“o

AMED

%I.Illl:é

FET LIILXF—EEBEERIEHERES
2019F E3RNEHEIZIZRS
FEHXBEMEFEEEE VAT LA

(e-Rad) ~DANAZEIZDNT

EumzbREA BARERMETFFEERS
HRRRHEELY IR E
201945H



B R

(& UEHIC

ERDILHFHiE

2-a. FHTZIRHBAIIC

2-b. A RFHFEIEEEHRADEF
2—c. it S DFT IR B §x
2-dILSIFEHDA N




1. FUHICCEEFEIR)

AREEADGEL., hTe-RadZF| B LTESLN,
e—RadDFEAICH-TIE. IREEPSIUMEEZEDEFIZHNHETT,
B FHGECHMZETIESIHNETOCT., 2BMB U ELDFRBZEHITE
FR L TIZELY,

COXER. EOEELGRNZRBATEIEDTT , EFDILFDIRIE. e-
Radih—4)LH A b (https://www.e—rad.co.ip/) EICHBTTHEZRITIZ17)
W I1EZ SRS,

Y BELICFERETCEE BN RRZEIERFEZIDNMITZELY,
BI(C, MYIERIE. ENEAHAS. FREL  EORENIMNS A EEEN S
NFET,

AIZ17)IUE, BEFSNBCENBDET DT, MERFFEEE L TIZELY,
LSRR T. BFEOHE#EICATE LTV, XIZ B XRES DT H
BAICFRELCLVBIGEICHTIE, A&, IREEHEZHIMBR T BRI
FTCZHAIC, LRI THAINHEHICERBILENDELIZSLY,

Jlnl



https://www.e-rad.go.jp/

1.

2—a.

FireziahH3aIlc@

e-RadDF|BICHTZ-TIE, ARAKFTE X' IRSBEEBCEELHET

S EHBEANRGEDO L, MREBEES BHT) ZH/ILENHNFT,
TEESEPEHLTLRVAILZ. BEDHICFRBRT 2R #ESMe—Rad
é%‘(CUFE RTZELN,

"HEED AT

E

|IJJ|_

-

FCAEAT— 1. TERR& ). L 16 ETT

G)_C FOHMERLTHNTIZS,

e—RadDOJA VIDPN\NAD— FaENIEEL. BNICFIET5A3E
#BIDe—RadiB HEH(CTHRERTES Y,

T BEICRR B L TULVE LV AL, e—RadAJLTFAD (0570-066-877)
h‘IZI’J'fJID NAT—F., BV

IREBBS(CET R IZELNVLET,

e

X NBEE - RN R CH MR R AR EEELET,
% NBEAE- BRI RIE R CHIA MR R MBI LET,



2-a. FecZiaHHaIlc@

@ EEYZ17IDEThb, FDOIZa7INESD 00— FLTLIESLY,
[e-Radih—AJLH A F]) https://www.e—rad.go.jp/

i >

e-Rad& (3 PER TR FR=T BEY=aFPILY SEEaETE

»ID - JEAD— FEENES

IR | WEEET
S He e A FILF TEREECE < &L E HHEEn e 2 PILE FEASsE S < IEE0.

> FFTRELIF Y a2 Pl > FAFETITY_—a2 Il

| INTERETDRE

el | X =17 )LEF D

loA—RFLTLEE

RASETONE (AR 2L TH) : B4 I
| él/\o I

TEOAREDSHASEEREERT S L. fRD« » PO EETLEOHEBERSIEETEET.

2018/05/22 SHERE L ETHRTER - \MHAEREES
2018/07/12 17:00
2018/05/22 SR EE L EFHEIF R

2018/06/22 17:00
2018/05/22 EAEEE L E T HRIFEH -
2018/05/22 SR EE L EFHEIF R

2018/06/22 17:00
) 2018/06/22 17:00 o



https://www.e-rad.go.jp/

2-b. IRFRRESEHRADINEG

O MEFRREEZE |- TMERARIEZTEZENISLIUVALE
B3R HEHDEAXZRAFUITHA oS oyO—F
https://www.amed.go.ijp/koubo/01/05/0105B 00027.html

@ A VO—FUH#R el T AR ARIEEES |- AEARRBREEEN]
PLUAR NS R REBICETIIREELTETIER
* e-Rad CIGHZITORIE CITAER L TH VTS,
* NEICIOTHERBEENELGSGEENHNZT . REZEHIOVWTRELATE
B XLE AEMERARRE) SRS,

® 7vJ0—F93RIC, THHEARIREEE 1F2PDFEK(ICE R

@ o, EERICHEREENHSIEEIIP.ICZELTPDFR R (CE L

® E=(F 1771)LH1=N9. 5 MBLLNTIERL

=

T aRERlC

=
|-



https://www.amed.go.jp/koubo/01/05/0105B_00027.html

2—c. I =DFRZEED
1) e-RadlcAJ19 3,
@ MTEEOAZ1—hb, [FIRICEI1ED)9D,
@ HHITEINFENEIRICHS. [HFETDI1ZDUYD,
KOFRELCHERESLY,

ME0J 1> : 2018/02/21 (15:09)

@

WRER
LROPOLBEREL. 18 AWMBOIEE. [HNE] OUZS%IUeHLT < XL,
[o CHBRABEANLTIRELU ERT WS [ERTS] RSB IUsILTIER,
F 3 )
_ ©)

2018/01/12

s FR2NEBBROIT2-MND 2018 ERIHA  [NEW] wAswn TR 1684155
EEEPRLETY. o 1~1F (210

1~1%F (£1/)
I7A-MOEIERN ‘ = D T
BT | .. .. 0 WO w WO L




2—c. b= NDHFFRZ O
DSBS TOEEEIERET
QIEFELSETS1E7U9D
SRR Tz > TOHEFIH

@ NI EEBASRS. FELSFTEBLTIE AL

BEF T Dl OS5 < 7EELY

1. IGHEQ ORSCEI-"THRBESTREBTERRSYB0ET,
KEICE [CRET) SLSERSE0, RS & [FRGS o2on8NrfEnsy,
dAROAVOETE, [AUNPHLR-K| @B (ComBooER) @ THBEY| ATHEIRTY.

520 , MR uaoNs
sResaon Rt

MRr -
faRRR pEoSs

HWOAWT . 4 ARARZERAARYIBNII SR B
Sl Y A ' A L8 ETP R

TR 2ENODREFTIARGIE FRELTVENRRNOSRARE L SRR BEABH SO (E&0,

- PCHOHMBRIBOWE
1T/ 0SS, TS50 EHESBRTR S L RBEO L TERLT AL,

SR EREIA O H’ﬂ-‘)":. FUCTAFBRSSLLSRSB0ETY,
- RadDIFIERE ¢ -



2-d. [EH=IFHD A 7

@ COEMETIE. RFEEITIICHI TR BRI FEIFHMOA N ZTVET,
BTBAERBYTHD. ENENDITED VDT BIET, FREANROBRTINTT

b OFr i e k)

BRI D [T > T ELESEERBOATIETVET,
BEHEFYIERCE>TED. Thehoy 27Uy 033 B89 T TOANEBISERENEFT.
EYTOHERBEEETATANL. [ANRECEE] 20Uy ILTIUEEN.

NEEE SNEE 20XXEE ~ o008 D=R{LHFHR

OO0
B0 HREESSEE

X—ERRTF: DUV TEIET, ERERDIRETANRNETERFTEET,
XATABDHER  IRTOEEDANNET L. BHFHRBEDREZITIHE. VIVILET, o



ZAT

2-d. IS EFRDA N (ERFEHRD)
DR BAFRESA

[EARIEHST]
QU EHEZA S

(FaFE4#1)

O 3

HNIHERY

(70 £\

Fu7]

P e RZR BIE N DX

X

BDIEHETREED
*F—D—Fz AN
OIS RE Y7

HNTHERY

(70 £\

u7]

2 (Bl) EQ@@EE

CAND(EE

=N

DREFE/LEER

EFEID/AEEESE

20XXEFRE e e e 8 DERICFHR

XXXXXXX

A

@

1
i I e - wEm
|

BRIEE

nE - BARR

-~
EXRIRHR

BADEZLAARS : 15 REMFAR : 35

Tz (AR
AT (E) HROMNE

FO- K

HEASE (B) =28ETD
HROHE

DT (E)

F-T-F

FFFE%*) SENS(ET) per— @
[22] Q FEONSEEE HUF @
$-J—K @ Bl
L]
(3 e [ SREOHE
( A FEEEERES @\
Q AROABEERER HUF
£-0—F it
\ S,
(% i EN

10



2-d. ISHEIFHWOA A (ERFHD)

©THZRE IR e
REZRIEAN

AR = nn

DT AR I(CTHR ©
EESHIEAN —
@

REZSOARE
BREC I W E(L

BNFE,  |—

(S 1%ED)yD0.
F DIER LT . )
FARIREE I TEIR

QOr&8|1&0UvIL.

BERER-PREER

. 7_ =;_ N B R B X I7-ILE
ngEhjz L aA é = EEIERT 7L [pdf] 10MB em | sur e
sl -

j;E JA*R [7E) FREREESEN (ZERV | [PDF (PD ( ‘ — o

g F3) (A=ESE X Z28) A ] Hore L
AV C— ) |8 R == [{f5) PMDA RSEBEAAZHEIR(AEE | [PDF (PD -

XK RR—ILIES g | R RN wan e (PR 10MB @ s | sur  us
£ | (g3 JORI—JLAESE X1 = | [PDF (PD .

21X £ £63) F) ] 10MB =i SUF Al

" lEE] svemsma x. ssm) | FOF (D 10MB se | sur  ae

POT— KRy | e s oo o

U“j’j * PyvJo-Fk

11




2-d. ISHFWDA A (ERFHO)
XABHREE1 [[RAETLULX—EBARIBROBOALIZRT SHE
8% TRSEERYAN:, BROROM LIRTIHE OBE

= EHRI7AIVIC. BRODLLT
D774 E7y70—FLET,

BEHBS
[(SZERIC. AROLULTDI7M
We&Z1 77409 27vyFO—FULET,

-EREB2

-BEMES3

-EREE4

-EREBDS

XA TCEBI7MIVIIPDFDH TT
(1774 )LH1=N9. 5 MBLAN TIERL)
XEULEHBEDEE/HNEHHZIEE
(X, BZL 771 E1DDPDFICEES LT
AGY A D N A

AAFHRRECETREBE ¥

& | BHOAE = AELSND
B2 | S IR rusEEn | P
1 WHhE MERRIREE HnE, IVE
2 WHhE MARFRIREEEN (RERUVBAXRE) HnE, IVE
MEMARIREZIR (BEOEDRLIZCET ZHE -
3 WA rEF - TRSBEZRY AN, 2EROEDAELIZE —
ERAYEAN:D)

BT SHRMRRECEGT HER. HRICHETS
B PR AEA Y (4SEEE R EER T O o JLE7 (B,
| & miREE. made. EEM. BERE. AN
I \}E _ - . .
4| RABE | 5 grnmEs. BEaHzouRERIHEeE | V2 (4 F
W54 B oI BDELERERD) XET0 koL
% (Fa)

REYTOMEMRREICEES 2AMMEFITRRL
5 = X - EE. 5 LK - A FS12D5 -
5. F0LD - BHDLDDARX

¥6 BHOEUBOFIEIUTESEIT L TBHAILSOER T, BREICKLEEESL-LTRYEHDEL
[CEHBSEHRL, POFEKTIRHET 2L,

HEAREARITNIE R ZE LY

FRAIWE FAETHISATIREARELTIZEHY

2 RBEFPETEEZVEOD, BRHESN-HEIIEEICHASNDIRZHY

;>b:<7 TORa—LERRIZE - T UTEEESEICTAIE(UTIEARTHY . TR TOMBKAELZMAET S

DTIEELY) .

-BAREMRARREELV A —CARERTITEERTEFHREEDRADERICET HFIEE)

http://www.jmacct.med.or.jp/clinical-trial/enforcement.html

-BARAEMHGEEEZER (RRAETHREATHRTEE _4)

http://rinri.med.or.jp/kaisaibi_shinsashinseisho/files/youshiki_rei2.docx

-SRI ERIREMEERRRER 2 — (B EEARERTEEEREE<IUY LELEBERRHER>)
https://www?2.tri-kobe.org/support/download/protocol_summary2.pdf 1 2




2-d. ISHEIFHOA A (ERFHD)

KOABEMEEE2 M[FLILX—EEER)FERBEHE
[7F 245 —FRRICETHREMAMEI] DIFE

[EEHRIFIIVIC. ERDOLLT ANEMEFREICEHTIIRHERE &

DI7AINEPYyIO— RLET, £o | mAOLE iRt Daemey | W%

=R o =

. ;ﬁ*sl_% = _l 1 WHIB MEFRIREEE . =, Iv. =
= 2 WA HEBRIEEEEH (RERVAKSE) n. =, Iv. =

[SZ2EH]C. ARODLULTDOI7M RET SHRMRBECEET 5ER, FRICHT 5

FREREXBRA X (LFEERFRERER 70 Fa—JL%2 (BHY. SR,

WeB1T7ANTOPYTA—RUET o | o | mupa | EREE wARe som gmns 2ARS. |, ) 5

MEFE, ARAFFOLZRBRNEIAEERES

. B RELERESD) XETO F I LBEE

-EHEFES2 wam )
> VIR = = s -

. : 1B 5 AR R T RS R L
APESS | e |BERMBRSRTEEIE)
> IR = . AENORE 2 {OERDI))

-EHES4

K1IEMDUEEDHEIUTESRTHIE, [WAEIUNOERT, REICELEERSL-LTRAENOEL

“ s . - SEHBEBSERRL, POFBRTIRET 2L,
MR{TTEBTIPMIVIPDFDH TT,  RpESEsnL vty s

(12741 &H7=N9. 5 MBLLINTYERL) BB o A L. R & [ R ICH S h S
KEIVEHBESDEENEHMDIITEE soonra sz srotis, L FEBESS-F5os (LT HAIRTHY. F<TOERFREEET S
(E. EZH 7740 Z1DDPDFICKEE LT S S R s S ARSI R U I 00 R ORI S IR

R FT TSN, AR E R £ E A (o A RN EE )

https://rinri.med.or.jp/kaisaibi_shinsashinseisho/files/youshiki_rei2.docx
-G ERIREMFRRMRER 2 — (EMEEAREREEEREE < IS LMELEBERRRER>)
http://www?2.tri-kobe.org/support/download/protocol_summary2.pdf

13



2-d. ISHFHMDA N (ARRE - ARBED)
(o8 - HroesisT]

O EERNZRENRICTEERE ) REREBIZEEIEICAN
->'<F£H&%fé%fi‘é#&ﬁ%o)e,o%uvau«ﬁéuo

o - AR

EREE ‘

FEZ EOEEOERTITVES.
MBECEO TR FERELOHS. [2EEREEMRR] ZADLT IS,

1.EB DR TR (B4 - M)
finl] TR
EEEE 999,999FH 1F7H
BiEEE (EIEEED30%)
2 SFEERIEENR (BGI : TF)
@ 20XXEE 20XXEE 20XXEE &5t
BEEEE FH T FM 0 M
EEEE
INEF 0+H 0+H 0 FMH 0+H
mEeE EEE S ¥ +H 0 FM
=1 0+H 0FH 0 FMH 0+H

14



2-d. [GHRIBEHROA N (AERE-U

@ T3. 535 4H 5
TFERDEERIIC,
R TXBDLL
'F(DI AN

[Ef957 %7
% E1518 ]
[I04—}k]
FEEDREE
EERE
(R E

HFasH

1.H58 (WEE) oAHRR

M.E5EE (F0FE) QAR ZERLian's.

Q)

Iz siFcamipmozsn OEFERTANL TSN,

CCTANUEEEEOEROEE. 20 AAEE] o [2.550ESRR] TANUCEBBEOTFEREOEHEE BT SLDICATALTIIEE L.

EEEE

EEEE

2. i EEERORR

(B4i7 - TF)
HFEORES HREC SOFESST =8
0+H 0+H 0+H
o0FH 0FH 0F+H

FCEMTIAL) (- & FIRAZ) T EORRESTIFEE AN LT UZEY, ARERE. toRo MRS L0sdEast] CRBRENET,

[ fToiEnd

HAE HREES
= K&

PN

HFEAERNOERSEEEERI D

BAFRLRE SFINE EEEE T
il < g rEEEE —h | BEE- | e | e
/TR @358 (1) @ (%)  $EEHEE o
A (7] BA
olor-":- ¥4
00000 7l v| @
DOE/OOISA 7J B
v FEEEEET

15



2-d. [GHRIBEHROA N (AERE-U

Q)

SWEHEEEEM

g BICIE. TFTDENM]
2D)yhL. BERRAY
M HERTE

DFRTEEICOD
T, LT OEHREA S

(P57 57 )
& &4 ]
[I74—Hk]
PEEDRE
EEEE ]
[ E |

" 3 4

1L.HEHE (WEE) oAhRR

[1.E3558 (FEE) OANFER] ZEZLANS. [2ARKEEER0SE O8EERANLTIEE .
CCTANUCEHEDEEDETE. L0 FAEE] @ 2. FERRESMR] TANLZEBEEDTIFEOREE —HT 3L CAADLTLIIZEL .

(Bt - F[)
MEEDRES HREZ EORESET =3
EiEEE o0FH 0TH 0TH
RiEEE 0FH 0FH 0+H

2. WsEiRES RO S

FHICENT AL/ (— & FRAL (—Z EORAEENEETANUTULEY. fFRESRE. oo [FFREs Los@East] ICEReEnZd.

=10
e SFINE e T
I AREES =75 e, e L LI
wIEEE K& BB @I58 Fm @ (%) @ iR i
SO OK DO#EE FH
0O 000 0O000H o v
(AAAA AN COR/Q0D5R — SiE
AN) :
OO0 OO OO #E8 FH
asz| | coO(2nnA O00COH U v = v [ K
AAAA) OOE/Q0HSR — T —

16



2-d. [GHRIBEHROA N (AERE-U

O R HBETEC,
HE-wmEERZ

=JUL ==

e

G EERZENR]
CTAAULEHEER
g, [HARBEBE
HMOEFKITADLE
MEEIEOEES

ol
I
s
C
a
o
1
e
~t

e

1LHEE (MEE) oA KRR

[1.595588 (EE) oANER] ZEEUEHNS. [2.57ERER0EE] O8ERT AN LTIEE L,

FHEEG)

CITAAUEEEBOESE0EE. 2o [FFREE] o 2. 5F3HEEAR] TANUCEEEOTEEOEHE AT 3LDICANLTIIEEN,

---------- q I----------I ( (ﬁﬁ::r_m
: MEEORRR || FRECcos@eRt | @ =
i
SR I 0FA| : o:FPa: 0FF
I i
R I ormy I oFml 0FH
e e e o L N Yy,

2. T BEERORE ; ;

FREICEMT AL (& FIRAZ rﬂirg;—}::m ﬁﬁ W &l rﬁﬂ%%ﬂ%ﬁk'lﬁ*&@ﬁ 1 [CEERENET.

R s RITAALE = i
s FEEES *)J EFE_%:%% ] :to)ﬁgﬁég-l- = . o |
BT -2 TREiEE s | P

» A B A
AKX
(AAAA AA
AN)
OO0
QEE | | A




2-d. SHEIFHOA AN ERMNEBEED)

[ERIEES7T]

O RK KRB ER L (BMEERS. EFT. BFEES. E-mail) 2 AN (BH)
KIBLICANSNIEERFEICREBMNREESINSH., ERECEEZL TLIZSLY,

‘ EAIER HRRE - AR
HELEEERE (28 9 i E
==

FESAEEERSE (& 0 o E

FiT)

HRANEEERE (B2 @ [az

#5)

ARAREERE ®© (==

(E-mail)

\.-'

5 - RARR

18



2-d. IGEIRIMDA N (ERITEED)
@ Mphh - BHAREE L RULEIHIBEREEEEAT.
WG AT ELIEA D (W) EHBZHEE2LBOWIA N
X RAGFEABRIF I MIRALETOT, RIS TAHAn %
BUCHHELE (PEESE) BT ATRBLTHEL,
el )

BOEE - Bk EE3

EROEE - HBlfkEEEd
BEE - Bl EEES
BEE - BHErEEe @
BNEE - Bk eEE7
B - EmkeEEs

BOEE - BhkieEEo

EBIEE - BnsiEE
10

19



2-d. I STBHRDODA N (ILHZEEBRNBDHER

@ INTHDIEBZANLEDL, COHEREDNBEDHEREITVET,
[ ADRBEDHERIRIVED )DL, AASNIEHRZEHERL TS,

b CHrRLE &%)

BT SICEI 2 TREELSEERBOANETVET.
ERFYTERICES>TED. Thethoy 20Uy I35 L& ToANB I EREnEzT.
ST OBEREEETATANL. [AREDHEE] 20Uy ILTLESEL,

DEFE DNEE 20XXEE / oo @ @ D=FLFHAR
OO
SEID FREESESES
‘ ExiEH FRES - FRES ERIES L i

KI5 2 AR
[FPEEAE

20



2-d. IS SIEEHRDODA N (ICHEEBEDRH)

@ ANABEHEZRL LI CORNBTIRE IRAVEDYYDL, I BiRET
FEE', F'aEI(:¢I bi@“

1A B2 2 » = =0 -

SENTM English

mvonb£ﬁ$2)7411, (PDF) (2 15 umﬁa)&KSJvt aA—| REVHSER - MBTEFT. BHGCTRIEERR/ I 7L (POF) 28K -8
LBEIR, XZa— L‘Gaﬁ&;u‘.wﬁ*! BN NSHNROEBERRLTIEZL.
XTG“FKJS'C RELFY. I3LHNIE [BERAE0RN) ea; DUTLIEEL

Jinsr: (ANTTNEE DRERE
X RBHE.ARXLETE, HEFHARKLRE 1IN FTEBR |([Ce-RadT
BEELEEBCREEE>T T LTWEEA,
FIEHEDRZEDFHREZNLT ITOTCT S,

BARE
FIRRERS i
HRE () (BHHE)20XX~ (HE T ) 20XXEE
HEAB(E) MEDOPS R EES

CRASEEROTL L~ comeTEs > EEM, %. DUvyh i

_____________ =

21




