Investigator’s Guide:

Waiver of Informed Consent or Waiver of Documentation
Under some conditions, elements of informed consent may be waived or altered.  It is your responsibility as the Principal Investigator to request waivers or alterations, and to ensure that the rights and welfare of participants are adequately protected.  Please use this form to indicate what conditions are being met that will allow for waiver or alteration, and indicate in the comment section which elements you are requesting be waived or altered.

Part A – 45 CFR 46.116(c) and (d)

The Common Rule permits an IRB to approve the conduct of research without meeting all of the required elements of informed consent.  Requests to waive or alter the consent process may be granted under the following conditions:

1. Government Program Evaluations

a. The study is an evaluation of a public program of services, is subject to governmental approval, and is evaluating procedures for obtaining benefits, changes in the program, or methods or levels of payment to be made under the program, AND
b. The research cannot practicably be carried out without the waiver or alteration.

2. Other Research

a. The research involves no more than minimal risk,
b. The waiver or alteration will not adversely affect the rights and welfare of the subject,
c. The research cannot practicably be carried out without the waiver or alteration; AND

d. The subjects will be provided with additional pertinent information, if appropriate, after participation.

NOTE:  In interpreting the meaning of “practicability” the standard to be met goes beyond inconvenience of the researcher.  There must be reasons that make it inadvisable or infeasible to obtain waived or altered elements of informed consent for the IRB to approve the request.

Part B – 45 CFR 46.117 – Waiving Documentation of Informed Consent

Informed consent pertains to a process.  It is possible to obtain informed consent without documenting the process, and is advisable in some settings.  Waiver of documentation is not the same as waiver of informed consent requirements.

Requests to waive the requirement to obtain a consent form may be granted when:

The consent form is the only record linking the subject and the research, and the principal risk to the participant would be potential harm resulting fro a breach of confidentiality.  Participants will be asked if they want documentation linking them to the research, and the subject’s wishes shall govern.

OR

The research presents no more than minimal risk and involves no procedures for which written consent would be required outside of the research context.
When submitting a request for waiver of documentation of consent, the request must be accompanied by a script of the information to be given orally.
