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WAIVER OF INFORMED CONSENT

Waiver of informed consent
The IRB may waive the requirements for obtaining informed consent or approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, provided that all of the following four conditions are met:

1. The research involves no more than minimal risk to the subjects;

2. The waiver or amendment will not adversely affect the rights and welfare of the subjects;

3. The research could not practicably* be carried out without the waiver or amendment; and

4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

*It is important to note that the CITI training module, which is a required training for all human subject researchers at UW, states with regard to waiver of informed consent that “impracticable does not mean time consuming, expensive, or inconvenient.  Researchers will have to provide acceptable evidence to their IRBs that securing consent is not feasible (capable of being done or carried out), regardless of cost and time.”

The regulatory language and reasons for requesting waiver of informed consent must be clearly outlined by the PI in the research proposal. 

Waiver of parental consent for research involving children 
The OHRP has addressed whether parental permission can be “passive” on its website (see http://www.hhs.gov/ohrp/faq.html):  

Terms such as “passive” or “implied” consent are not referenced in the HHS regulations.  However, OHRP is aware that these terms are sometimes used by investigators or IRBs to describe a process in which consent or parental permission requirements have been altered or waived, or for which the requirement to document consent or parental permission has been waived. 

The term “passive consent” is sometimes used in research with children to describe situations in which the investigator can assume that a parent is permitting a child to participate. For example, researchers collecting survey and behavioral data from children at school provide parents with information regarding the study by mail and ask the parent(s) to return a form if they do not want their child to participate. Sometimes this practice is referred to as an opt out procedure, which is not consistent with the regulatory requirement for seeking and obtaining parental permission. 

Even though passive consent is not contemplated by the regulations, the IRB may waive the requirement to obtain parental permission.  There are essentially two ways in which the IRB may waive this requirement when the research involves children:

1. Under 45 C.F.R. 46.408(c), the IRB may waive informed consent if the IRB finds and documents all of the following factors:       

a. The research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children); 

b. An appropriate mechanism for protecting the children who will participate as subjects in the research is substituted; and

c. The waiver is not inconsistent with federal, state, or local law.  

2. Under 45 C.F.R. 46.116(d), the IRB may waive informed consent if the IRB finds and documents all of the following factors:

a. [bookmark: 46.116(d)(2)]The research involves no more than minimal risk to the subjects;

b. [bookmark: 46.116(d)(3)]The waiver or alteration will not adversely affect the rights and welfare of the subjects;

c. [bookmark: 46.116(d)(4)]The research could not practicably be carried out without the waiver or alteration; and

d. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

It is important to note that the CITI training module, which is a required training for all human subject researchers at UW, states with regard to waiver of informed consent that “impracticable does not mean time consuming, expensive, or inconvenient.  Researchers will have to provide acceptable evidence to their IRBs that securing consent is not feasible (capable of being done or carried out), regardless of cost and time.”
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