Request for Waiver of the Requirement to Consent Subjects 

Important Notes:  This Request for Waiver of Consent is not applicable to enrolling subjects in FDA regulated clinical investigations involving more than minimal risk, classified research supported by the Department of Energy*, or studies supported by the Department of Defense involving experimental subjects. The DoD defines research involving experimental subject as an activity, for research purposes, where there is an intervention or interaction with a human being for the primary purpose of obtaining data regarding the effect of the intervention or interaction.  Examples of interventions or interactions include, but are not limited to, a physical procedure, a drug, a manipulation of the subject or subject’s environment, the withholding of an intervention that would have been undertaken if not for the research purpose. 
IRB approval of a waiver does not encompass approval for use of information or biospecimens for which the original consent document signed by the subject stated that the subject’s information or biospecimens, even if identifiers were removed, would not be used or distributed for future research studies. 

For purposes of this document that terms research and clinical investigation are considered synonymous. 
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
*Department of Energy classified research: Informed consent may only be waived for classified research if the work meets one of the categories of the minimal risk human subject research addressed at 10 CFR Part 745.104.

PI Name:   
Study Title:    
The Investigator must check the applicable box and provide explanations accordingly:

	1. Indicate which type of consent waiver is being requested.

	
	Waiver of Consent Requested for the  Entire Research Study  (e.g. for a chart review that does not qualify for exemption) 

	
	Waiver of Consent Requested for a Portion of the Research Study 
If selected indicate below the portion of the study for which the waiver is requested:

	
	Response:   



	2.  Explain how the research, or portion of the research for which the waiver is requested, involves  no more than minimal risk: (No waiver can be granted if more than minimal risk is involved) 
Response:  


	3. Explain why the research, could not be practicably carried out without the waiver:

Response:  


	4. Explain why the research could not be practicably carried out without using identifiable private information and/or identifiable biospecimens:

Response:  


	5. Explain how waiving informed consent will not adversely affect subjects’ rights and welfare:
Response:  


	6. Will pertinent information be provided to subjects later?

	
	YES - Explain below what information will be provided to the subjects and when it will be provided.

	
	Response:  



	
	NO – Explain why not below.

	
	Response:  




Note:  For requests for waivers reviewed by the convened board the IRB Coordinator will document determinations for each criteria and the approval outcome in the minutes. For expedited review, information put forth by the PI and determination of reviewer as noted on reviewer form will serve as documentation.  
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