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

Clinical Study Report

• PhUSE CSS Working Group has developed standard 
shells

• Regulatory Authorities require traceability
“it is very important that the results presented in the accompanying study report be 
traceable back to the original data collected”

FDA Study Data Technical Conformance Guide section 4.1.3.2.1
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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

7
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Example : Table Shell / Metadata Defined
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Traceability
• Define study Source and Target metadata and Mapping / Context Rules

• Relate together at the variable to table cell level

#CDISCUS   |   #ClearDataClearImpact
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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
provide full data traceability and it can be fed to executional software
to automate the generation of TFL output
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Any questions?

http://Nurocor.com

