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Outlines 

•  Therapeutic Area Standards Initiative Project Plan 
•  Data Standards Program Action Plan 
•  FDA specific data standards requirements for HCV studies  
•  What Can We Do Next to FDA TA Data Standards Program 
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Therapeutic Area Standards Initiative Project Plan 
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Therapeutic Area Standards Initiative Project Plan 
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http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/
FormsSubmissionRequirements/ElectronicSubmissions/UCM371691.pdf 



• Adopt  or adapt existing 
TA data elements 

 
• Promote interoperable 

and sustainable 
submission 

environment.   

•  Implementation 
Guidance  

  
•  Standardized 

Study Data will 
become Binding  

• Collaborate with SDOs 
& TA Experts 

 
• Ensure Public 

Comment 

•  Identify efficacy 
endpoints 

 

•  Manageable 
increments    

 
 

  

FDA TA Standards Development Objectives  

Sustainable	
Standards	

Open	and	
Transparent	
Process	

	

Establish	FDA’s	
requirements	

	

Implement		
in	Guidance		
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 Therapeutic Area Data Standards Roadmap  
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Data Standards Program Action Plan 
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FDA Specific Data Standards Requirements for HCV 
Studies  

•  Efficacy Outcomes and Related Covariates (ADEFFOUT) 
4 Efficacy outcomes and related covariates dataset shall have one record only 

per subject and need to include at least following information 
-  Demographic variables 
-  Baseline characteristics (including Baseline Genotypic Data, stratification factors, 

etc.) 
-  Exposure variables (first and last dosing date, etc.) 
-  Population flags (ITT, PP, etc.) 
-  Efficacy outcomes (primary, secondary, etc.) 
-  Covariates and subgroup variables 
-  Subject disposition variables 

•  Raw HCV viral load dataset 
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FDA Specific Data Standards Requirements for HCV 
Studies  

•   Guidance for Submitting HCV Resistance Data 
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What Can We Do Next to FDA TA Data 
Standards Program? 

  

Design and Construct TA Standard ADaM Based on 
FDA TAS Requirements 



 
Standardized data elements, terminologies, and data 
structures enable automation of important analyses of 

clinical study data to support more efficient and effective 
regulatory decision-making 

What Is Therapeutic Area Data Standards 

DI
A 
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How to Build TA Data Standards 

§ CDISC/ADaM  Principle 

CDISC 
FDA/CDISC          
TA-Standard 

Company-
specific 

TA 
Standard 

ADaM 

§ Analysis-ready 
•  TA Data Standards 

(TAUG) 

§ Company-wise TA 
specific 
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 Questions? 

 14 



  

  
 
 
 
 

Thank You 
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