Children as Research Participants Form
Research Title: 
Principle Investigator: 
If the research study involves minors (individuals less than 18 years of age) please 
check the risk designation that is appropriate for this study:

 FORMCHECKBOX 
 1. Research not involving greater than minimal risk [45 CFR 46.404]*

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 or routine physical or psychological examinations or tests.

 FORMCHECKBOX 
 2. Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual participants will be approved by the IRB only if 

a. The risk is justified by the anticipated benefit to the subjects;

b. The relation of the anticipated benefits to the risk is at least as favorable to the subjects as that presented by available alternative approaches [45 CFR 46.405]*

 FORMCHECKBOX 
 3.  Research involving greater than minimal risk and no prospect of direct benefit to individual participants, but likely to yield generalizable knowledge about the participant’s condition will be approved only if

a. The risk represents a minor increase over minimal risk;

b. The intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;

c. Intervention or procedure is likely to yield generalizable knowledge about the subjects’ disorder or condition that is of vital importance for the understanding or the participant’s condition [45 CFR 46.406]*
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