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Form: Request for Waiver of Documentation of Informed Consent 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DePaul University
Office of Research Services
1 East Jackson Blvd. 
Chicago, Illinois 60604-2201
Email: orp@depaul.edu
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/Pages/default.aspx
*Only required for expedited (minimal risk) research (when applicable), as exempt research does not require informed consent containing all the elements of consent. 
Principal Investigator:
Background: Federal Regulations
The regulations discuss the requirements to document the consent process by using a written document and obtaining a signature as a separate event from providing the elements of consent to the participant (the consent process), because it is possible to have a consent process occur without obtaining a written signature from participants or giving them a written document.   Under the regulations, a waiver of documentation of consent or the requirement to obtain a written signature on the consent document may be granted by the IRB, when it is appropriate to the type of research or the research methods used in a particular protocol.
When to request a wavier of documentation: Examples
Example 1:  If the research involves telephone interviews or on-line surveys, it may be appropriate to complete the consent process verbally or on-line and not obtain a written signature from the subject.   In these instances, a waiver of documentation may be granted when the research involves minimal risk and the proposed research methods and procedures usually do not require written consent when used outside of a research context.  For example, many surveys (written or telephone) are completed by people for various reasons and normally people are not required to sign a consent to complete a survey.  In this instance you would request a waiver of documentation because you are not obtaining a written signature.
Example 2:  For some research protocols, the greatest risk to the subject may be a breach of confidentiality and having their name associated with the research and the research data, so a waiver of documentation is appropriate as a measure of protection against this risk. This is commonly seen in research involving illegal behaviors (e.g., illegal drug use, sexual deviance), information or data that is stigmatizing to reputation, or involves a risk to employability, or insurability, such as HIV status, Hepatitis C infection status, or types of aberrant, illegal or inappropriate behavior.  This waiver of documentation is also recommended when the signed consent form would be the only document that contains the identification of the subject, the greatest risk to the subject is being linked to the data or the research study, and there is no need to document the subject's name in the research records.  So, for a study that is not exempt, but can involve recording participation and data anonymously or in a coded fashion, waivers of documentation are recommended.
Differences between waiver of documentation and waiver of consent
A waiver of documentation of consent is not a waiver of the consent process  - it is a waiver of the requirement to obtain a signature from the subject. When the requirement to obtain a signature is waived, the researcher must still obtain consent, usually either verbally or on-line, and whenever possible the investigator should have the verbal consent discussion with the subject, and should provide a copy of the complete consent text containing all the required elements of consent to the subject. For on-line surveys, generally, the completion of the survey represents subject consent, but the subject may print a copy of the consent text for their records. A waiver of documentation can also be applied to the parent/legal guardian permission or assent process, if it is appropriate.
Requesting a Waiver of Documentation of Informed Consent: The regulations allow for a waiver of documentation of consent under 45 CFR 46.117(c) (1) for some or all the subjects based on three criteria:
1. That the only record linking the subject and the research would be the informed consent form, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern; 
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; or
3. If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that 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.
Additional Information about Waivers of Documentation: 
· In cases when the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research (i.e., a consent script or handout). However, depending upon the research, subjects do not necessarily retain any documents related to the research to which they have consented.  For some research, in order to allow for the subjects to ask questions, report concerns and unanticipated problems, it is recommended that at a minimum the researcher provide the subject with contact information. However, the subject may wish to retain a copy of the approved informed consent document, even if he/she does not formally sign it. 
· The Principal Investigator (PI) and/or research staff should document that the subject provided consent, along with the date, potentially the time, and the name of the person conducting the consent process in the research records. The documentation process does not need to include the name of the subject or any direct identifiers, but can include a coded identifier for the individual. For example, the study notes may say subject #1 provided informed consent on X date at X time.
· Waiver of documentation need not apply to each and every subject in the study.  In most cases, the waiver of documentation has been granted by the DePaul IRB for reasons related to decreasing the research-related risks, but some subjects may wish to sign and retain a copy of the informed consent document.   They should be given the choice of doing so. For example, there are studies which allow a subject to choose to have any information they provide be completely confidential or to have direct quotations from an interview attributed to them. In the latter case, the researcher and the subject should probably document this decision in writing for future reference.
· On-line surveys or telephone interviews are frequently completed by people for many reasons outside of human subject research and most of the time completing the survey or interview implies consent. It is only because the survey or interview activity is human subject research that we think about obtaining a signature. So as long as the research is limited to a survey or interview procedure where a written consent would not usually be obtained if this were not human subject research, then a waiver of documentation may be appropriate.
· Waivers of documentation apply to non-exempt research that involve minimal risk only, and are not required for research meeting the exemption criteria.
Step I:  Choose which waiver of documentation criterion applies to your research. Depending upon the complexity of your research, it is possible that both criteria may apply to differing portions of your research. 
1. Waiver of documentation of consent under 45 CFR 46.117 (c) 1 (i): The only record linking the subject and the research would be the informed consent form, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.
2. Waiver of documentation of consent under 45 CFR 46.117(c) (1) (ii): 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.
3. Waiver of documentation of consent under 45 CFR 46.117(c) (1) (iii): If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that 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.
Step 2: Rationale/Justification:
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