Kutztown University
Institutional Review Board

Waiver or Alteration of Informed Consent
Request Form

An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or waive the requirements to obtain informed consent provided the IRB finds and documents that statements 1 through 4 below are true for the proposed research (45 CFR 46.116).  The investigator must complete this form to request a waiver or alternation, and submit it to the IRB for review.  

If the investigator would only like to have waived the requirement to obtain a signed consent, a Waiver of Requirement to Obtain Signed Informed Consent Request Form must be completed and submitted to the IRB.

Title of study:

Principal investigator:

Please provide a specific response to all four statements, explaining why the statements are true for the proposed research. 

1. 	The research involves no more than minimal risk to the participants.

	





2. 	The waiver or alteration will not adversely affect rights and welfare of the participants.

	










3. 	The research could not practicably be carried out without the waiver or alteration. 

	





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

	









I assure that all information provided on this form is accurate.

____________________________________________________ 		____________
Principal Investigator								Date

____________________________________________________ 		____________
Faculty Sponsor (if applicable)							Date

____________________________________________________ 		____________
Co-investigator (if applicable)							Date

____________________________________________________ 		____________
Co-investigator (if applicable)							Date
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