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Version Date 08/01/2019
Request for Modification or Addendum to Previously Approved Study
Instructions: Please complete and send the form and any attachments electronically to irb@western.edu.  Note:  If your changes are limited to personnel only, you do not need to complete this form.  Personnel changes can be sent via email to irb@western.edu.
	Principal Investigator:      

	IRB #       
	Study Title:      

	1. Modification/Addendum Description (check all as appropriate)

	
	Modification to currently approved protocol

	
	Modification to currently approved informed consent

	
	Other type of modification (e.g. recruitment method)

	
	Addendum: an addition of a new element to the study

	2. Check one:

	
	This modification/addendum does not increase risks to subjects enrolled in the study.

	
	This modification/addendum increases risks to subjects enrolled in the study.

	3. Describe modification/addendum:      


By submitting this request, the Principal Investigator (and responsible faculty member if PI is a student) accepts responsibility for ensuring that all members of the research team:  1) complete the required CITI training and any other necessary training to fulfill their study responsibilities, 2) follow the study procedures as described in the IRB approved application and comply with Western  Colorado  University’s Guidelines for the Review of Research Involving Human Subjects and all IRB communication and 3) uphold the rights and welfare of all study participants.
The parties (i.e., the IRB and the Principal Investigator and responsible faculty member if PI is a student) have agreed to conduct this application process by electronic means, and this application is signed electronically by the Principal Investigator and by the responsible faculty member if a student is the PI.

My name and email address together constitute the symbol and/or process I have adopted with the intent to sign this application, and my name and email address, set out below, thus constitute my electronic signature to this application.
	     
	
	     

	PI Name


	
	PI Email Address

	     
	
	     

	Responsible Faculty Name if PI is a student
	
	Responsible Faculty Email address if PI is a student


	For modifications and addendums, attach revised protocol and/or consent form – please highlight all changes and submit any new material. Note: please submit as separate files.

	
	Copy of grant/contract/agreement wording if changed or new

	
	Updated consent form(s)

	
	Letter(s) of Agreement if new

	
	Research Personnel Form(s) if applicable

	
	Instruments (Survey questions, interview questions, etc.) if changed or new

	
	Other (please describe):
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