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Scientific Aspects of Clinical Test of Assistive Products
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Abstract: Scientific clinical test is indispensable for development of assistive products. This paper aims at producing protocols with

objective evidence for evaluation and with clearly defined goals. Research design to be applied to the clinical test of assistive products

is discussed to ensure robust evidence. The phases of clinical test help to define clear goals. Definition of phases to be applied

specifically to the development of assistive products is proposed. These factors are examined in the papers of RESJA symposiums.

Discussion is also made in relation to IRB review.
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Table 1 Definition of phases in the development of medicine and of assistive products
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Table 2 Summary of Protocols of papers on R&D of Assistive Products in Proceedings of RESJA Conference, 2007-2011

A. Research Design
Phase I | Phase Phase Phase Case | Development Total
test 11 test Il test | IV test | report report
Time series design 2 4 1 1 1 2 11
Intervention without control 16 17 5 4 20 62
Descriptive cross sectional study 2 2 4
Case series 41 41
Development 13 16
B. Evaluation Functions
Objective outcome 10 8 1 2 5 11 37
Subjective evaluation by subjects 5 8 3 3 7 6 32
Subjective evaluation by researchers 2 1 20 8 31
Subjective evaluation by 1 1 2
professionals
Outcome not defined 1 1 4 3 9
No evaluation 1 1 1 2 9 9 23
C. IRB Review
IRB review mandatory
Approved 2 1 3
Informed consent 6 1 3 10
Not described 16 15 6 5 25 63
(May be minimal risk) 2) (2) 4)
IRB review not mandatory
Practice 45 4 49
Administrative purpose 1 1
Prototype development 4 4
total 18 21 6 7 45 37 134




