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Incompetent Subject in a Clinical Trial of Assistive Products
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Abstract: The Declaration of Helsinki states that incompetent subjects can be included only in a study that cannot instead
be performed with competent persons. This condition gives a difficulty in a clinical trial of assistive products in nursing
homes, since many of the residents in nursing homes are demented. Distinction of competent subject is necessary in such a
setting. SIIIDR recommended adopting the term “consent capacity” instead of “decision-making capacity”. Assessment
methods of consent capacity were reviewed, including McCAT-CR that is normally used for persons with severe mental
illness. Though these assessments are novel and useful, they are too sophisticated to be used by engineers with knowledge
of neither psychiatry nor clinical psychology. A tentative assessment scheme for consent capacity in a clinical trial of

assistive products with low risk is proposed.
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