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REQUEST FOR WAIVER OF INFORMED CONSENT DOCUMENTATION
Durham VA Health Care System Institutional Review Board
[bookmark: _GoBack]A. Project Title
	     




B.  Principal Investigator Information
	Principal Investigator:      
Email:      
Phone Number:      



INSTRUCTIONS: Double click boxes to check or uncheck.

C. Waiver of Informed Consent Documentation Criteria  45 CFR 46.117(c)
	The proposed research must meet at least one of the following criteria:

Criterion 1.  |_|  The only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern. NOTE:  This criterion cannot be used for greater than minimal risk  FDA-regulated studies.

Criterion 2.  |_|  The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context.

Criterion 3. |_|  The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained. Note: This criterion is not applicable for studies approved prior to January 21, 2019 and under the regulations of the pre-2018 Common Rule requirements.
 



D. Justification for the Waiver Criterion 1                  Not Applicable |_| 
	1. Explain why the only record linking the participant and the research will be the consent document: 
     

2. Explain why the principal risk will be potential harm resulting from a breach of confidentiality:  
     

3. Describe the consent process. Include a consent script with this application, if applicable.
     




E. Justification for the Waiver Criterion 2                 Not Applicable |_| 
	1. Explain why the research presents no more than minimal risk of harm to subjects.
     

2. Explain how the research involves no procedures for which written consent is normally required outside the research context.
     

3. Describe the consent process. Include a consent script with this application, if applicable.
     



F. Justification for Waiver Criterion 3      	Not Applicable |_|
	1.  Describe the subjects or LARs cultural group or community in which signing forms is not the norm: 
     

2. Describe how the research presents no more than minimal risk of harm to subjects.
     

3. Describe the consent process. Include in consent script with this application, if applicable.
     

4. Describe the alternative mechanism for documenting that informed consent was obtained.
     





G. Information Sheet and Verbal Consent Script
	1. Will a written statement or information sheet about the research be provided to subjects or legally authorized representatives? Note:  The IRB may require that participants receive a written statement regarding the research.
 |_| Yes 
 |_| No   

2. Is a verbal consent script to be used during the consent process included in the initial review submission packet?
 |_| Yes 
 |_| No   
NOTE: If requesting to waive or alter required or additional elements of informed consent, a Request for Waiver or Alteration of Informed Consent Process must also be submitted.



	


K. Investigator Assurance
	By signature below, the principal investigator acknowledges the following:
1.  Even if the requested waiver of informed consent documentation is granted, the IRB may require other conditions, including providing the participants with an information sheet about the research. 
2.  If criterion 1 is selected, I acknowledge that each participant must be asked whether they want documentation linking them with the research, and the participant’s wish will govern.
3.  Even though the requested waiver of informed consent documentation is granted, I acknowledge that it is still my responsibility to ensure that there is an appropriate informed consent process and that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.

                                                                                                                                          
Principal Investigator Signature                                                                                           Date
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IRB Determination: Waiver of Documented Informed Consent (38 CFR 16.117(c) / 45 CFR 46.117(c)
	CHECK ALL THAT APPLY:

|_| The request for waiver of informed consent documentation is APPROVED. 
               |_| The subjects must be provided with a written statement regarding the research.

|_| The request for waiver of documentation of informed consent is NOT APPROVED. Reasons for disapproval are indicated in the comments below.

	Studies under the Pre-2018 Common Rule Requirements (studies approved prior to January 21, 2019 and that remain under the pre-2018 requirements): 
|_| The request for waiver of informed consent documentation is APPROVED under Criterion 1 or 2 of the Pre-2018 Common Rule requirements. 
               |_| The subjects must be provided with a written statement regarding the research.

	COMMENTS:





	

IRB Committee Member Signature                                                                       Date
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