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Request to Waive/Alter Informed Consent 
and/or its Documentation
Request is completed in conjunction with one of the following forms: “New Study Application for IRB Review,” “Request for Continuing Review,” or “General Request for Exemption Determination.”
	I. Applicant Status

	Date of Request: FILLIN   \* MERGEFORMAT 

	Formal Title of Proposed Research:

	Name of Principal Investigator:



	II. Request for Waiver to Obtain Informed Consent or for Altering it 

	Note, even if a waiver of written informed consent is granted, the IRB may require subjects be given a written summary of the research. For some studies, such as “observational” or “data set” studies, even a written summary may be impractical.
	YES
	NO

	1. 
	I am requesting a waiver or alteration of informed consent in a minimal risk study.  
	
	

	
	If yes, indicate (a) why the research would be impractical without the waiver and (b) why any adverse impact on the rights or welfare of participants is unlikely.  
Then, describe (c) any pertinent information given to participants after participation, when that is appropriate, and (d) what is altered.  If the request is to completely waive informed consent, so indicate.

	
	


	III. Request to Alter Documentation 

Note, if a waiver of written informed consent is granted, then signed documentation is also waived.

	
	YES
	NO

	1.
	I am requesting alteration to documentation of informed consent. 
	
	

	
	If yes, describe how your research meets the standard stated in either question “2A” or “2B” below.

	
	YES
	NO

	2A.
	If yes to question 1, does the research present no more than minimal risk of harm to the subject and does it involve no procedures for which consent is normally required outside of the research context?
	
	

	
	

	---OR---
	YES
	NO

	2B
	If yes to question 1, would the signed consent otherwise be the only record linking subjects to the research and the principle risk would be breach of confidentiality? And, will each subject be asked whether he or she wants documentation linking him or her with the research, and, then, his or her wishes govern? 
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