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	PROTOCOL CHANGE IN STATUS FORM




	INSTRUCTIONS AND INFORMATION:

· If you are requesting a change in the status of your study PRIOR to submitting a Protocol Status Report, you are required to complete this form.  Email form to irbhsrcontinuations@virginia.edu.  Attach a completed  IRB-HSR Routing Form to the email.  A receipt of acknowledgement for the change in status will be returned to the contact person listed on the routing form.

· If you are PERMANENTLY closing the study, submit a Study Closure Form.  DO NOT submit this Change of Status Form when the study is being permanently closed. The Study Closure form should be sent when all participants have completed the required procedures and follow-up phases of the study and analysis are completed to the point that participants' medical records will no longer be needed. 


	IRB-HSR #:      
	PI Name:       

	Protocol Title:       

	At your site: Check one of the following:

 FORMCHECKBOX 
  Open to Enrollment

 FORMCHECKBOX 
  Closed to enrollment-subjects being treated


Total # of subjects still active:      
 FORMCHECKBOX 
  Closed to enrollment-subjects in follow up

 FORMCHECKBOX 
  Closed to enrollment-no subjects enrolled (do not check this box if any subjects have signed a consent form) 

 FORMCHECKBOX 
  Performing Data Analysis

 FORMCHECKBOX 
  Temporarily Closed to Enrollment


    Indicate reason:


 FORMCHECKBOX 
  Temporarily closed by sponsor pending interim analysis


 FORMCHECKBOX 
  Temporarily closed by study team because      

 FORMCHECKBOX 
  Other:       



Comments:       
Submitted by:      






Date:      
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Website: http://www.virginia.edu/vpr/irb/hsr/index.html

                      Phone:  434-924-2620     Fax: 434-924-2932     Box 800483

Version date: 05/25/10
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