Request for Waiver of the Requirement to Document the Consent of Subjects

PI Name: 
Project Title: 

If not addressed with the IRB application, this form must be completed by the investigator and becomes part of the official IRB study file. The IRB may waive the requirement to obtain a signed consent form while still requiring the consent process to occur.  This may be done for some or all subjects in a study if the IRB finds that one of the circumstances noted below is applicable.  The IRB may still require the investigator to provide subjects with a written statement regarding the research and investigators are strongly encouraged to submit such a statement, addressing elements of consent, in conjunction with this request for waiver of documentation.  The IRB reserves the right to deny such requests and to require written documentation.  Select the category under which you are requesting the waiver.  Option 2 is most common for expedited research. 
1.  Select one of the following options: 
a.
 FORMCHECKBOX 
  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 (or legally authorized representative (LAR)) must be asked if s/he would prefer to sign an informed consent document that links his/her participation with the research.  The subject’s wishes will govern.  Therefore, a consent document must still be submitted to the IRB for approval in the event that a subject chooses to sign.  The IRB may also require that a written summary of the research be provided to the subjects.  The consent form may serve as the summary.   Not applicable to FDA Regulated Studies.  

b) 
 FORMCHECKBOX 
  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.  The IRB may also require that a written summary of the research be provided to the subjects.  In such cases the written summary must be reviewed and approved by the IRB.  Therefore, when requesting a waiver of documentation under item 2, investigators are advised to also submit a written summary that addresses the required elements of consent for review and approval. 
c) 
 FORMCHECKBOX 
  If the subjects or LARs 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 provided there is an appropriate alternative mechanism for documenting that informed consent was obtained. Not applicable to FDA Regulated Studies. 
2.  Describe how the criteria for the selected option are satisfied (cell will expand to accommodate text):   
	Response:  



Note:  For waivers or alterations reviewed by the convened board the IRB Coordinator will document determinations for each criteria and the approval outcome in the minutes. For expedited review, information put forth by the PI and determination of reviewer as noted on reviewer form will serve as documentation.  
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