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Understand Controlled 
Terminology



 Mindset that tends to create via a set of processes a collection of reusable and maintainable
components

Definition of Standardization

 Overview: mindset
 Approach: process oriented
 Purpose: reusable and maintainable components



 Standardization starts with CT
 Most important part of CDISC standards implementation
 SDTM classes are defined in CT
 SDTM domains are represented in CT
 Concepts collected in normalized structuremust be in CT

Controlled Terminology Overview



1. Language
2. Define concepts separately from recorded values
3. Assign preferred value(s) to represented concepts
4. Submit consistently same concepts regardless of the study

What is Controlled Terminology?

Controlled Terminology is a language of concepts



Real‐life Example

 Concept: Table
 Recorded value in tabular structure: TABLE, TBL, TLB, Table
 Additional details needed: shape, type or something else …

How to handle additional details associated with the 
concept of Table?



CDISC Controlled Terminology



 Foundational language for building sponsor defined controlled terminology
 Versioning system
 2 types of concepts
 Concepts defined to be used as elements of collection
 Concepts defined to be used as a collection (codelist)
 Concepts are track via unique code

CDISC Controlled Terminology



 Data recorded in tabular structure
 Not unique within controlled terminology
 Reusable across studies
 Determine synonyms of recorded value

Submission/Recorded Value



 SDTM model is about structure
 Data collected in normalized structure (e.g. Findings class, SUPPQUAL) have linked codelist
 1 concept has 2 submission values based on codelist

Linked Codelist



Controlled Terminology Pitfalls



 Which one should be used?
 Both concepts will be mapped to TU
 End‐user should be trained to make the distinction
 Same data will be submitted differently across studies

Synonym Concepts

The more generic concept should be implemented



 It is all about Lesion Identification
 Created concept are made of Lesion Identification and Anatomical Location concepts
 Number of concepts within Tumor or Lesion Identification Test Code/Name will increase quickly
 Metadata maintenance is challenging

Combining Concepts within One

Collect data separately in each concept



 Why the concept of Result Category is tied to MS domain?
 Any findings domain may have a result category (LB, MB …)
 Concepts collected (codelist elements) will be applicable to several domain
 Metadata maintenance is challenging

Concepts tied to Particular Domain

Define concepts without any domain in mind



 Findings About are not tied to any therapeutic area
 End‐user will have a mindset narrowed to their disease area
 Metadata maintenance is challenging

Concepts tied to a Therapeutic Area

Do not include therapeutic area while implementing 
controlled terminology concepts



Conclusions



 Implement controlled terminology on top of CDISC CT
 Build your own language
 Take time to define reusable concepts across studies
Make it your own!
Use metadata repository (MDR) for driving controlled terminology



Change your mind!



Thanks	for	your	attention	


