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[bookmark: Text1][bookmark: Text2][bookmark: Text3]Subject Initials      	Subject ID      	Date:     

	Day 	Month 	Year
Subject Off Study

[bookmark: Text4]Date subject went Off Study      
Day	 Month Year

Last Visit Completed: (modify per protocol)

[bookmark: Check3]|_| Visit #
|_| Visit #
|_| Visit #
|_| Visit #
|_| Visit #
|_| Visit #
|_| Visit #
|_| Visit #
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[bookmark: _GoBack]INDICATE OFF STUDY REASON: (select only one)

|_| Study Activities Completed 

If the subject was withdrawn prior to completing the study (i.e. early withdrawal), select one of the following:

|_| Subject withdrawn – by Subject PRIOR to randomization**
[bookmark: Check4]|_| Subject withdrawn – by Subject AFTER randomization**
[bookmark: Check5]|_| Subject withdrawn – by PI PRIOR to randomization**
[bookmark: Check7]|_| Subject withdrawn – by PI AFTER randomization** 
[bookmark: Check8]|_| Death
|_| Other**

If the subject was withdrawn, indicate specific reason(s): 

|_| Subject lost to follow-up
|_| Subject refused follow-up
|_| Due to adverse events or complications
|_| Other**

[bookmark: Text5]**Additional explanation required:      
[bookmark: Text6]FORM COMPLETED BY:      
