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Introduction of EXACT - a Tool  
for AdaM Generation 
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Introduction 

¾PRA acquired EXACT system in 2011 
• System designed and implemented over 

the last 8 years 
• 2 years of focused enhancements 

¾Faster access to decision information 
• CDISC Standard outputs 
• TFL designs & deliverables 
• eCTD submission capability 

¾Standards Library Management 
• Industry & customer specific 

¾Reduced Programming effort  
• Visual environment for development 
• Validation checks 
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EXACT Functional Architecture 
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SDTM mapping interface ADaM mapping interface 
 

Revolutionary TFL  production 

What can be done within EXACT? 
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ADaM mapping interface 
 

What can be done within EXACT? 
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• PRA CDISC standards apply to the following: 
• CRF modules 
• Data entry screens 
• CRF completion guidelines 
• Data edit specifications 
• Data review programs (consistency checks, listings, etc.) 
• SAS Programming (i.e., data extraction, database conversion, 

analysis programs) 
• Converted datasets are provided to CDISC's SDTM specifications 

and derived datasets are based on CDISC's ADaM specifications. 
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Process Flow 

1.Create an 
Analysis  

2.Set up 
Study Level 
Metadata  

3.Set up 
Domain 

Level 
Metadata 

4.Set up 
Variable 

Level 
Metadata 

5.Variable 
Derivation& 

Mapping 
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1、From the Study 
Manager menu, select 
Analysis. 
 
2、Click New. The Add 
Analysis screen opens. 

1. Create an Analysis 



Global Excellence  China Expertise 

¾ Access Study Level Metadata 
¾ Define CIDISC Versions 
¾ Define Common Variables 

 
 

2. Set up Study Level Metadata 
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¾ Access Study Level Metadata 
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¾ Define CIDISC Versions 



Global Excellence  China Expertise 

¾ Define Common Variables 
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¾ Upload from an EXCEL Workbook 
¾ Retrieve from Sponsor Library 
¾ Reuse from Other Study 

3&4. Set up Domain&Variable Level Metadata 
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¾ Upload from an EXCEL Workbook 
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The Variable Level Metadata screen now shows the variable configurations for ADSL 
 

¾ Upload from an EXCEL Workbook 
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Select STUDYID and 
USUBJID as Key Variables 
for this domain(ADSL).  
 

¾ Define Key Variables 
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¾ Generate SAS Code for Derivation 
¾ Generate Study Metadata for Derivation 
¾ Graphic Mapping 
¾ List View Mapping  

 

5. Variable Derivation&Mapping 
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¾ Generate SAS Code for Derivation  
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¾ Generate Study Metadata for Derivation(SMDR)    
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¾ Graphic Mapping 
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¾ List View Mapping 
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¾ Removing Variables Not Needed 
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¾ Create a New QC Analysis 
¾ QC Reports 
¾ Schedule a Report Group 
¾ View Outputs and Validation Reports 

QC Process within EXACT 
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¾ Create a New QC Analysis 
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¾ QC Reports 
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¾ Schedule a Report Group 
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¾ View Outputs and Validation Reports 
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¾Efficacy: 
¾Programming time and cost 
¾Quality: Standard definitions 
 

¾Safety: 
¾Sufficient QC: double programming 
¾Validation Reports 

Summary 
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Thank You 


