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General Information for  
Standard Safety Visualizations 

Initiative with Statistical Programmers and Safety 
Scientists started 2014 

 

Tibco Spotfire® version 6.5 
–  Existing infrastructure  
–  Safety Scientists are familiar with 

the tool 

Source data: Analysis datasets 



Open CoreSV – Table of Contents 



Demographics 1 – How to Navigate 



Demographics 1 – Age Distribution 



Demographics – Summary of Patients 



Demographics 1 – Filter Panel 



Demographics 1 – Female Pts with 
Hypertension  



Demographics 1 – Summary Tables 



Demographics 1 – Percentage Calculation 



Vital Signs – ShowModifiedFilters 



Vital Signs – Reset Filters and Markings 



Adverse Events – Bar Charts 



Laboratory – Spaghetti Plots / Patient Plot 



Feedback from Stakeholders 

•  Easy for Statistical Programmers to upload study data 

•  Consistent with Clinical Study Report Outputs  

•  Better insight to data 

•  Request for official outputs can be more specific  

•  Concern of Safety Scientists to come to a wrong conclusion 

•  More time needed for Safety Scientists 



Any 
Question

s ??? 



Doing now what patients need 
next 
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