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DEFINITION 

• This Study Data Technical Conformance Guide provides specification, recomendations 

and general considerations on how to submit standardized study data using FDA –

support 

• The guide is separated in sections: 

  

 

 



© 2016 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  3 

CONTINUE 
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CHANGES FROM THE PRIOR GUIDE V2.2 TO GUIDE V2.3 

(OCTOBER 2015) –UPDATES TO SECTION 4 

TESTING AND ACCEPTANCE FOR „EC“ AND „DD“ COMPLETED AND NOW SUPPORTED 

4.1.2 Analysis Data Model  

4.1.2.1 Definition  

4.1.2.2 General Considerations  

4.1.2.3 Dataset Labels  

4.1.2.4 Subject Level Analysis Data  

4.1.2.5 Core Variables  

4.1.2.6 Key Efficacy and Safety Variables  

4.1.2.7 Timing Variables  

4.1.2.8 Numeric Date Variables  

4.1.2.9 Imputed Data  

4.1.2.10 Software Programs  

4.1.2 Analysis Data Model  

4.1.2.1 Definition  

4.1.2.2 General Considerations  

4.1.2.3 Key Efficacy and Safety Variables  

4.1.2.4 Timing Variables  

4.1.2.5 Core Variables  

4.1.2.6 Dates  

4.1.2.7 Labels  

4.1.2.8 Software Programs  

TIMING AND DATES VARIABLES   FOR ANALYSIS  BETTER EXPLAINED 

v2.2                                                                                                             v2.3 
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CONTINUE     - UPDATE IN SECTION 4.1.4.5 

SOME DIFFERENCES IN WORDING TO BE  MORE SPECIFIC IN V2.3 

v2.2                                                                                                             v2.3 
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CONTINUE     - UPDATE IN SECTION 5.1 

THIS MEANS THAT THE LISTED  TAUGS   ARE ACCEPTED , TESTED AND SUPPORTED   

v2.2                                                                v2.3 
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CONTINUE     - SECTION 7.1 AND 7.2 ADDED 

Only headline added for the first part 

                                      Very important part    

Study datasets and their supportive files should be organized into a specific file……    

v2.2                                                       v2.3 
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                 THANK YOU  


