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WAIVER OF DOCUMENTATION OF INFORMED CONSENT

Waiver of Documentation of Informed Consent
The IRB can waive the requirement that the consent process include a signed consent form. Investigators desiring to not have a signed consent form must still provide participants with a consent document or verbal script disclosing all the required elements necessary for informed consent. In such cases, the IRB encourages investigators to use the consent templates and remove the signature section.  According to 45 C.F.R. 46.117(c), an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds:

1. The only record linking the subject and the research would be the consent document; and 

2. The principle risk would be potential harm resulting from a breach of confidentiality.

Or,

1. The research presents no more than minimal risk of harm to subjects; and

2. The research involves procedures for which written consent is normally required outside of the research context (e.g., cultural barriers).

The regulatory language and reasons for requesting waiver of documentation of informed consent must be clearly outlined by the PI in the research proposal. 
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