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Overview

Special procedures are in place in the federal regulations that provide additional safeguards for the protection of children involved in research activities.  Studies involving children require parental, guardian, or legally authorized representative consent and participant assent, unless an appropriate waiver is requested. 


Definitions

· Children are defined as, “persons who have not attained the legal age for consent to treatments or procedures involved in research or clinical investigations, under the applicable law of the jurisdiction in which the research or clinical investigations will occur.”

· Assent is defined as, “The child's affirmative agreement to participate in research or clinical investigation. Mere failure to object may not, absent affirmative agreement, be construed as assent.”


Policy and Procedure
Assent can be oral or written depending on the age and aptitude of the child. Assent should be written in terms that the child can understand. The University of Wyoming Institutional Review Board (IRB) has implemented the following policy regarding assent:

· Verbal assent should be obtained for ages 7-13 

· Written signed consent should be obtained for ages 14-17.  The assent form for this age group should be similar to the adult consent form (i.e., the same information required for adults should be provided but at a lower reading level if needed). 

· For children 6 and under, neither written assent nor verbal assent that is scripted is required (unless you want to).  This type of assent can be a short, one-sentence question between the researcher and child (e.g., “Would you like to help me with my project”)

In addition, The IRB may determine that assent is not a necessary condition for proceeding with the research if: 

· The aptitude of some or all of the children is so limited that they cannot reasonably be assented (determinations of capacity to assent will be assessed by age, maturity, and psychological state, and may be made for one, some, or all children in the research as the IRB deems appropriate); 

· The intervention or procedure involved 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 research; or 

· The research meets the required criteria for waiver of consent stated in the federal regulations (45 C.F.R. 46.116(d)).
