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REQUEST FOR WAIVERS OF INFORMED CONSENT 
“Informed consent is one of the primary ethical requirements underpinning research with human subjects; it reflects the basic principle of respect for persons.  Informed consent assures that prospective human subjects will understand the nature of the research and can knowledgeably and voluntarily decide whether or not to participate” (IRB Guidebook). Informed consent is also mandated by Federal regulations (45 CFR 46) and EIU Policy and Procedures for the Review of Research Involving Human Subjects. 
Federal regulations do allow the IRB to approve, under limited circumstances, two types of waivers to the usual consent requirements:
1) Waiver of Informed Consent – waives the requirement to obtain informed consent OR waives or alters some or

     all of the elements of informed consent

2) Waiver of Documentation of Informed Consent – waives the requirement for written documentation of consent

An investigator should request a waiver of informed consent or a waiver of documentation of informed consent only under compelling circumstances. The IRB will not grant a waiver without written justification. 


Principal Investigator:  ___________________________________________________________

Title of Project:  ________________________________________________________________

Type of Waiver Requested:

____   Waiver of Informed Consent  (Complete Section A)

____   Waiver of Documentation of Informed Consent  (Complete Section B)


Waiver of Informed Consent:                      Approved ____         Not Approved ____        

Waiver of Documentation of Consent:        Approved ____         Not Approved ____        
Comments:


The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirement to obtain informed consent provided that all four of the criteria listed below are met, and the fifth criteria, if applicable.   Provide justification for each criterion.
Note:  Even if the waiver is granted, the IRB may require other conditions, including but not limited to 
providing subjects with an information sheet (written summary) about the research.

If a waiver of informed consent is granted, documentation of informed consent is also waived.
1.  The research involves no more than minimal risk* to the subjects.

2.  The waiver or alteration will not adversely affect the rights and welfare of the subjects.
3 . The research could not practicably be carried out without the waiver or alteration.
4 . Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
5.  If the research involves using identifiable private information or identifiable biospecimens, the research could not be practicably carried out without using such information or biospecimens in an identifiable format.
If not all of the elements of informed consent are being waived, list the elements of informed consent for which the waiver is being requested and a justification for each.

* Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(i)).

The IRB may waive the requirement for the investigator to obtain a signed consent form for some or all potential subjects if one of the following three criteria is met.  Select the appropriate criteria and provide justification. 

NOTE:  Even if written documentation of informed consent is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research which contains all of the required elements of informed consent.

____  1.   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.
Provide justification:
____   2.   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.

Provide justification:
____   3.   The subjects 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 a mechanism for documenting that informed consent was obtained.

Provide justification:
For IRB use only


IRB File No.: __________


Date received: __________


Approval expires: _______





FOR IRB USE ONLY





SECTION A  -  Waiver of Informed Consent





SECTION B  -  Waiver of Documentation of Informed Consent








1

