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● Optimize the Dossier- Content Standards and Reusability  

● Report Automation - Take advantage of R and other Advanced 

Analytical Tools 

Background - Faster Filing 
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R Markdown provides an authoring framework for data scientists. You can use a single R Markdown 

file to both

● save and execute code
● generate high quality reports

R Markdown documents are fully reproducible and support dozens of static and dynamic output formats.

R Shiny provides an elegant and powerful web framework for building web applications using R. Shiny 
helps you turn your analyses into interactive web applications.

Why RMarkdown and RShiny? 
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Development Workflow 
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Report Template with Content Standards

Template in Excel sheets Template as R objects (data tree)
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Report Template with Content Standards (continue)
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Analysis Output Dataset 
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Analysis Output Dataset (continue)
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App Structure 
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● Report Pre-specification

- E.g., General Study Information, Number of arms, Investigator Arms, etc.

● Interactive customization with medical writer’s inputs and judgement

- E.g., Threshold for small number of deaths, threshold for common AE.

● Dynamic generation of downloadable reports in different formats

- MS Word, HTML, and xml

- Select Sections for downloading 

● User inputs can be saved for next time

Summary of UI Functionalities
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Demo 
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Reusability of Content - Beyond CSR 
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● More sections
● Quality of the content standards spreadsheet
● Standardization of SAS output dataset structure. E.g., Consistent column names 

and orders
● Prevent numbers from being modified by users at adjudication
● MS Word add-in - launch the app inside Microsoft Word 

Challenges and Next Steps
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