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Current status of ethical considerations in intervention studies among patients with
dementia conducted in Japan

-Based on an analysis of ethical considerations reported in original articles-
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Abstract

The purpose of this study is to clarify the current status of ethical considerations made for
patients with dementia in intervention studies in the fields of nursing, caregiving, and
rehabilitation based on descriptions provided in articles and to investigate the future subjects.

The websites of the Japan Medical Abstracts Society and PubMed were used for searching
literature with keywords, and 43 articles were retrieved from among the articles in the past five
years. The descriptions on ethical considerations were extracted from these 43 articles with
reference to dealing with the ethical principles in Belmont’s Report and subsequently analyzed.

As for informed consent, 27 patients were directly involved in the decision, while 13 patients had
the possibility to be uninvolved in the decision. Twelve articles reported drop-out of patients,
including that related to the intervention or evaluation measurement conducted. Seven articles
described the possible risk associated with the intervention.

Informed consent is more important as ordinary medical treatment because participation in
research contributes to society in some ways. In order to make it possible for patients with
dementia to provide informed consent in as many research studies as possible, it is important to
support them for exercising their decision-making ability as well as to confirm their informed
consent or dissent. In addition, it is necessary to investigate concrete methods to ethically conduct
intervention studies in patients with dementia, adopting a perspective that considers not only
informed consent but also risk and benefits evaluation.

Key Words : Dementia, intervention studies, research ethics, informed consent, risk-benefit criteria
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