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Business Use Case

Health Authorities require Sponsors to monitor cumulative study data for patterns and trends that can hint at 
possible unknown toxicities of drugs still in development.

Old process
• Medical personnel responsible for all process 

steps/tasks
• Cumulative data review
• Query writing/posting/data cleaning
• Processing JReview data into meaningful TLFs

that convey the findings from data review
• Writing detailed report describing those findings 

and conclusions
• Report further circulates through multiple 

reviewers for approval/several rounds back and 
forth until finalized. 

• Medical personnel  time spent on non-medical tasks

New proposal
• In house Excel-based VBA prototype

• Ingests key source files from JReview
• Data processing/variable calculation
• Standardized TLFs built upon calculated 

variables in the background
• TLFs are output to PPT slide deck ready for 

presentation across stakeholders
• Data inconsistencies translated into 

automated queries ready to be posted
• Data insights further made available as 

additional reports/decks for presentation
• Medical personnel  focus on data review only
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Safety Slide Deck Template Walkthrough
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Safety Slide Deck Presentation Deck Walkthrough



Query Management
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Medical Review Report Generation and Walkthrough
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