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Request for Waiver of Written Documentation of the Consent Process
	Principal Investigator
	

	Project Title
	

	

	The purpose of this form is to provide support for IRB members when reviewing research involving the waiver of written documentation of the consent process.  This form must be used to request a waiver of written documentation of consent.  Based on federal regulation 45 CFR 46.117 [C], there are two circumstances when an IRB may waive the requirement to obtain a signed consent form.  These circumstances have been broken down into the checklist presented below.

	

	
	Yes
	
	No
	The research is not FDA-regulated.

	
	Yes
	
	No
	The written script of the information to be provided orally and all written information to be provided include all required and appropriate additional elements of consent.1 

	Provide protocol specific findings justifying this determination:



	
	Yes
	
	No
	The only record linking the participant and the research would be the consent document.

	Provide protocol specific findings justifying this determination:



	
	Yes
	
	No
	The principal risk of a signed consent document would be the potential harm resulting from a breach of confidentiality.

	Provide protocol specific findings justifying this determination:



	
	Yes
	
	No
	Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern.

	Provide protocol specific findings justifying this determination:



	
	Yes
	
	No
	The research presents no more than minimal risk2 of harm to participants.

	Provide protocol specific findings justifying this determination:



	
	Yes
	
	No
	The research involves no procedures for which written consent is normally required outside of the research context.

	Provide protocol specific findings justifying this determination:



	Select one the following:

	
	Written information describing the research is to be provided to the participant or the participant’s guardian.

	
	Written information describing the research does not need to be provided to the participant or the participant’s guardian.



1 See the University of Memphis IRB website for a consent document template - http://www.memphis.edu/irb/forms.php 
2 Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life of normal persons or during the performance of routine or psychological examinations or tests in normal persons. 
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