define.xml - Data Definition file provided with submission to FDA
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Define.xml - Controlled Terms (all value lists used in study)
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Define.xml - External Dictionaries

80



Other Terminologies
What else do you need for SDTM?
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What Other Terminologies are Used in SDTM

▪ MedDRA https://www.meddra.org/

▪ WHODrug https://www.who-umc.org/whodrug/whodrug-portfolio/whodrug-global/

▪ LOINC https://loinc.org/

▪ ISO 3166 https://www.iso.org/obp/ui/#search

▪ SNOMED http://www.snomed.org/

▪ UNII https://www.fda.gov/forindustry/datastandards/substanceregistrationsystem-

uniqueingredientidentifierunii/

▪ MED-RT https://www.cancer.gov/research/resources/terminology/fda

https://www.meddra.org/
https://www.who-umc.org/whodrug/whodrug-portfolio/whodrug-global/
https://loinc.org/
https://www.iso.org/obp/ui/#search
http://www.snomed.org/
https://www.fda.gov/forindustry/datastandards/substanceregistrationsystem-uniqueingredientidentifierunii/
https://www.cancer.gov/research/resources/terminology/fda


Q&A
NCICDISCSupport@nih.gov
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