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APPENDIX A: REQUEST FOR WAIVER OF DOCUMENTATION OF CONSENT

Informed consent shall be documented by the use of a written consent form approved by the Institutional Review Board (IRB) and signed by the subject or the subject’s legally authorized representative. (45 CFR 46.117)
Documentation of consent may be waived if either of the following conditions is true of the proposed research activity. An explanation must be provided.
|_|	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 must be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern;
OR
[bookmark: Check2]|_|	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.

Explanation:  
[bookmark: Text1]     

NOTE:  A cover letter, with the appropriate elements of consent, must be included.
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