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A Survey of Institutional Review Board on Clinical Evaluations of Assistive Products -2nd report-

O R Sl ANEERS
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WIPISE (FEFFERITE B A SR BT FEBRAR)

Tsuyoshi NAKAYAMA, Shigeru TOYAMA, Seishi KATO and Motoi SUWA Research Institute, National Rehabilitation
Center for Persons with Disabilities
Shigeru YAMAUCHI, Assistive Technology Development Organization

Abstract: Clinical evaluations are essential for research and development of assistive products. This study aimed to grasp
the current status of institutional review board on clinical evaluations of assistive products in Japan. A questionnaire was
sent to the staff of undergraduate and graduate schools and colleges for physical therapists, occupational therapists and
prosthetists and orthotists. The questionnaire included the implementation status of the clinical test of assistive products,
the presence of institutional review board, the presence of rules regarding research ethics, and so on. The results revealed
that the number of schools with IRB has increased gradually during the past decade Most undergraduate and graduate
schools have already established IRB but many colleges remain without IRB.

Key Words: Assistive Technology, Chmcal Test, Physxcal Theraplst, Occupational Therapist, Prosthetist and Orthotist
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Some Notes on Guidelines for
Research Ethics on Clinical Test of Assistive Products

OWmPBE MEERET LBl shlE EIBEEY A CY T3 v ¥ —HFRE)

WIS (SR EFIEBIE A X IE BB R EE)
Motoi SUWA, Seishi KATO, Tsuyoshi NAKAYAMA, and Shigeru TOYAMA, Research Institute, National

, Rehabilitation Center for Persons with Disabilities
Shigeru YAMAUCHI, Assistive Technology Development Organization

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 appropnate 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 specxﬁc 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 therc must be special attention,
for example, to employm g scientific design of test, and careful recruiting of persons with dementia and residents of care houses.

Key Words:  Assistive Products, Clinical test, IRB Review, Human Subject Research, Guidelines for Research Ethics
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Guidelines for Research Ethics of Several Countries
OmEEBE WMHE FILE AL (BIREZEI ALY TV a7 —FFRR

PN (FEFFERITEBIRA SR BN PR S H415)

Seishi KATO, Motoi SUWA, Tsuyoshl NAKAYAMA and thgeru TOYAMA Research Institute, National
Rehabilitation Center for Persons with Disabilities
Shigeru YAMAUCH]I, Assistive Technology Development Organization

Abstract: For the purpose of better understanding of research ethics and IRB reviewing, we collected guidelines for IRB review of
several countries and compared them with the Japanese “Ethics Guidelines for Clinical Research”. They are “45CFR46 Protection of
Human Subjects” of USA, “Tri Council Policy Statement for Research involving Humans” of Canada, “National Statement on Ethical
Conduct in Human Research” of Australia, and “Act on Research Ethics Review of Health Research Project” of Denmark. Comparisons
on voluntary/compulsory guidelines, research areas of which protocols are to be reviewed, those who are responsible to organize the
IRB, members of the committees, conditions for withdrawal of ethical approval or penalties against rescarchers, and prerequisites for
expedited review were discussed. The comparison showed wide spectrum from vo]untary guideline without pena]tles to legislation with
criminal punishment.

Key Words: Research ethics, IRB Review, Research Ethics Committee, Assistive Produc!s Human Subject Research
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Research Design of Clinical Trial on Assistive Products

OIS (R rE3ERFIE B A SR AT B HE)

MRS WIE PILA MUl (BMEEEY ALY TV e v ¥ —BIRRR)

Shigeru YAMAUCHI, Assistive Technology Development Organization
Seishi KATO, Motoi SUWA, Tsuyosh1 NAKAYAMA, and Shigeru TOYAMA,
Research Institute, National Rehabilitation Center for Persons with Disabilities

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 Joumal of Rehabilitation
Research & Development (JRRD). Eighty percent of the paper in ISWSAT 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.
Key Words: Assistive product, Research Design, IRB, Clinical Trial
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JSWSAT @ 2011 ERE TIRBBRINALRID I B, X
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ZODRT201 FERXZWIz Lo TWER, hEHFELEY
BIICITIXTRTIRBRBZMELTHS. £DH, IRB
RBEEXDIOXBEERBROTERME L.

JSWSAT TiX, 202 ENLHBHEEEBRIT L 5ERE
BEABMHLELTNS, TOATISWSATIZBIT3BY, &
FHRHEEGORMEIRIBETSITHS .

LIFE2013 2013429 A 2 B—4 B [LEL (WEXHF)

6. 8hYic

BRZETZHETI L, BEEIIEST XBRSZEER
BROPFEERTAY VBT LY LERTWSHIRIZA
STHidf, AL, JRRD KEWTHREEXEHE N
5572 070X 2005 EEN L TH- T, R Y ERAN
EBATIRARW. BEEIZRTIETERBROBVEHLED S
TOOEMIIFE2OERE LTEIBIREELRAS.

B
(1) WR%KIES, “XEEBRERBRIISITIRENE"
LIFE2012, GS3-1-6,20124E11 848, A HE.
D. Badenochi¥#>, "EBMOEFH", FRRAR,
FILEIE, 2002.
URL{Zhttp://www.rehab.research.va.gov/jrrd/.
A. J. Thompson, “The effectiveness of neurological

. rehabilitation in multiple sclerosis”, JRRD, 37(4), 455
(2000).

@

€))
(C))

%2 VAT, ISWSAT, JRRD Fillio>ciBHsae0n 58 B SCoMRHT#S 2

JRRD
JSWSAT | YT 555 1990 | 2000 | 2005 | 2011 | &F
ABRTHA Y
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Incompetent Subject in a Clinical Trial of Assistive Products

OlnEE (FFEFEFTEBIE AR LM BAFEEE)

RS FREFEE LA
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Shigeru YAMAUCHI, Assistive Technology Development Organization
Seishi KATO, Motoi SUWA, Tsuyoshi NAKAYAMA, and Shigeru TOYAMA
Research Institute, National Rehabilitation Center for Persons with Disabilities

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.

" Key Words: Clinical Trial, Incompetent Subject, Vulnerable Subject, Consent Capacity, Capacity Assessment
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