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When to use verbal or alternative consent process
The purpose of these instructions is to assist investigators in creating a verbal consent guide or alternative consent document.
For non-exempt research, an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:
1. That 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; or
2. That 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.
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.  Under some circumstances, a verbal consent process may be more appropriate.  In either case, the investigator must carefully document the process of obtaining informed consent from each subject.
Examples of studies that may be eligible for a waiver of documentation include, but are not limited to: Surveys (mailed, in person, or online), interviews (via telephone or in person), educational tests, focus groups, and ethnographic fieldwork.
If your study is not exempt, be sure to check the “waiver of documentation” box on the IRB application if you wish to use a verbal or alternative process for obtaining informed consent.

How to title this document
The title of this document should describe your intended process.  For example, if you plan to use a verbal consent process, “Verbal Consent Guide” is an appropriate title.  If you plan to provide a written statement at the beginning of a survey instrument, “Explanation of Research Study” is an appropriate title.  If you are sending a document in letter format, you will not need a title.  Please do not title this document “Waiver of Documentation” or “Consent Form”.
Tips for writing consent documents or guides

· You may use the Sample Verbal Consent Card on the IRB website.

· Informed consent is a process, not just a form. Information must be presented that will enable potential participants to voluntarily decide whether to enroll in the study.  Informed consent is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act. The procedures used in obtaining informed consent should be designed to educate the subject population in terms that they can understand. Therefore, consent documents must be written in plain language with as few technical terms as possible.
· Write directly to the reader, as though you are explaining the facts in person.  Consent language should be written in the second person (“you”), not in the first person (“I”).

· Minimize passive voice to the extent possible.  Example of passive voice: “A summary of results will be sent to all study participants.”  Example of active voice: “We will send you a summary of the results.”
Information to include
Please refer to the consent templates on the IRB website. These templates identify all of the required elements of consent and provide instructions for each section. Choose the template that is relevant to the level of review (exempt or non-exempt). 
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