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	Principal Investigator:
	[bookmark: Text54][bookmark: _GoBack]     

	Protocol Title:
	     

	UNR Protocol Number:
	     

	Note: The term “consent” embodies subject consent, parental permission and legally authorized representative consent.

	Waiver or Alteration of the Consent Process 45 CFR 46.116(c) and (d)

	Agency-Specific Regulations for Waivers or Alterations of Consent

	FDA Regulations
|_|	This research is not regulated by FDA.
|_|	This research is regulated by FDA. Consent may not be waived for FDA research. Skip to the HIPAA section (if applicable) and note in the reviewer determination section that consent may not be waived for this research.

	VA Regulations
|_|	VA regulations do not apply to this research.
|_|	VA regulations apply to this research.
	Reviewer’s comments about DoD regulations and waiving consent for this research:      

	Department of Defense Regulations
|_|	DoD regulations do not apply to this research.
|_|	DoD regulations apply to this research.
|_|	The research participant does not meet the definition of “experimental subject.”* Complete the next section to determine if the waiver meets the conditions for approval.
|_|	The research participant meets the definition of “experimental subject.”*
|_|	A waiver has been obtained from the Asst Sect’y of Defense for Research and Engineering and the research meets the following requirements for the waiver; the research
· is necessary to advance the development of a medical product for the Military Services,
· may directly benefit the individual experimental subject, and
· is conducted in compliance with all other applicable laws and regulations.
Note: Waivers of consent are prohibited for classified DoD research.
Reviewer’s comments about DoD regulations and waiving consent for this research:      

	*An living individual who is engaged for research purposes in an intervention or interaction for which the primary purpose is to obtain data regarding the effect of the intervention or interaction. Research involving a human being as an experimental subject is a subset of research involving human subjects.

	Criteria for Waiver or Alteration of Consent Process

	For the IRB to approve a consent process that does not include or alters elements of informed consent all four of the following conditions must be present.

	1. The research involves no more than minimal risk.
2. The waiver or alteration will not adversely affect the rights and welfare of the participants.
3. The research could not practicably be carried out without the alteration or waiver.
4. When appropriate, additional pertinent information will be provided after participation.
|_|	NA, it wouldn’t be appropriate to provide additional information about the research
|_|	Additional information will be provided and the procedures consider subject risk and privacy, and data confidentiality.

	|_|	The four conditions for approval apply to this research.
|_|	This research does not meet one or more of the four conditions for approval but likely meets the criteria for a waiver of documentation of consent.
|_|	This research does not meet one or more of the four conditions for approval. Signed consent must be obtained.

	Assessment of Approval Criteria for Waiver or Alteration of the Consent Process
Justify your decisions and note required revisions here:      

	Note: For studies requesting a waiver of consent that invoke HIPAA*, a waiver of HIPAA authorization is also required.

	Waiver of Consent Process for Public Demonstration Project

	· The research is conducted by or subject to the approval of state or local government officials.
· The research or demonstration protocol is designed to study, evaluate, or otherwise examine:
· Public benefit or service programs.
· Procedures for obtaining benefits or services under those programs.
· Possible changes in or alternatives to those programs or procedures.
· Possible changes in methods or levels of payment for benefits or services under those programs.
· The research cannot practicably be carried out without the waiver or alteration.
· The research is not FDA-regulated.

	Assessment of Waiver for Public Demonstration Project
|_|	Approve waiver. Conditions for approval of waiver are met.
|_|	Do not approve waiver. Conditions for the waiver are not met or the research does not constitute a public demonstration project.
Justify your decision and note required revisions here:      

	Waiver of Consent Process: Permission Is Not a Reasonable Requirement

	Under the following conditions, the IRB may waive the requirement for parental permission.
· The research is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects.
· An appropriate mechanism for protecting the children who will participate as subjects in the research is substituted.
· The research is not FDA-regulated.

	Assessment of Requirement for Permission
|_|	Approve waiver. Parental permission is not a reasonable requirement for this research.
|_|	Do not approve waiver. Conditions for the waiver are not met.
Justify your decision and note required revisions here:      

	Waiver of HIPAA Authorization (45 CFR 164.512)

	HIPAA does not distinguish between a waiver of part of an authorization such as individual statements in the authorization or obtaining signature, versus waiver of authorization all together. All criteria below must be met for the waiver.

	The privacy risk related to the use or disclosure of PHI† is no more than minimal, with consideration for following:
· There is an adequate plan to protect the identifiers from improper use and disclosure.
· There is a plan to destroy the identifiers at the earliest opportunity appropriate to the research; identifiers may be retained if there are health, research or legal obligations to do so.
· The PI has provided written assurance that the PHI will not be reused or disclosed except as required by law or for authorized research oversight.
· The research could not practicably be conducted without the waiver
· The research could not practicably be conducted without access to and use of the PHI.

	Assess the adequacy of the justifications for the waiver.      
Note determination, justification, and required revisions here:      


* HIPAA = Health Insurance Portability and Accountability Act
† PHI = Protected Health Information as defined by HIPAA
	Additional Considerations and Reviewer Determination

	[bookmark: Text39]Note additional comments, questions, or recommendations:      

	Determination
|_|	Approve waivers as submitted.
|_|	Minor directed changes are required before waivers may be approved; IRB staff who are members of the IRB may verify that the revisions are satisfactory.
|_|	Substantive changes are required; send revisions to reviewer or IRB chair for final approval (for expedited reviews only).
|_|	Substantive changes are required; place revisions on agenda for review at convened IRB meeting.
|_|	Research does not meet the criteria for the requested waivers; consent or HIPAA authorization must be obtained from subjects. Send revised protocol; and consent forms, HIPAA Authorization Form, or both to reviewer or IRB chair for final approval (for expedited reviews).
|_|	Research does not meet the criteria for the requested waivers; consent or HIPAA authorization must be obtained from subjects. Place revised protocol; and consent forms, HIPAA Authorization Form, or both on the agenda for review at a convened meeting.
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