
 A waiver of consent allows PIs to dispense with documentation of informed consent.  Instead, 

the participants are provided with the same information contained in a consent document (either in 

written or verbal form), but a signed document is not required.   Explain how the proposed study is 

consistent meets one of the following criteria: 

1) the research procedures involve no more than minimal risk such that the potential harm or 

discomfort associated with the procedures will not exceed the harm or discomfort experienced 

in daily life 

2) a signed informed consent document would be the only record of an individual’s participation in 

the study AND there is sufficient risk with a breach in confidentiality that warrants the waiver of 

signed consent. 

 


