
 

 INSTITUTIONAL REVIEW BOARD 

 

Guidance: Waiver of Consent (last updated September 13, 2022) 

Under the Federal Policy for the Protection of Human Subjects (a.k.a. the "Common Rule"), the 
IRB may approve an informed consent process that: 

• Waives the requirement to obtain informed consent, or 
• Alters some or all of the elements of informed consent, or 
• Waives the requirement to document informed consent (i.e., to obtain a signature) 

For research that is no more than minimal risk the IRB may approve a request to waive of some or all of 
the required elements of informed consent under specific circumstances.  Waivers of informed consent 
are primarily requested for projects involving the secondary analysis of existing data or in projects 
involving deception.   

• To waive in total or to alter informed consent elements, the IRB must determine that: 
• The research involves no more than minimal risk to subjects; 
• The research could not be carried out practicably without the waiver or alteration; 
• The waiver or alteration will not adversely affect the rights and welfare of the subjects; and, 
• Where appropriate, the subjects will be provided with additional information about their 

participation.   

Note: The intent of this waiver criterion is to require debriefing for participants in deception research 

Under the 2018 Common Rule, there is an additional requirement for the IRB approval of an informed 
consent waiver request: 

• If the research involves identifiable private information or identifiable biospecimens, this 
research could not be carried out practicably without using the information/specimen in an 
identifiable form. 

 

For some research projects, the IRB may approve a request to waive the documentation of informed 
consent. This means that the study team must provide a subject with the required consent information, 
but the study team is not required to obtain the subject's signature on the informed consent document. 

Introduction 

Waiver of Informed Consent (45 CFR 46.116) 

Waiver of Documentation of Informed Consent (45 CFR 46.117) 



• Subjects should be offered a copy of the consent information for their records even when a 
signed document is not required for the project. 

A waiver of documentation is permissible when: 

• The signature on the informed consent document would be the only record linking the subject 
to the research and the principal risk of harm to the subject would be a breach of 
confidentiality.  For example, for research on sensitive topics, such as domestic violence or 
illegal activities; OR  

• The research presents no more than minimal risk of harm to subjects and involves no 
procedures for which written consent is normally required outside the research context.  For 
example, minimal risk research that involves surveys/interviews conducted via telephone or 
online. 

Under the 2018 Common Rule, there is an additional requirement for the IRB approval of an informed 
consent documentation waiver request: 

• Where the participants are members of a cultural group in which signing forms it not a 
normal/acceptable practice. 

It is not appropriate to request a waiver of documentation of informed consent for human subject 
projects that collect biospecimens. 

 

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-
regulatory-text/index.html#46.117  

Study to determine whether some specific blood chemistry values change in people undergoing clinically 
indicated abdominal surgery, and if there is a correlation of changes with increased incidence of 
complications after surgery. 

Involves review of medical records of all patients who have undergone abdominal surgery in the past 
two years (about 10,000 surgeries), collecting limited data that will be double-coded so link is known 
only to researchers. Results of the research will not affect clinical care of the individuals, since they will 
already have left the hospital. 

• Minimal risk: Fits definition. 
• Would not adversely affect rights and welfare of subject: Surgery and associated blood 

chemistry values are clinically indicated, therefore would be done regardless of the research. No 
study results would affect clinical decisions about the individual's care. 

• Research could not be practicably carried out without the waiver: Identifying and contacting 
thousands of potential subjects, while not impossible, would not be feasible for a medical record 
review where results would not change care the individuals already would have received. (Note: 
In smaller studies, it may be harder to argue that obtaining consent is not feasible, especially if 
subjects have not yet been treated or are still being seen.) 

Example of Approvable Waiver of Consent  

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.117
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.117


• Whenever appropriate, subject provided with additional pertinent information after 
participation: Not appropriate in this case, since results of research would have no effect on the 
subjects. There is no anticipated benefit to subject that would change what has already 
occurred. 

(Above example adapted from Institutional Review Board: Management and Function, R. Amdur and E. 
Bankert, Chap. 6-6, "Research without Consent or Documentation Thereof," M. M. Elliott.) 


