WESTERN ILLINOIS UNIVERSITY HUMAN SUBJECTS PROTECTION PROGRAM
WAIVER OF CONSENT OR DOCUMENTATION OF CONSENT FOR THE USE OF HUMAN SUBJECT RESEARCH


This form may be included with the any Application form when requesting a Waiver of Written Documentation of the Consent Process or a Waiver or Alteration of the Consent Process.  
A waiver or alteration of the consent process according to 45 CFR§46.116 (c) and (d) would waive part or all of the consent process. Examples of the use of this waiver are in deception research (waiving elements of consent) or research to analyze data (waiving consent all together). A waiver of documentation of consent according to 45 CFR §46.117(c) would waive the required signature of the informed consent form and would require the use of an information sheet to provide to participants that contains all the elements of informed consent according to 45 CFR§46.116(a). Examples of the use of a waiver to documentation of consent would be for the use of internet surveys. 
In order to ensure that the waiver is considered and documented appropriately, please provide a reasonable amount of detail in your responses.
I.  Project Identification
	Title of Project
	

	Principal Investigator
	

	IRB Protocol # (if assigned)
	



II. Waiver of Consent - 45 CFR§46.116
	Provide protocol-specific reasons and justification on how all the following criteria are met:

	The research involves no more than minimal risk to the participants.
Protocol-specific explanation:

	The waiver or alteration will not adversely affect the rights and welfare of the participants.
Protocol-specific explanation:

	The research could not practicably be carried out without the waiver or alteration. 
Protocol-specific explanation:

	Whenever appropriate, the participants will be provided with additional pertinent information after participation.
Protocol-specific explanation:

	IRB Use Only
|_| Approved	|_| Denied
[bookmark: Check3][bookmark: Check4]|_| Portions of the study |_| All of the study
Comments:






OR
II. Waiver of Documentation of Consent - 45 CFR§46.117
	Provide protocol-specific reasons and justification on how at least one of the following criteria are met:

	The only record linking the participant and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern.
Protocol-specific explanation:

	That the research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.  In cases in which the documentation requirement is waived, the IRB may require the investigator to provide participants with a written statement regarding the research.
Protocol-specific explanation:

	IRB Use Only
|_| Approved	|_| Denied
[bookmark: Check5][bookmark: Check6]|_| Portions of the study  |_| All of the study

Comments:
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