Duke University Health System Institutional Review Board (DUHS IRB)

Request for Waiver of Documentation of Informed Consent


	Principal Investigator: 


	Protocol Title:  


	IRB #:


A. Use of this Form:  Use this form to request DUHS IRB review if you propose to obtain informed consent for the research activity without also obtaining the subject’s signature on the consent form. Note: If the IRB grants this waiver, the investigator will still be required to provide information about the research to each potential subject, but the subject’s signature on the form will not be required.  A written script of the information that will be read or given to potential subjects must be provided for IRB review with this submission. In addition to describing the study, the script must contain the basic elements of informed consent, as referenced in 45CFR46.116(a) and 21CFR50.25. If the study will collect protected health information (PHI), the script must also present the core elements of authorization, as referenced in 45CFR164.508(c). A request for waiver or alteration of HIPAA authorization, found on the IRB website (http://irb.duhs.duke.edu/), must also be submitted. 
This type of waiver is useful for some telephone or internet surveys, questionnaires, or when signing the consent document could have a negative consequence for the subject.  

B. Conditions for Waiver:  In accordance with federal regulations, the DUHS IRB may waive the requirement for the principal investigator to obtain a signed consent form for some or all subjects if it finds that one of two conditions are met:  
1. [   ]
The only record linking the subject and the research would be the consent document 


and the principal risk would be potential harm resulting from a breach of confidentiality. 

Each subject will be asked whether the subject wants documentation linking the 


subject with the research; and the subject's wishes will govern. [45 CFR 46.117(c)(1)]
This applies only to research that is subject to Department of Health and Human Services (HHS) regulations. It does not apply to research that is subject to Food and Drug Administration (FDA) regulations.   

Or
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 of the research 
context. [45 CFR 46.117(c)(2); 21CFR56.109(c)(1)]

This applies to research that is subject to either HHS regulations or FDA regulations.

In cases in which the documentation requirement is waived under these conditions, the IRB may require the investigator to provide subjects with a written statement regarding the research. [21CFR56.109(d)]
Note: FDA regulation 21CFR50.24 provides an additional exception from informed consent requirements for emergency research.   Briefly, to qualify under this regulation the research would involve human subjects in a life-threatening situation, for which available treatments are unproven or unsatisfactory, and for which the collection of valid scientific evidence is necessary to determine the safety and effectiveness of particular interventions.  Obtaining informed consent will not be feasible, participation in the research holds out the prospect of direct benefit to the subjects and the clinical investigation could not practicably be carried out without the waiver. 
This information is presented for the sake of completeness; however, waivers of documentation of informed consent under 21CFR50.24 are not applicable to this request form and will not be considered further.  
C.
Waiver Qualification.  Please provide a response to each statement below and continue as instructed.  

1a. The only record linking the subject and the research would be the consent document.
[  ] True
If true, continue with 1b.

[  ] False
If false, the research does not qualify for a waiver of documentation of 
informed consent under this condition.  Continue with 2a.

1b.
The principal risk of such a link would be potential harm resulting from a breach of confidentiality. 

[  ] True
If true, the research may qualify for a waiver of documentation of informed consent under this condition.  Note, however, that each subject must be asked whether s/he wants documentation linking the subject with the research; and the subject’s wishes will govern.  Continue with Section D.
[  ] False
If false, the research does not qualify for a waiver of documentation of informed consent under this condition.  Continue with 2a.

2a. The research presents no more than minimal risk* of harm to subjects.  

[  ] True
If true, continue with 2b.
[  ] False
If false, the research does not qualify for a waiver of documentation of informed consent under this condition.  
*Minimal risk: The probability and magnitude of physical or psychological 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.
2b. The research involves no procedures for which written consent is normally required outside of the research context.

[  ] True
If true, the research may qualify for a waiver of documentation of informed consent. Continue with Section D.

[  ] False
If false, the research does not qualify for a waiver of documentation of informed consent under this condition.  
D. Supporting Information.  Please answer the following questions and provide information and materials as instructed.
1. What is the rationale for this request for waiver of documentation of informed consent? Provide sufficient detail to demonstrate that the research meets one of the two conditions in Section C.  
	Please respond in this space (box will expand): 


2. What materials will be given or read to potential subjects to inform them about the study? 
All materials must be submitted for IRB review, must accompany this waiver request (e.g. an information sheet, consent form without signature lines, or script of information for verbal interaction with a potential subject) and must include the required elements of informed consent and authorization in accordance with the regulations cited in Section A. 
	Please respond in this space (box will expand): 


a. Does the written material include the requirement for the signature of the subject or his/her legally authorized representative?

[  ] Yes

[  ] No

[  ] N/A  
b. If the written description or script is to be signed by the subject or his/her legally authorized representative, and the consent process occurs by telephone, does the written description or script include the requirement for signature by a witness to confirm the identity of the subject?

[  ] Yes

[  ] No

[  ] N/A  
Principal Investigator’s Assurance: 



With my electronic signature on this submission to the DUHS IRB, I assure the IRB that the information that I provided in this application is accurate and complete.
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