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Background
• Standards are required by HA – and drives the automation 
naturally

• CDISC data standards enable automation

• Metadata driven automation tools can be built for
• Metadata creation
• Program creation 
• Dataset and TLF creation
• Submission package creation
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Metadata Driven Automation Process Overview



Analysis and Reporting 

5



Study Design Metadata
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TLF Metadata
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SDTM/ADaM Metadata
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Clinical Study Designer
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Mock Shell Generator
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Metadata Generator
• Automatically populate study level metadata based on global 
metadata
• Populate model required variables
• Populate TLF required variables based on TLF metadata
• Populate study specific variables based on Study Design Variables
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Code Generator
• R or Python program 

• Read in the metadata
• Parse the metadata 
• Generate sas code

• Pseudo code in Variable Metadata
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Machine Readable Metadata
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Considerations

• Metadata Repository is essential to capture, store and maintain 
the metadata

• Machine readable metadata is the key to drive the end to end 
automation

• Code generator can be expanded to generate R codes 

• Study specific metadata is a potential area for machine learning

• Submission Package Tools can be developed: 
• resize, xpt, acrf, define, cSDRG, ADRG, etc. 
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Thank You!


