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           IRB Reviewer Guide: Waiver of Informed Consent or its Documentation
Directions: If you are granting (a) a waiver of informed consent or (b) a waiver of the consent procedure requirement to include all or alter some or all of the elements of informed consent or its documentation [45 CFR46.116(c or d)], you must respond all questions in the relevant sections. 
	I. Applicant and Reviewer Status: See bottom of form for where to submit when completed.

	Reviewer: FILLIN   \* MERGEFORMAT 
	Date of Completed:

	Formal Title of Proposed Research:

	Name of Principal Investigator:


	II. Judgment on Consent Alteration/Waiver: Does investigation meet all four
       following requirements? Answering “false” implies no alteration or waiver can be granted. 

	
	TRUE
	FALSE

	1.
	The research in its entirety involves no more than minimal risk. 
	
	

	2.
	The waiver of informed consent will NOT adversely affect the rights and welfare of the research participants.
	
	

	3.
	It is NOT practical to conduct the research without the waiver/alteration.
	
	

	4.
	Whenever appropriate, participants will be provided with additional pertinent information after their participation.
	
	

	5.
	If you have answered “true” to each of the four previous statements and are prepared to allow a waiver/alteration, you must (a) describe why the waiver is necessary and (b) explain whether the entire informed consent is being waived or only certain required elements are being waived. (If only certain elements list which ones)

	
	

	6.
	If you are specifying particular additional requirements beyond those noted in the researcher’s request, describe these below.

	
	If relevant:


	III. Judgment on Documentation Waiver: You must answer “true” to at least one
         of the following three statements to have grounds for granting a documentation waiver. 

	
	TRUE
	FALSE

	1.
	The entire consent (or elements thereof) was waived (see Sec. II) under 45CFR 46.116(d). 
	
	

	2.
	The only record linking the research participant and the research is the consent document, and the principle risk is potential harm resulting from breach of confidentiality. Participants are asked whether they want documentation linking them to the research and their wishes will govern.
	
	

	3.
	The research involves no more than minimal risk of harm and involves no procedures for which consent is normally required outside of the research context.
	
	

	4
	If you have answered “true” to at least one of the three questions immediately above and are prepared to allow the waiver, you must describe why the waiver is necessary..

	
	

	5.
	If you are specifying particular additional requirements beyond those noted in the researcher’s request, describe these below.

	
	If relevant:


Reviewer submits completed form with other completed reviewer materials to: (a) IRB Chair if not exempt research or (b) to IRB Administrator if exempt research.
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