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Request for Waiver of Consent Documentation (Signature)



[bookmark: Text1][bookmark: _GoBack]PI Name:        

ePAS Study Number:        

[bookmark: Text2]Study Title:        


If you wish to request a waiver of the requirement to obtain a signed consent form for some or all participants as specified in 45 CFR 46.117(c), you must provide the following justification.

	The only record linking the subject and the research is the consent document, and the principal risk is potential harm resulting from a breach of confidentiality.  Subjects are asked whether they want documentation linking them to the research, and their wishes will govern.  The research is not FDA-regulated.
	[bookmark: Check1]|_| YES
	|_| NO

	For IRB office use only, for research conducted at VA facilities that are under UC IRB oversight.
The IRB has determined that including the subjects on a master list poses a potential risk to the subjects from a breach of confidentiality [1200.05 §9.7(2)(b)].  Requirement to maintain a master list of all subjects is waived.

|_| YES     |_| NO     __________________________________________________________ Signature/Date of Chair or Designee

	The research involves no more than minimal risk of harm and involves no procedure for which written consent is normally required outside of the research context.
	|_| YES
	|_| NO




Please describe the reasons why the waiver of consent documentation (signature) is requested.

[bookmark: Text3]      


NOTE: In association with this type of waiver, the research team will generally be required to
a) Provide a written summary of the research that includes that information generally given in consent forms
b) Discuss the information provided in that summary with potential participants, and
c) Obtain oral informed consent.
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