

Request to Waive or Alter Consent
	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	     


This is a request to waive or alter Informed Consent (only allowed for non-FDA regulated research)
……………………………………………………………………………………………………………….
INFORMED CONSENT WAIVER:
1.
Explain why the research involves no more than minimal risk to the participants
.

     
2.
Explain why the waiver or alteration of informed consent will not adversely affect the rights and welfare of the participants
.  (What measures will researchers take that will ensure this?)
     
3.
Explain why the research could not practicably be conducted without the waiver or alteration of informed consent.  (Why is it not possible to obtain informed consent?)
     
4.
Explain how you will, if applicable and appropriate, provide the participants with additional pertinent information after they have taken part in the study,
 or indicate “Not appropriate”.
     
____________________________



___________________
Principal Investigator’s signature



Date






� 	Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  38 CFR 16.102(i)


� 	The IRB will assess whether subjects’ rights, such as the right to choose whether to participate in this study, would be violated if the consent were waived.  The IRB will consider your proposed safeguards, such as minimizing the potential for breach of confidentiality, and will consider the potential benefits of participation.


� 	In social science research involving deception, it is common practice to debrief the subjects at the conclusion of the study.  In other studies, however, it would not be appropriate to require debriefing.  For example, if the research proposed collection of tissue without identifiers, it would not be possible for the investigator to provide additional information since the identities of the subjects would be unknown.
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