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Revision/Addendum/Amendment
             Report Form

[bookmark: Text1]Today’s Date:   Click here to enter text.                

Protocol Code:   Click here to enter text.

[bookmark: _GoBack]Principal Investigator:   Click here to enter text.    

Student Investigator(s): 

Project Title:   Click here to enter text. 

Date of most recent IRB approval: Click here to enter text.

Submit a copy of the following via email to the IRB Administrator at irbadmin@ursinus.edu: 
· this form (Revision/Addendum/Amendment) 
· current protocol form 
· the most recent version of the approved consent form  
· the revised consent form

Please check the appropriate box:

  ☐	No subjects are enrolled in this project 

  ☐	Subjects are enrolled in this project 
NOTE:  CHANGES SHOULD BE HIGHLIGHTED OR OTHERWISE NOTED ON THE CONSENT FORM AND IN THE PROTOCOL. WITHOUT THIS, YOUR REVISION CANNOT BE APPROVED.


1) List requested changes to the protocol and/or consent form being requested at this time.  Please explain; attach additional pages if necessary.  
      
      Click here to enter text.




2) Have there been any serious adverse event (on-site) reports since the last IRB approval? ☐NO  ☐YES
      If yes, briefly explain.

      Click here to enter text.	

Form REV: 01/10/2019
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