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Institutional Review Board


	Waiver of Documentation of Informed Consent Form




	A waiver of documentation of informed consent waives the requirement that an investigator obtain a participant’s signature as part of the consent process. This waiver of this requirement may be approved by the IRB under certain conditions. 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.

Use this form if proposing to obtain Informed Consent for research activity without obtaining the subject’s signature on an Informed Consent form. 

-- Use this form to request a waiver of the requirement to:

•
obtain a signed consent document (cannot be used for FDA-regulated research); or

•
give participants a signed copy of the document


Please note: Even when waiving the documentation requirement, all other required consent elements must still be addressed. In many cases, it is still appropriate to provide the participant with written information about the study.  In all cases, the IRB requires a document that will be used for consent purposes. This could be in the form of an information sheet or a script [e.g. when consent will be presented orally] and must be approved by the IRB prior to use. The PI and/or research staff will document the participant’s consent, as well as the date, and the name of the person conducting the consent in the study files. 


	Section 1: Protocol Information 

	IRB #
	     

	Protocol Title
	     

	PI Name
	     

	Is this research FDA-regulated?
	 Yes    No 

	Section 2: Request for Waiver of Documentation of Informed Consent 

	For the IRB to grant this waiver, the research must meet one of the following conditions.  

Check either A, B, or C  and explain why the research meets the condition in the space provided.

	 A. 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. (Permissible for non-FDA regulated research only.) 
	     

	 B. 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.
	     

	 C. The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, the research presents no more than minimal risk of harm to subjects and there is an appropriate alternative mechanism for documenting that informed consent was obtained. (Permissible for non-FDA regulated research only.)
	     


	Section 3: Signature

	By signing below, I certify the information included on it.

	

	Principal Investigator or Authorized Designee Signature: 
	Date:      

	Name (Printed):          


	-IRB USE ONLY-

	Assessments: 

A.    The research is not FDA-regulated, AND

        The principal risks are those associated with a breach of confidentiality concerning the subject’s participation in the research, AND

       The consent document is the only record linking the subject with the research, AND

       Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern. 

              True False

Or

B.    The research presents no more than minimal risk, AND

        The research involves procedures that do not require written consent when performed outside of a 

        research setting.


 True False

Or

C.   The research is not FDA-regulated, AND 

       The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, AND

       The research presents no more than minimal risk of harm to subjects, AND

       There is an appropriate alternative mechanism for documenting that informed consent was obtained.

       True False

Recommendation:

 The Waiver of Documentation of Informed Consent is approved. (If assessments either A, B, or C are True). 

 The Waiver of Documentation of Informed Consent is not applicable for this study (If all of the above assessments are False). A signed Informed Consent form is needed.



	Signature of Reviewer (IRB Chair or Designee): 
	Date:      

	Reviewer Name (Printed):          
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