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Ethics in research involving childrenldJ introduction
— Historical review over ethical dilemmaandO O 00 0O 0O O
O0000D0O0OD0ODOO0O0Oregulatory development in the world —

Chieko Kurihara
Controller Committee

Abstract

BackgroundO In Japan ethics in research involving children is not as widely and deeply discussed as it is in
Europe and the United State§] USCL

ObjectivedITo clarify the ethical dilemma in research involving children and identify the necessary regulatory
framework to protect children participating in research.

Method[ Narrative, non-systematic review of norms and official documents concerning ethics in research
involving children.

FindingsJIn Europe and the USTI 1[Since the 1970s, there have been clear descriptions in official documents
or international norms of[1] iJ] children’s rights and the ethical dilemma of involving them in researchJ ii(]
key concepts such as* assent”  parent’s permission” , proxy consent” * emancipated minor” (11 iii(] cases
where the parent’s consent/permission may be waived] andO ivD risk-benefit analysis and conditions where
research involving children could be authorized[T] 200 These descriptions have been stated in provisions to
protect children as one category of vulnerable subjects in human research lawsl 3[Recently, the basic principle
of protecting children from involvement in research except in limited defined cases has been amended to reflect
the non-exclusion of children in research, except only in limited defined cases, because of the need to obtain
generalizable knowledge for improving children’s health.

Discussion(] Even if official documents and norms in the world have been clearly stated ethics of research
involving children, ethical dilemma of such research contains still complicated issues because of difficulties of
determination of justifiability of each research, or each case of involving each child.

Conclusion]Japan should learn from historical discussions and regulatory frameworks in Europe and the US
to deepen our thoughts and thus develop a fair public policy and a law on research involving children.

Key words
research involving children, vulnerable population, children’s right, assent, proxy consent
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Table 1 Historical background of the development of international documents on children’s rights

and regulations on human research
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Table 2 Comparison of the various provisions of proxy consent for protecting children in Japanese
guidelines defined in several specific areas of medical research
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