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Goals for This Presentation

The FDA mandate for standards

• Impact on controlled terminology deployment

• Expectations for controlled terminology maintenance

• Considerations when preparing for regulatory submission

Specific controlled terminology articulated today
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Binding Guidance Documents
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Guidance for Industry: 
Providing Regulatory Submissions in 
Electronic Format – Standardized Study 
Data

Guidance for Industry: 
Certain Human Pharmaceutical 

Product Applications and Related 
Submissions Using the eCTD 

Specifications

Guidance for Industry: 
Providing Regulatory Submissions in 
Electronic Format – Submissions 
Under Section 745A (a) of the Federal 
Food  Drug, and Cosmetic Act



Companion Documents
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Study Data Technical 
Conformance Guide

Technical Specifications Document

Data Standards Catalog



Guidance for Industry
Standardized Study Data

• Clarifies…

– When you will be required to initiate studies based on 
FDA recognized data standards

• 24 months – NDAs, ANDAs, BLAs (clinical studies)

• 36 months – INDs (non-clinical studies)

– VERY high level summary of

• Study data exchange formats

• Study data exchange standards

• Terminology
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Study Data Technical Conformance Guide
Organization
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Planning & Delivering Standardized Study Data

Exchange Formats for Electronic Submissions

CDISC Standards Deployment & Considerations

Therapeutic Area Standards

Terminology

General Electronic Submission Format

Data Validation and Traceability



Data Standards Catalog
Controlled Terminology Standards
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http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsxLocation:

http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsx


Study Data Technical Conformance Guide, Section 6
Controlled Terminology
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Concept Controlled Terminology 

for Concept

Location in SDTM

Adverse Events MedDRA AE domain

Concomitant 

Medications

WHODrug CM domain

Study Medication FDA Unique Ingredient Identifier 

(UNII)

TS trial design domain

 Investigational product 

(TSPARM=TRT or TRTUNII)

 Active comparator 

(TSPARM=COMPTRT)

 Background Treatments 

(TSPARM=CURTRT)



Study Data Technical Conformance Guide, Section 6
Controlled Terminology
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Concept Controlled Terminology 

for Concept

Location in SDTM

Laboratory Tests LOINC SDTM LB.LBLOINC

Pharmacologic Class Veterans’ Administration’s 

National Drug File – Reference 

Terminology (NDF-RT)

TS trial design domain

 Pharmacologic class 

(TSPARM=PCLAS)

Indication SNOMED Clinical Terms TS trial design domain

 Indication (TSPARM=INDIC)

 Diagnosis Group (TSPARM=TDIGRP)

Just about everything 

else

CDISC Controlled 

Terminology

Just about anything with a codelist



Protocol & Subject

• CDISC CT

• MedDRA

• WHODrug

• Medical Devices Event 
Problem Codes

• LOINC

Protocol Only

• FDA UNII Codes

•National Drug File –
Reference Terminology

• SNOMED
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Controlled Terminology – Some Observations
What is the scope of terminology use?



Skilled Coders

• MedDRA

• WHODrug

• Medical Devices Event 
Problem Codes

• LOINC

Data Professionals

•CDISC CT
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Controlled Terminology – Some Observations
Who determines CT values?

Clinical Professionals

• FDA UNII Codes

•National Drug File –
Reference Terminology

• SNOMED



Subject Level Data

• CDISC CT

• MedDRA

• WHODrug

• Medical Devices Event 
Problem Codes

• LOINC

Trial Design Domains

•CDISC CT

• FDA UNII Codes

•National Drug File –
Reference Terminology

• SNOMED
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Controlled Terminology – Some Observations
What domains does the CT end up in?



Controlled Terminology Resources

SNOMED
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Controlled Terminology Resources

LOINC
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Controlled Terminology Resources

LOINC
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https://loinc.org

https://loinc.org/


Controlled Terminology

FDA Expectations

• The FDA acknowledges that clinical trials are run over time and that 
terminology versions will likely differ from one study to the next as a 
result (Study Data TCG, Section 6.1.2, 1st paragraph)

• The FDA expects sponsors to use the most current version of an FDA-
supported terminology available at the time of coding (Study Data TCG, 
Section 6.1.2, 1st paragraph)

• Regardless of the specific versions used for individual studies, the FDA 
expects sponsors to utilize a single version of a controlled terminology 
when pooling data in support of an integrated analysis  (Study Data TCG, 
Section 6.1.2, 2nd paragraph)
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Controlled Terminology

FDA Expectations

• The FDA expects sponsors to utilize controlled terminology wherever 
available and, if the controlled terminology does not contain the 
information needed by the sponsor for submission, it is incumbent upon 
the sponsor to work with the controlled terminology maintenance 
organization with enough lead time to ensure that necessary controlled 
terminology is available at the time of regulatory filing (Study Data TCG, 
Section 6.1.3)
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Controlled Terminology

Additional Reading & Resources
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• The Data Standards Catalog

• The Structured Product Labeling resources on the FDA web site

– http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm

• Introductory presentation on maintaining controlled terminology in your 
environment

– http://www.pharmasug.org/download/sde/boston2014/PharmaSUG_Boston2014SDE_02_Hi
nkson_Simion.pdf

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
http://www.pharmasug.org/download/sde/boston2014/PharmaSUG_Boston2014SDE_02_Hinkson_Simion.pdf
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For further information:

David C. Izard
Clinical Data Consulting Lead
Accenture Accelerated R&D Services
1160 Swedesford Road
Berwyn, PA 19312
m: (484) 467-8490
david.c.izard@accenture.com

Thank you!


