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MDR and TFL Generation

Introduction
• Tables, Listings and Figures (TFLs) are required 

part of Clinical Study Report

• PhUSE CSS Working Group has developed 
standard shells



MDR and TFL Generation

Current Process Evaluation

• Head’s down programming, utilizing old code from past projects

• Maintaining a collection of programs dedicated to each table output

• Macro libraries that support different table styles

ØIn each case, a second programmer performs double programming or 
QC of all outputs
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Current TFL Generation Process

Statistical 
Programmer

2nd Statistical 
Programmer

Tables, Listings and 
Figures

Validated Tables, 
Listings and Figures

Prior 
Programs 

and/or Macro 
Library

ADaM 
Datasets

TFL 
Shells

SAP



MDR and TFL Generation

TFL Generation Process using an MDR
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Example Process Flow for Creating a Table
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Example : Table Shell using Macro Calls
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Example : Table Shell / Metadata Defined
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Using an MDR to generate TFLs
• Define study Source and Target metadata and Mapping / Context 

Rules

• Relate together at the variable to table cell level
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Providing Metadata for Consumption

• API Calls

• MDR Exports

• SQL Queries
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Conclusion
TFL metadata includes source dataset standards, TFL shell content,
and transformational instructions/code

An MDR should be able to manage TFL metadata on a global as well as
study level

If the MDR can manage all above-mentioned metadata, this can be fed
to executional software to automate the generation of TFL output
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Any questions?
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