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Research Design of Clinical Trial on Assistive Products
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Abstract: In LIFE2012 we presented a paper emphasizing significance of research design of clinical trials on assistive
products. Papers of RESJA symposiums were discussed and a concern was expressed with the observation that majority of
the research design did not define controls. This paper reports a result of similar examination on papers published on
Journal of Japanese Society for Wellbeing Science and Assistive Technology (JSWSAT) and Journal of Rehabilitation
Research & Development (JRRD). Eighty percent of the paper in JSWSAT employed self-control design and seventy percent
of their endpoint was objective parameter. We evaluate that papers in JSWSAT have better research design. Research
design of many papers in JRRD of 1980 did not have controls, similar to that of RESJA. “Scientific” research design,
including RCT, concurrent controlled and self-controlled design, increased from less than 10% in 1990 to 70% in 2011.
Nearly half of the endpoints were subjective parameter in 1990, and decreased to less than 1/15 in 2011. This means recent
papers in JRRD are more evidence-based. It is observed that the year around 2005 was the turning point in this change.
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