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GCP (Good Clinical Practice : B XBok_F D EH %)

a standard by which clinical trials are designed, implemented and reported so that there is public
assurance that the data are credible, and that the right, integrity and confidentiality of subjects
are protected
T—ANEETEBDHDTHY ., HEREDEN, T, BEUENMREINTLE LW RDBRRIEHNEF S
N5 &2, BREKRERZHET. Ef. 5T H7-ODEAE

ARZEX&RE T BERERMATGER) DEOT— X OEHEN & KERE D AMER
B2 HERY 57 OERI L NIEE

AAEEIE http://www.med.or.jp/doctor/member/kiso/d33.html
HREUEZE AT FIERFE=ZE (ICH)

[CH-GCPIE., I[EXEADERKRABRIBED=BRICEFTIHERITANZIRET 2=OHICERSN=E D,

EHAETIE, ICH-GCPEREFAICEDENBRHIICERY ANS=OICIEESOMEKABOERDEEICET HE
TI(ERGCP)MHIESN ., BRFRICEWT, EXEMOAZRHFEMICANS OIS HERREER CRER) X,
ARGCPIZH>TEESN LD THRITNIXZ SN,

E&E5FEE https://www.mhlw.go jp/file/05-Shingikai—10801000-Iseikyoku—Soumuka,/0000051796.pdf



[V

[E BRIV 75 R i 25 OD B AR AT 52 (2

1IS014155/2020

ERNARIS014155
(BPER D A)

Clinical Investigation

B kR

Principal Investigator

BEREEERD

Investigation Site

/

g 44

ENIER = 1R

=

it
A &

I 5

Rt

EEBRDO(ERSGE

&% oF

[ORy PN EEEZENDERKRTZE TOEE]

FUWTISOLA155~DEIA KD b1 5

EEEFZEEL WA, Er, EE
METHD ZEAKRDLND

R OBSIRMERE. B, Rl EHET 5 7-HIC— A E
DIFFRE =W RET DHRRD T o35
— DD EmEEEE (Investigation Site) ICH W T, BEROEMRIC
BT % OEEE (qualified person)

/ /
BEENER I N DHES (Institution) & L < IE35HFR

Oy gz 7

= FR ANy REEIC LY RITFRD
HA LY 24

8



jL% AN

[ ERDORHEA & 1SO141565 & DEEE

0 ENDEGEKRMEEMDILIEA xRy b/ HEos — JEE MR

B PR A 52 55 16 0D #eE A B4=fks AR HL EEMIE ERE L 72355 DO RHL
DR JEEZ Y B E NN AV LS EANTOAREFENBN TR W -

B R 22 % FEEL Y RS T N8 SEMAL L, BITAEELEWS
o . ETIEs - KO EOHETHEIC LY EREN, XITARERNICBLWTEBEINDS
Ap " I=TFEORTAY aa ANEWNRETI2ETOEDRTE  EZZRARHI TR

® 4y - EFRIEHMICHRTIEET T L—+

o MBS & ERRHEIS01415500 1 B

XAR Y b EERESR TRV =T AZHED D,

REEZF OV

[EEFeikas & O /CBRIRIT DR ML ICBET 2RI EE =] 1FAX
(REAZEL I ERbT EHRERERAER - RARFE L %)

IHH i - R RIEET 1SO14155
Eh=RE] ASERIE A6 XEREMNWIA
EZRYLH AT L WA
REZRA~DEERE == HEITG LT (REOERS ZEA)




[ARy PN ERESEORKRITZRICNT 52T X F Xy K]

[\

Ry

BEMB BE#%R BEtt 7% 1S2=H—Say ABXIER %57 ﬁ Ej] (3'5 N+ % F] )

i S
~‘;‘/\4$/\_
ey

&
ﬁifrﬂb i HE#SE
(GEZEER) (BREE) (HEH-T30) . .
AERBEE Hug T1 (k=X &$tFUJD) SASUKE (@yRILEEK&=%t1)
3 \ / ’if\u’-
N - = ,
T;Hn?:}‘f“g E/j A —-- f/f _IJ'_%G)/'E&% Eﬁ/\@%z—jﬁ
e i .

(iiiﬁ) (ﬁj;iiﬁ) sacrrs  pamnn « CEESOMEMZERL., Stz >TW5
o BRPRETMOBEIREICH L TERHEL TWD

ARy bR ERNHI3EE 7oA Lk
(ENERESR chL I &, CEOEFRBRICHELT 5 L) (EY =% > 7 ORBOMFI 2% 48 %’_I ISEO



[FERIFZE TS A > 2D W)

BEONR ARRFEZBNEL-EERL. EERESS
ERIRIAZTE DX &

NETATHACE DEEm. EREROTEME., ARNETE
—EEEIERTIER W o, IR

ﬂﬂikﬂbfﬁﬂtlﬁb#ﬂltﬂia#?

- EFREHOXNR e %
,-—#A{t.{lﬁimﬁ}%?%#? Mﬂﬂ#&%#?
AN rEpadsiy
| |
G BEETF I-:\'Ji-.ﬂ]!i-![i?
W 7 58 EIBY
NN (BHLEZRNBRORE
ZITD7=. MAMENZH MO E (2 7
EIEES L i 5E R
. + +
SASUKE (@R Lk &%)

11
1) RFEEk— REAROBIE B4R (T5) . HEFEFNEEENRRER MRS 5 2017,



X ERIEZR D ETE
(BBrEias - JEEE)

-

:L\/a\\/v};/

ey £

L/m?/{ |:>
Vi

&
Hug T1
(X =#tFUJD

SASUKE
(RYRIHFARH)

2

BETEAAE
ERPREHI A KO 5N 5 HER
CEX—7HSICEMD H D

BE S NDHRE

FEFEEERY

- BEZENE (ENiEL. 2)
o BERRENTFRELADBE

XTRE20 NP 3-4ZFEE
NEMEZORNREDERFAEDOLEN

#[EEEEY

hEE-EE-2TEE (ENEL 5)
AR ANE IS H@E I (FREE SR> TIXAFER)

RENTESHVALRRELZDHIEN S
* REEDREIEIENDE

WHEREDY 7 I)L— b
o BESSDITRITIL U= EHEREIR
o MENREFICISL-HEE

(B0 DAER

=7 ]
BEINSFE BN MERREE
#EFEEY

«  JriEfsfE e e
- NHIEHER

K fEfEEEhni=C&Fa,
AADEADNKRDHONDA,
[(275 o1z, |EDREZERE]

FEIRASRYH, DL

« BRICEITHREME

BENLGZW)TREDEEER)
ZTHLZEBEL-DLENT-
ADBENFHRMN LGS

FANDBEROREE % EE

N e TE5Hh?
FEIHMIBEE DREY -
o MESRICKAFEFICIL LT

AR EE IR

12



[Exh1ED - D A

$|% 0O 48R | —
EEMRER | £th~OREILES _ _ R
| AT.A.T NEEERICEDIRE T4 b
: ' Assistive Technology Assessment Tool
mz5y7 miEEE IVR1—H—%EE
QS HTIRIG Oii%mﬁ%‘mfkﬁ
O MEADLL SEME. I BICEE  WRE, HBEEHF
it . AUy b FH O mEE. QOLEELRE

@R, EREs @FIMEGRN, &8

W asnEE
MERE ¢ ERECTH A
NPT S FERR EEE AT FH X
et EXEMEE
ARy 7 R ADER, HEIREOZEL

V—X =>H—=-—X
HEs D HRIDBRTE

I B | EENDEEICES RS  EIEEIE (FE T2
BEMEE
o AR, £ (17 5uH %J\: 2k fmﬁﬂ%ﬁﬁ %51 Ok
it T —
X R R —— N > N . D
T8, Oy M EEZEN D 725

RIS DG = IR

https://unit.aist.go.jp/harc/arrt/ATAT eval ver 1 0.pdf

7I‘A% D HRIDLK .



TSRS

W R Rk EE

Il
FEB T E ABAL R RS

U s

Hug# £ 4 fiex

q

Hug T1
(B =$LFUJD

[7 X bRy FOEERE]

SR D= %0 - 7= ET.
BHEER DRI IS U 7=
2R DA IC SN

v/ EFREHAA RS>

=

SHEZWND,

AFETEZE(CE DU\ THRHRAERSNDH
e L N FHEBALISN TI D T HAAFTDIZ D (CHA
SNA LR (FTIHIHEED) | Fuisan s Cak - ke
(BEE(BWMMBELRRL . 2SRl
BS(IBR<, ). THITHEBEE (CIRBDHZ 1T

BB U

SASUKE
(RIS

MRy 2 —)b

R D
g1y

| RREROUOL— | —RAHEE AR ALERAER( TR ARE RS (465

RRE—, FIUITTR AR THREES S,

| HREDYIL—E

P ————— 3
| BiH-AEOHE | sl csmam., AER
L HBEDDBNABERS. 1- 2 BT B
i AEENS
Bl REERE | e e mmEE
5 ‘ WERE BN BIRE B A B &Y S 71552288
1 WERE IR BRRETEIRT o] B U S FI543A31 B
) | B || ERARBRR R R AR B 05331 B
F iy
| mEngEBg | FENRELER [ gmrv
T IR . LBOF & FTELED)  FEH
\| [ #mwita | sssoswseceutommmeaL. wrace
([ psmeatw HEENBE. BAHE) OEENREFEEFRESHE, AL H
AT HEE N, BB NECERXORMMIEAL. W =1be
A\ /2 %'—;EE
| NEORYMER | 8gEGmE AmIsaL TRy 2B, SELLE AT 5,
2L TL
(" Thn
;% | 8T Fyat il | s EE) MAS M OHME AL, FRE < ]
ﬂ —
| il | RTE 2B IC
g Bix
| AR |

14



(%<

S~ & a7 2
* £ Z AP

Py

o
.
VLE \ Trunk Legs
W straight, upright £ sitting
g ) ( slightly inclined ‘L standing
& a gy — r strongly inclined Z squatting
& Y twisted A
E laterally bent A
Hug T1 o _ T
PN Hollmann S, Klimmer F, Schmidt KH,
(R EFFUJID

Health. 1999 Apr;25(2):105-14.

FEX - R

7D

physical work load

kneeling with one knee or with both

walking, moving

Kylian H. Validation of a
questionnaire for assessing physical work load. Scand J Work Environ
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2. On the average, how many hours per workday do you
work with your trunk bent forward (standing or kneel-

ing)? %

1 Less than %2 hour
2 Y%—1 hour

3 1—2 hours

4 More than 2 hours

6. On the average, how many hours per workday do you
work with your hand above shoulder level? (Object of
work in the shaded area of the figure.)

1 Less than %2 hour
2 Y—1 hour
3 1—2hours
4 More than 2 hours

Viikari-Juntura E, Rauas S, Martikainen R, Kuosma E, Riihimaki H, Takala EP,
Saarenmaa K. Validity of self-reported physical work load in epidemiologic studies
on musculoskeletal disorders. Scand J Work Environ Health. 1996 Aug;22(4):251-9.
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“physical work load”

Trunk Legs

_I_ straight, upright _é_w sitting

(" slightly inclined | standing

_ﬁ_ strongly inclined —_g__ squatting

i twisted ‘_g kneeling with one knee or with both
E laterally bent —Z. walking, moving

Hollmann S, Klimmer F, Schmidt KH, Kylian H. Validation of a
qguestionnaire for assessing physical work load. Scand J Work Environ
Health. 1999 Apr;25(2):105-14.

2. On the average, how many hours per workday do you ¢, On the average, how many hours per workday do you
work with your trunk bent forward (standing or kneel-  work with your hand above shoulder level? (Object of
ing)? work in the shaded area of the figure.)

1 Less than %2 hour

2 %—1 hour 1 Less than %2 hour
3 1—2 hours 2 Y%—1 hour

4 More than 2 hours 3 1—2 bours

4 More than 2 hours

Viikari-Juntura E, Rauas S, Martikainen R, Kuosma E, Riihimaki H, Takala EP,
Saarenmaa K. Validity of self-reported physical work load in epidemiologic studies
on musculoskeletal disorders. Scand J Work Environ Health. 1996 Aug;22(4):251-9.
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