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Guidelines

o Principles of ethical consideration required for clinical research
involving children

Kenji Matsui,' (™ Tomohide Ibuki,? Shimon Tashiro® and Hidefumi Nakamura® () For the Study Group on Regulatory
Science for Early Clinical Application of Pediatric Pharmaceuticals®

! Division of Bioethics and Healthcare Law, The National Cancer Center Japan, Tokyvo, Japan, Liberal Arts Department,

Tokyo University of Science - Noda Campus, Noda, Japan, 3Deparﬂnenr of Sociology. Tohoku University Graduate School

Faculry of Arts and Lerters, Sendai, Japan, *Department of Developmental Straregy, National Center for Child Health and

Development, Seragava-ku, Japan

Abstract Ethical considerations are more stringent in pediatric clinical research than in research targeting adults. However, in
Japan. clear guidelines have yet to be presented on the necessary ethical considerations for clinical research involv-
ing children. The “Principles of Ethical Consideration Required for Clinical Research Involving Children™ provide
guiding principles for ethical considerations and the essential ways of thinking that all involved in clinical rescarch
on children need to understand in advance.
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