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IRB Tip: Waiver of Child’s Assent

guidance for implementing federal and institutional IRB policies 
In certain cases, the IRB may consider waiving the requirement to obtain children’s assent regardless of the age of the minors involved, for example: 

• “The capability of some or all of the children is so limited that they cannot reasonably be consulted;” or
• “The research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research”[45 CFR 46.408]. 
In the latter case, the parents’ right to make medical decisions for their child may come into conflict with the child’s right to give or withhold assent and such assent may not be mandatory.

Guidance to Investigators 

The IRB’s decision about waiver of assent will depend on the specifics of the study. For example, approval of waiver would be likely for a trial of primary induction therapy for a new malignancy, where there is a real prospect of direct benefit to subjects. But in a “last-ditch” recurrent brain tumor study, where direct benefit is unknown, approval of waiver would be less likely—the IRB would want to ensure that the child can appropriately decide whether or not to participate in the process.  The PI may only implement this waiver if IRB specifically states that the waiver has been approved.

The PI may propose a waiver of child’s assent under 45 CFR 46.408(a) or 45 CFR 46.116 in the IRB application.  Even though the IRB may waive the formal requirement for child’s assent, the parent should be encouraged to consider the child’s wishes in the consent process.

Guidance to Investigational Review Board/Office of Sponsored Research

The IRB will review the project to determine that adequate provisions have been made for soliciting the assent of children and the permission of their parents or guardians [45 CFR 46.408].  IRB will review/approve both forms or specifically state in its approval if written, signed assent of minors is waived.  The Office of Sponsored Research will record the appropriate stipulations on the approval letter.
For Further Information
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