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When a potential research subject is able to give assent to decisions
about participation in research, the researcher must seek that assent in addition to the consent of
the legally authorized representative. These were declared in Japanese Ethical Guidelines for
Medical and Health Research in 2015.

We researched on informed assent of children by (1) literature research of official guidelines,
(2) a nationwide survey touward peoples (age; 20-69) in Japan, (3) a focus group study toward
experts, and (4) an empirical study toward children (age; 4-9). In the empirical study, we targeted
healthy children and medical research with no invasion or intervention. At the first interview, a
child received clear explanations about the second interview from a researcher using scenarios and
figures. 5-year children signed with marks or first name and 6-year or over children; in elementary
school children, signed with full name. It was suggested a 5-year child might have capacity for
assent.
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