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Applying IRB Review

O W% (RrEEFITHEENE A SR IR S HEE)
Shigeru YAMAUCHI, Assistive Technology Development Organization

Abstract: This tutorial lecture aims at helping engineers who apply IRB review for the first time. Emphasis is placed on
drafting research protocols. IRB review system is briefly described and guidelines of Japanese government are introduced.
Scientific aspects and ethical aspects in IRB review are discussed. Scientific review includes hypotheses and end-points,
research design and inclusion/exclusion criteria. Ethical aspects include informed consent, recruitment of participants and

protection of participant’s privacy.
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A Survey of Institutional Review Board on Clinical Evaluations of Assistive Products -2nd report-
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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, Clinical Test, Physical Therapist, Occupational Therapist, Prosthetist and Orthotist
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Some Notes on Guidelines for
Research Ethics on Clinical Test of Assistive Products

OMhZE  IEERE

PR AL (BXEEEI ALY F— 3 k7 —H5RT)

LB (REFEEFEBIE A B ENBRREE)

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 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.

Key Words: Assistive Products, Clinical test, IRB Review, Human Subject Research, Guidelines for Research Ethics
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fRIEfE &t D ERRLE
Guidelines for Research Ethics of Several Countries
OMiEmE Web%E TILE Sk (EEEZEY A EY F—aer ¥ —HER)

HIPIEE (%57 FEE FITE B B A SR BT BA SE4848)

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

GS3-2-12

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 researchers, and prerequisites for
expedited review were discussed. The comparison showed wide spectrum from voluntary guideline without penalties to legislation with
criminal punishment. .

Key Words: Research ethics, IRB Review, Research Ethics Committee, Assistive Products, Human Subject Research

1. XL ®IC Fre—7 OEFEBORKARBES TIX. GBEERC

FEBBORARBROLDOGHRIGHIZOWVWTE LD L M2 TEREBOEKYF (Danish Health and Medicines
. BRPEBFOEEE LTI MREMEICET 3R8E Authority) OFWERITILENRH D, ERBBOEED
1 THHH, FBEE L THEBREERNRELTHENY FIZEBEWT, 25 vy FBFAFRERNTVWRO T, XEHR

IS TLLBEHTIELY., Tk, ZoESsSYRE DEHEHRBRLHRLLTWBLBDbAS,
LT3 TEERIFFEI KBTI [UAEIF—a %) 4 MEBEFERAS
DERHEIZEL>TND, HRBEEZRESOREEIX. Tr~— 7 SHIE R
XERBOEXERROFABE~OT T —FD—2 L BoRLRZ-TEBY, Frv—2R ) —Ya Y RUPRE
LTEEORBRSICBTIIRIBVZ L. XBHRE REBFE I RGEBAEEZERASFZEZERT S,
BT AHAERBOMY FV-OEBEERLI, ZESOBRLR 1IZALEN, RIS CEERE 2
2. EftoMES STWBI LHRBETE S,
BAEO REHRICET 2 REBIES XEFEERT 5. Figl
HD., TAY L ORE T45CFR46: Protection of Human BSHIHTI2RBRHIVIRHBEEZELOREIREV
Subjects| 1X{REEHLE (DHHS)DERBHATH B, BB OBz SV T, BAROHESHTITHES 25,
F % @ Tri Council Policy Statement for Research involving 7 A YA TIEDHHS DS ABREENTE Y BREOB AL

Humans 115 % OB R R &E2 43 #B8 3 - D Council, CIHR ZOREEICHTHETOMBHEOPITRLEMIZEL S
(EE#%) NSERC (BT %) SSHRC (AXHEHZE) » LB B, HFH, A—RFF U TRAERBORFLIIELON

ARBILHRERLES T 2 L & OHFERIHMOU: TWa R, Frv—2 3RERIEDLLD 5,
Memorandum of Understanding) D —#8% 723, AA— A FF U 6. REEEXDEH
7 @ National Statement on Ethical Conduct in Human B L AHBROPIR L L TREFEICOVTOLEK
Research IXA— R N F U T OBRFHEROESEEBETH S BRLE, Bl THBARFREOHLB I LEARTLES D
NHMRC. NCGP BLUEVYXEFRSEBO 3 HEMNER LcEs,
THEELEZLOTHY, HDOLWIHEREEREANF LTS 1. 8bYiz
BIERNESTH D, T v—27 D Act on Research Ethics HBEMIEELERZ-TRY. FEOFHLRRL
Review of Health Research Project iXEFHFFIZB T 2HE TVWHIEBahotk, IBEBERRLLTWVWDII L
EEOHVFZEDLERL LTHELVARMEZ-oTWS, R LfEshided | XBRBORERRICH L L fEet
INLOEBERICE LD, FERLLI ET2H4OBMEARIL, HEOLDTH D,
3. BRSOV RAFLXIRMB BEERFTOH LS. BARICET 2 XBREMARE

TAYAEAFTYOBIIBER»LOFERECHDS o T, ARRBLOLRZ T LEHMFHMLEL,
HLWIEREERTHNRE LTV, o3 HIINAR
SRSICENPDLY R BER FUrv— 7 IEFENREE. BEXXR
A—R IS U TRALEPOBNOREICEDETALZY (1) http://www.mhlw.go.jp/general/seido/kousei/i-kenkyu/ri
£L4T5HL0EHE. WEEZIHKLLTWS, nsyo/dl/shishin.pdf

ZDZEhb, RERBRIZOWTIE, TAVIRTI T (2) Code of Federal Regulations, 45cfr46, OHRP, HHS
FRBROMEREOBLI B ICIIKREBRESHIPIERSL http://www.hhs.gov/ohrp/humansubjects/guidance/4 5cfr
BN, THTRVBERIHRMAL LTOLEDRY, F— 46.html '
ZAFSUTRYARARREENDZH, Trv—27IZ20n T (3) TCPS 2 - Tri-Council Policy Statement: Ethical
REBLETHD, Conduct for  Research  Involving  Humans
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Research Design of Clinical Trial on Assistive Products

OWrE (FEFEFIEBIE AR BN BRER)

RS RUE PWRAD S (BXEEEY YT 3 vk X B

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: 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 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.
Key Words: Assistive product, Research Design, IRB, Clinical Trial
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BL LTAYEFFER TREBLTEEHET VAV DESR LIFE2012 CHBWTHRRBLAEXEBEBOZHARRIC I T
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=M, Hole, TOHROBNIZI->TENRLOAEXREL, & 1
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L, ZhbnoRXOBEAZERLK. BEFELZ2TLTH53LD0L LTEBSITAZ LIk > TH

() BRFTFA L LTIRHABORVITADT I A 38 BTFVAL DRV b EBYVRTLL LR THS.
EfMNIzEL, REEOEHSBENS V.

Q) BRI ABEORVHERE. 3 XEMBRIEREICEITS PICO
GB) HRBEENVEIHBINIFRED > b, HEEREIC EBM IZBWTiL, EMEZEHERICE T 2 ENHEHE
LBERBESLOBRIZIILS DTN THS. D=HDBEMEH PICO LRBETHD. Zhid, P(patient or
FHREXZNLOOBRLFERXBETIESE (UT problem), I(intervention), C(control), O(outcome)? ¥HF 75
TJSWSAT }|) % U* Joumal of Rehabilitation Research & ThoT, ZThoLNERRBEMZERSITOATNSZ
Development (ELF [JRRDJ) ## ORI OV T BB LB EBM O OELXNBEHFTHH L END.
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L2 BHBETIRBRICANLTERT S LUTOL

Sic7e 5.

(1) P:patient BEERAIXISR & T DREE DRk,

(2) L intervention EIERBRIZBITIHBIZLBITA. £
BROFHELBENICER I TWEIZ L.

(3) C:control HEXE. #MBILIIXEDBREZLEKT S
~ER. BERBEOCEENLEREH S VL (AN
Lk 3) XEBRREHEEIIS.

@) O:outcome 7Y bHA SFADBEERT T A—

ZTHY, BB LEBHRE OEEERICE L KR

FENITER, HATEOLERDS.

4. JSWSAT & U JRRD FIBE DS Iz DL\ T

JSWSAT D 2011 SERE CRRBR IR IDO Y b, X
BEOEFRRICEDLA LD I0BIZOVWTHETF¥A v,
M, BARBREEUHEEEICOVWTOENT 2T .

JRRD {22V THX, 1980, 1990, 2000, 2005, 2011 4EiZ
SWTREBEORENT Z#1To. #RE2 VU ATIZOVWTORT
RE FEOF#ROLO) EE bt 2ITRLE.

% 2 OBFRF V¥4 > D 5 B, RCT(randomized clinical trial)
BEROLENZFETFA S8, XBERBCRAT
ZORELLTaAMENCEEXAHS. BEHROBRE
FYA LV EEREEE R b —A LT A ATEATE
Y, FEBBTIREWVRLTVIIET YA ThD. RCT,
BB, HOXNHR, 7R3 —OHWEF YA X PICO
DEGEZHB- LY BATIEBMIZESSHFETFAL ) &
MESTOR5.

MBORWA AT 5HEFORVWBIFEEHET, PICO
DCERLLDTHY EBM IZEISL LIZEWVEN., i
PELRVBESUMIERATRE TRV, B, F 11 H
RBRICEWTIEIT & TH 5.

BT YA o ORFESIE, EBMITESWE LD THE
) hofh, FMENICERER THINERTMCLS
P TEMTS.

4-1 JSWSAT DB XIZDINT

2001 EEA 5 2011 4% TO JISWSAT Frf 0TI £ <
A, E7LEa— i FEEZToTVWSHI L, BE
EPHIIAEZRBLETHIFERICE L THEAEEEICL SR
BEBESTTVWBIARIANATLEERSTWS,

REHERE LRI R THEBEEELZ RS 50001
DLOTHHOTCHBERICHTIEMAXZEDITIZY
TERICTHS. ) '

BTRUT 10 LDV, BFET YA & LTIt 80%
NESHBTHD, MEEKD 7003 E8EELERALT
Wa. “hix, YNNI S EBM izES< L on
11/134=8%, ZHIEITL ST DA 37/134=28%ThHH L &

BB THD. , :
© ISWSAT THHET L2 — L X 3EAEBIMBTHHD
CHEHLERLLRIUERE LIZbOTHETD L HE
T 5. RECHEHBIZFTET2EENEVW LHLERD
—2ThHBLL L.

4-2 JRRD OE&XIZDWT

JRRD X" Bulletin of Prosthetic Research”& LT7 A Y
D584 B AFF (Veterans Administration, BL{EfX Department of
Veterans Affairs)%% 1964 4 & ¥ 31T L TV D EWHER T, 2
STHERCERA LTV, BETH A — Favr—@3a@#
LAoTHWBE, I VRITERTCH O vn— FT&
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B0,

JRRD L84 ENT=DiX 1983 £ C, AIFINTOTE LR
BEACETALE 2—-BPLT, FERUIHE  ER
EhTWizhort:.

1980 4E Tit, XBRBOERIERRICET HHIT 104
Lini2nas, N— Ky =7 ORBALSIFRO 2N AR
3 HFLELEV. 2000 FEIZENTHHBORWATAN 13
e BHLBVD, 2005 Tt 6 iz L, EBM I2&S
WEMIET A VIZIBIERR L TWA. 2011 it b &5
Bo2nfr AL 3428 L, EBM IZESWEEF ¥4 Vi
19 4 & EERIIC 2 B ,

HBORWAARED L, EBM IZESNW=TF ¥4 253
ML TWBZ DM 2000 ElL2o ThbBEEIIR-
DX, 1990 ERPLDEFHEIZISIT S EBM DREL £
DEBRVIZLDbDLHRET S, EBE, Thompson i 2000
EOEREBLEO Y ALY F—a VBT ARXOT
NEETEF VRARZESWERERRO LN D X 52k o
T&7-. ) EBRTWA. EBM O ZDOHH~DEEH 2000
FEFRIZAEY, 2010 EBENOXBBBSFICBVTHX
BEEDB Lo TERLLEEENS.

B CEMEEEEEIC BV TLRTERRS. Thbb,
EEEEL THFEHOLIZ 1990 ETIE 54 Tholz bR
2011 EETIL 192 ~E B L THE D, X b FEFEHEOFRVIFE
FHEL~EERLEZ RO 5.

2011 4E® JRRD & U NTLTORILO BRI LB T, F%
HOFCORBELEOX v v 72 HBBREE 528 ok
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Incompetent Subject in a Clinical Trial of Assistive Products

OWME (BEFEFEBEAIRLINAREERE)

MRS ERGE PR

Sl (BBEEFEYANEY T —va ks ¥ —iF5ER)

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. SIIDR 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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