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Statistical Analysis Plan Checklist for Investigator Initiated Trials  

History of Changes 

This document has undergone the following changes: 

Version Number Version Date Description of Changes 

1.0 03APR2018 Original document 
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Disease-Free Survival: Event = Progression or Death  

Situation Date of Event or Censoring Outcome 
No baseline assessment Date of first treatment Censored 

Progression documented Date of progression Event 

Death Date of death Event 

No progression or death Date last known alive Censored 

Initiation of non-protocol anticancer therapy Date of subsequent 
therapy 

Censored 

No progression, death, or subsequent 
therapy 

Date last known alive Censored 



 
BRE 186 

Statistical Analysis Plan Checklist 

Version 1.0, 07 JUN 2017 

REFERENCE SOP:  CDS-0102 

 

Template ID: ASSOC-DOC-116-SOP [B] 

Page 9 of 10 

Confidential 



 
BRE 186 

Statistical Analysis Plan Checklist 

Version 1.0, 07 JUN 2017 

REFERENCE SOP:  CDS-0102 

 

Template ID: ASSOC-DOC-116-SOP [B] 

Page 10 of 10 

Confidential 


	Disease-Free Survival: Event = Progression or Death 

