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Some Notes on Guidelines for
Research Ethics on Clinical Test of Assistive Products
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Abstract: Clinical test of assistive products is an essential part to promote effective, safe, as well as, active use of the products, if it is
conducted in an appropriate manner because it is expected to provide users with useful information about the products. As such a test
involves of humans, it is requested to follow the WMA Declaration of Helsinki — Ethical principles for Medical Research Involving
Human Subjects, and Ethical Guidelines for Clinical Studies of MHLW. The problem is that we do not have any specific guidelines for
research ethics on clinical test of assistive products, because there are some differences between clinical studies in general and the
clinical test of assistive products not only in terms of technology but also in terms of culture. The purpose of this paper is to note the
issues gathered through activities of the IRB of JSWSAT conducted for last three years, concluding that there must be special attention,
for example, to employing scientific design of test, and careful recruiting of persons with dementia and residents of care houses.
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