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Safety Review 

• We always 
– Generate TFL by SAS 
– Production in txt/rtf/doc/xls format  

• We may try 
– New tool - Spotfire 
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Spotfire Intro 

• Feature 
– Visualization 
– Interactivity 

 
• Application in Pharma 

– safety review, clinical operations, market 
analysis, etc. 
 

12/5/2014 Company Confidential  ©2014 Eli Lilly and Company  4 



Spotfire Intro - Application 

• TLSR - Trial Level Safety Review 
• The goal of the Trial Level Safety Review 

(TLSR) process is to monitor and assess 
safety data collected during the conduct of a 
specific study. 

• For example 
– Subject Disposition 
– AE Summary 

12/5/2014 Company Confidential  ©2014 Eli Lilly and Company  5 



Spotfire Intro - Demo 
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Spotfire Intro - Demo 
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Standardization 
• Standard Data(e.g. SDTM) + SAS codes + 

Spotfire Template 
• SD/AE/CM/ECG/VS/LB/EX/PP 
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Standardization 

• From SDTM to Prepared SDTM 
– specify a cut-off Study End Day for Ongoing 

Events (i.e. Last Visit Date) 
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Standardization 

• From SDTM to Prepared SDTM 
– Calculate the percentage 

12/5/2014 Company Confidential  ©2014 Eli Lilly and Company  16 



Summary 

• Visualization 
– Spotfire 
– JMP 
– Excel with VBA 

 
• Standardization 

– Follow CDISC standards 
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Q&A 

 
• Thanks for listening! 
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• Professor Hans Rosling’s YouTube video. 
 


