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STATISTICAL ANALYSIS PLAN REVISION SUMMARY 

Version Version Date Author Summary of Changes  

Original V1.0 26-NOV-2018   Initial version 

Original V2.0 12-FEB-2019   Updated text based on sponsor’s comments. 

Final V1.0 01-Aug-2019   Updated text based on sponsor’s comments. 

Final V2.0 12-Aug-2019   

Added text excluding site 027 from all 
analyses. 

Updated the denominator used for 
discontinued subjects. 
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