ik PR AT 28 55 1 1

WE~==2 7V [ BEEH]

<KF SR OMFZEFERI >
O%¥ € B R WFIE
O% OEFIRAITE GERFE RS IR
OJapicCTI F OY JMACCT-CTR X ¥

BT
OFA

S AT TN E T

c NPT AT A

RAFFE)




Ver. 2.4

202545 H 30 H

ik i OB B
hscE st s SETNE
£HH H
1.0 | 201843 H 19 H | - HIRRAERRK
1.1 |201846H 12 H |4~ FHEDOH 7L
1.2 [ 201848 H21 H |9, 13 BEWTER IR BT 2 NAE OB
1.3 | 20184510 A 15 |3, 4, 8, 10714, 16, 17, | b ZHEHEIBE S HAR OB
H 22724 2 it i L [FATT SERE BA T B IRAT 7 7 A LS B
DNEDIBN
B [ B SO A AS By et 1S oD 3B N
AT R S S A S OB N
1.4 | 2018411 A 30 |- BRI OUENfE D B
H
1.5 |20194E4 8 H |- RGBT D BCE I ) A H
FFAEERE TR ORERI LD AT
PRI GG OGS E D A H
1.6 | 2020401 A 09 |17, 28, 30733, 39, 41 | BHAEEESEMNE 2. 27— Avt—V—E I+
A AFx 7T D NEZ B,
BN 72 30E DIELE,
1.7 | 202243 31 H |- VAT DAL FRDEE

ofn4 (2022) F4AH1HEVAKV AT L ETO—
HOEEIC LV ETHEARTRENZZEE2E 5
CHAE RS EE (2E) RO O E, IO
(A E BRIR WFZE 0D FEffi g B e N Z DZE RN D3 D> %
EAFERE~OEHMTONEZ L OF 5 EHF
e AN =R =1




- S WAL N E I RE = Ri e ik 9

R HGE O N OHFE 7 o — & 5lH
EHENED o v — e 2B

HIGEAR & % DOSCEAR T (— i TR D TG
WNE L DRRPIESTBY TN, AT L ETIE
D) TAB ) R 2 AZEEMTOILTEY £7°,
HONUD ITEMLSTES N, )

202246 H 28 H

32

AN LT — 2 OEHENE (EEHEH LS Z2 . o
—HERAFE T — 2 IR 2 B RE & BN

202247 H 20 H

32

T —Z AR B IS 5 A & BN

202342 A 20 H

8,9, 38,39

JapicCTT &N JMACCT-CTR & W BAT &ENT=F— & D
EHICET DNE B

202441 H 29 H

BT A VEFIC L DEG SRR
BEEICB I A ERX O
IRE A

202443 H 5 H

31, 48756

33, 57

HATFANE (F— & ORI RARREAREBEIZHOWT
iR

[ MRk I FDTTE) DT (BMAE) BFEICoW
THER, &R 2 2B

202543 H 21 H

14, 16, 17

HH [ZofoiRfrESE] BN X 2mgER %

202545 H 30 H

11712, 14, 23, 33, 35, 48756

TR R R 55 22 M AR 1 B OV IR AR 1 D — ek
EWZfED JRCT OIERIEIC L DA A — VK D7

LR




[H %]

J = S Y 1
1.1 #EHEERAERR « 2 OWIL CIRL R O ) o 1

2 R e B LT Tt 2
2.1 (BB T 07 o N DB 2

2.2 D ] T A o 8

2.3 [B6kE] BRI SR Z o AT N TB&k

(R EREIRIFSE, = OMOBERMTE GERFEMRMIEZ ETe) ) o 10

2.4 [BdkE] BRI A o AT DTBGR (FAEBRIFT) o 19

2.5 [ ] FR R R T 29

2.6 [R5 ] 3R R D R T — B AR 30

2.7 [B8EE] A e R TR D AR « o e e e e e e e 30

2.8 [B8E] BEESREERIEEBEO R T — 2 AR 38

I e G I L A = e - = 39
3.1 HUEEERROTEIL G OB 39

A AR LT E T 40
4.1 DR T 7 A ] 40

4.2 [B655] BEIRERE N T OIETR o et e e 40

4.3 [B5kE] FREHREE (BED) HHAE S AT AITBEE 41

4.4 (B8 ] RGBT 47

wEk1 TAEW) TERAHE ] [JaHAAVEE ] CRERTREZRIEE 48
BEL 2 TZHRRLEAIZE ) OETE (BIAETE) BBl O T e 58




1 IC®HI

R~ = 2 7 M, BRIRBFTESAR I - AP & A7 AMTIUWTT 5 B ERE S M T 5 EB OIS IEIZ O
TRt L CnET,

1.1 BEERXERK - BREOTRA FEBFOSLE)

Step1. [B&E] 70 FORE
HEEE LS AT LOT 17 NREREATWET,
Step 2. [BgE] v A
Step 1l CHRAGL7ZT WU R T, VAT AR A LET,
Step 3. [R&E] BRRFFAERAE - FRMBEOHFRE V2T MTRE, TH

1. 7—% A7

BRGRA VERIRATJE G - BFZERIEE OB R A v AT DRI LT,
f—ﬁ%ﬁj%watﬁ<_kf\Aﬁ¢@7%&%%ﬁbf¢ﬁ¢é_kﬂﬂ%f70
P v A Uk, AT EFBAATRE T,

P REFREZERGE~MEHINHBIE, AT —Z AN [—FHEF) Lleo TV DA,

aHEHS) A2 X010 AEITH Z LR TY,

2. WHEEET v 7r—R
HERICMERERHZT v Fua— FLET,

3. T—H AR
HEBICMER T — 2 ANB I ORERIMIZERT v e — RSN TWDL 2 L 2R LET,
AR AREE T — 4 NHIUEFHREZITVET,

4. £ %)
M) A2 2L TITWE S, B THREAER SN OIEET T TT,

(%) HF4 (2022) F4A1HEVAKS AT A ETO—HOBIEICLY T5ETHE] AE RS
TeEHLo T, BARKREORAMEORMREICET 21 CFR 26 IR 86 5) HA4RM 1HK
OV 5 456 1 TR < AR SR HEEHE (F70) ROVEOZEE | WONCERRIFTEE CFERL 29 45
A 16 5) 55 5 &R 1 KOV 6 555 1 THIZ D < R BRI 8 O FE M it X OV DZETIZ) 0D JE
EFBRE~ORH M TONTZb DL LTI FHWET,




EHzRELCBRELE

2.1 [ &EEH] 7H T bR
BERE LT 7 NSNS T,
Ty REEIZIE, BLTFO Step 21T TL 72 &0,

JapicCTI LN JMACCT-CTR 7 17> b EBELO HIEL, (1.3 [B&EHE] v/ A2 O Step2 ND %
JapicCTI Y JMACCT-CTR 2B RAT 37271 22T 30,

Step.1
N EEC 7Ot TS

Step.2
BREV LD NEFREI YD Step.6 FREIFF—ADEE

AEBUIEREEF—Z AN

Step.3
Step.7

BHRERBREAS UEER

I—YREHR (A-JLT7RLX) ZAR

Step.4
I —HREFA—)LEER TEE
el F—ZAEE UL (FEE>3 VY K

Step.8
AN UIERE Bz R

Step.5
A—)LZfER L. URLZDTUY D

% Step OFFAMFNAZ LU ICRLH L 97




Step1. My TEEO [BFET AT FERBE~] Vo 2%27 Yy LET

PAFORLIZT Z7E®AL, My 7EEIZT Z7EALET,
URL : https://jrct. mhlw. go. jp/

jRET

apan Registry of Clinical Trials

ERFRHIRSRE - D274

Q EFEARER ) BHFFOTA>
IU—D—FER or v 2410

(JU="J=FREBOANDHTHERUGETY, ) (&R 2-0EIANLTIES2N
NeEEs and v NKRD—F

sEszrosss W - TG R TR
BRI !

ESEEOER - gEAe - v 1-4D, /20— FEENEKRTSS

&

SEBSTHOUNFRESE. BT 7SO0 -FRIES
e EETEN
Bsa5E
EECHNS5Y [BRETHD> MIRER~] U T%
h = S

HESOER~ RCTEIEACESHBESRAEY 5~ (UMN-CTR) CRBENABERHBOERE
retportal niph.go jp

In addition to JRCT, for cross-searching other clinical trial information on domestic registries (UMIN-CTR). please use the JPRN (Japan Primary Registry
Network) Search Portal
retportal niph.go jp/en

Step 2. (BRFEDT I FREFIZIZHLE] RE VA7)V LET

jRET

Japan Registry of Clinical Trials

ERPREAFTEFRL - B RT A

Top

FRBEREOBRL. BREOTHU MERFTESHSBERETOTILEL,.
* (RHSE3F 2BEH) A% - BEAROT —IR—IHECHEDIFT—HBTICOVT. EEEEHLTSNEIOT by R—Y [SBRHHISGE] EIRERIZEL.

OEFEDTHI> NER

-

[EREOTHI> NERETIE5] MY %=

o

\J




Step 3. 2 —PRBEGEEITVET

A—=NT RLAEASIL, EE A& %27 U7 LET,

JRET

ERARSFES - AT A

FR1-FOBREENIAE. FREA-LEEEDLETOTA-ATELAEANLTEE s erLT<] OBERI DA )L BL R (EFBFEUI
4 1-HEen 100 XFBA) #AHULET,

s@m1—y O ERE A
prazd

(R BRI DX P RO E AN U C & e 2L 1005 LM

-

@ NXE] RY>=T Iy IULERT, I

Step4. X —DAEFEVET

REF—Z AT, bLITEE sy hE2E D £,
RAEF —THEMETTOT, a—LAERFIMRGFET LI 2B LET,

k I:i: ‘E:: I
J Japan Registry of Clinical Trials
ERPREAZEERL - NHS AT A
Top
EREINEA—ILTFRLABTICAYE—IBRELE L.

I1-HOERICEUTOBIF—HRETT.
BEREIE—PATZMBRELTENRVEDICLTIZEL,.

81— HRERA—JLEERT

B+

Ay E—INBVTVRVEE[EF. X—L7 FLRZEBLTHS. BESHUIZIL. z
ZEEF—EHRZDRAT. AYE—IJCRBEOURLICFITEALT I —FOBFETOTIEEL),

FAEF—ZOE— L. XERECREFLET.

FEER—DAZMIRIZRITEINTOH 300 L ->TEBY £,
30 4y LANIT Stepb LU DOEEEZ 1T - T 72 &,




Step 5. A—NEHERL, RLE 27Uy 27 LET

A —/LRedE URL ERBGEF —DXHE T D L 2127 > TRV 7,
BEHIRRRREX — 2 BTSN H AL, AN TEORFEF —ICHInT D A — /ViZiidi sz IRL &= 27 Y
v 7 LTLTEEW,

Step 6. RAEF—EZAALET

AELERIHEXF—FADLET,
AEMRICEEFEF—% AT, b L IFREF —DNEREN TV A EEOWAE > 3 v b & BUSG LI=5HE13,
PREXF— e ar—1L., 0T LET,

ZORE, RHERRBIZEAPALLRNI IITERE LTI EE,

WAEF— A%, [HME) AFz2r ) v 7 LET,

L3
jRCT
Japan Registry of Clinical Trials

ERARBAFEFIRE - ABS AT A

A=)LT7 FLARERET 2 IEANA—ILT FLADHBERATH B EZERT ZHOOBETY .
A—LT FLRARERE THCRRSNCBET ANV TAERY 2R LT ZEL,

A—JL7 FLZRERET O EZINRESE. Bo TA-LTZ FLRABANDSNLa#EN BT,
ZOREFFNEFERL TVERVWTEVE R A,

FEOEANA LB <BE(CIE. BMLEDHESE (webadminrct@niph.go.jp) ETTERL 2SN, (OEH === g1 N ESCIN

) BEF—AN
B — I ‘
v = EANITCSIECHY

I~——

@ NEE] MY>ZTUYILET,

o




Step 7. BaEFHREANL, HER RF¥%22V v 7 LET

iRET

Japan Registry of Clinical Trials

ERPRBAZEERL - NS AT A

Top

K&z ABDULET.

EREERESEFVET. HEE2DBCEAANR—R%E
BREAN U THIRS L ERUTZEL, T

O zHEERER V EEESELARTEEA\(TT
s ABUET,

(A EBZAHDULTLEEWY

BEES FiiEElZd &= AN ULET,
(¥A) BEESEAHNLTIREL
PRIEZPE ]
(¥A) FESEEANLTIZEWN A=)V RLRAZEADUET,
A—=7 ELR e
(BA) A—LFELAEAALTLEEN
1Y IDEADULET,
a—HIp
(BA) I—HIDEAALTLEZEW
e =
KRO—E J fZ'j ’\ ( 8 *ﬂ'ui)
(B7) /IRD— REAALTLEZEL EAHLETS,
NKZRD—F (5:28)

(BA) )IRD—F (5&R) ZAALTLEZEW

IARTABLES.

PNRAT— RIE8HILL ETHREL T EEN,




Step 8. AN LT BEEEROMEREZTVET

JRCT

ERTIRE R - M7 A

SRTRRERTILET.
ANABEMEL TRERYEMLTIES,
BETIRARBERI 2R TIHESL,

Q ERsEREmL

r K& test

MRS 09012345678
FESE test B FNE BEE] RY>ETUYIULET,
A=NZEFLR tesi@sample com
21D test
JRAD—F  sessenes

Step9. 5T

FeE I ETd, Py THEEICREY, nl A TEDLIEEHRLTLIIEE N,
Bk Llza—Y 1D, RAV—FNEIENRWE Y AEEBECL £,

jRET

Japan Registry of Clinical Trials

ERFRTARSRS - NS RFT A

SRERRERSETLELR.
QEFERRER =7

by TEEICRBIRIERLT. by TEEHNSOTC S LTITHALESL,




2.2 [B&EE] v r1 v

HEEZ1T i3 7 A U PRBETY, Bk LicThv e T/ A LET,

k=118

Step 1. My HEEIWZT 7EALET
Step 2. 22— ID, RRU—K&ZAHL, v /A4 LET

JRET

BRFAARSRY - DB F LA

QEFFRES N BEFEOTA> Q1—YIDZEAHLET,
2U—I—FaR or v a—10
(== FREDADDH THERUFETY @/ YZD— I\;&Ajj L;i@“o
NeEEE and v KRI—F ‘ = W,
FROEBRR SENTEEESS " i .
2TO®R
ESSEIOEH - S - v 21—

&

® OJ4> ] INF2Z DUV I LET.

BRSPNO:

o= | sz

Baast

EELEASE

JRCT FEACEFEBRERERT 5~ (UMIN-CTR) CERRZNABFREBORRZANNCRETINAEUTOURLETAACEZL. o
retportal niph go jp

FIRIOEEA

In addition to jJRCT, for cross-searching other clinical trial information on domestic registries (UMIN-CTR). please use the JPRN (Japan Primary Registry
Network) Search Portal
retportal niph.go jp/en




¥ TJapicCTI X IMACCT-CTR 2>bRiTENTZFH

wEla 7 A B, LFOFEIEIZHED, RNAT— ROFEHFEEZBEWW - LET,

Step2-1. [2—HFID, RRU—FZENZHIXZbL] OV 727V vy 7 LET

Q EFRFFRES S BHEEOT
JU-D-F@E or b LY

) == FRBOANOHTERFFIRT T, &#H) 3~ 0E) TLE
NeES and v NK2D—F
WROESER s=frrasss -

2TOH®R oJd1>
ESRSOan - SEfAR - -

DY T=TIVIUET,

[1—5ID, J\ARD— RaEEhizAFCE5]

Step 2-2. A—=NT RVREASDL, [EEFI RF¥ 277 LET

1-HID. )QRT—FEENIZARG. TBRENEA-ILT RLRZANUVTRERS S ZR LTI ZEL,.

ABDLFET,

OA—JLT7 BFLR (EFEFUS. 100 XFUA) =

# 1—YID. KRD—FHLWabt
A&1—y O SFE : ﬁ
A—LT7 ELA |

@ DEE] RE2Z=IUYIULET,

Step2-3. WAEF—DAEZEY £7

ERENEA-LZFLARTEAY E-SREBLELE.
JRT- FORBCRUTORE+F—-FLETT.
BEIC-POAEERBRELTENRBVLICLTIEEL,

Z1D. JQRD-FMVahERT

FRUTURMESRE, A-L7FLAZRELTNS, BESEULIEZL, ‘:
ERAIRAT. AV E-JLCEBOURLEZILALT /IRT—- ROZTEET> T 2L

FEEF—ZIE— LU, AERECHFELEFT.

’—

Step 2-4. 2.1 [B&FE] 70U bR O IStepb. A—/VaHRAL,. IRLEZ27 Y v 7 LET

UBEDFIEZBEBIL AT — FOBRELZEML T ZIW




Step 3. ve/A VAN THREZERLET

JRET

BEBRAFTERL - NH AT A

o7k

PEEFARHEREZIRERT88E. FREFHAI 2R TS,
SO~ FEEEY 388 /(A0 FEERYERUTESL.

Q EFRAROFRER

23 [BeA] HIRM
WroE GERFERKME 2 &) )

Step1. I EBRTIE ] RE s U vy LEFH

BRERIAFDE (CHE © THRIE Y S ERKAZRDHE

[FERKRAT] MRY>ZTUYVIUET,
r

Q EBFRAROIREH

BRERIFFE (CHE D TR Y 245 EERFRIAZTAIN DA FE®

% - BSETRREE

RIRIERE (> TS BHRDB AR
[ 2 DRDBRERFIZE] RE>% Uy HLET,

X1 fRE T OB BURERE WA 50 FEARM ORE, BRI EITO 2 EAFRETT,
50 {2 A THIHURGR 21T 5 Ha i3, BUE DB ER IR E723 DIBisEELR L)
AT —H AZIg o T LW oz Habtk . FEFBREREZIT > TR E,

X 2 FRIRAFFEIEICAE - T HHT 2 KB BRIRBFZE AN OWFFEIT Step 2 DIFFERE RO AT T TIERFERS
PRAFFFE) 2R L T 2 &0,
PR FRE A IZIE > CHEMT 2981 BIZEgE] Tl - T TZ2oft] 055, @R
DEFBINL TLIZIV, ZTAHDHFFEIZ DN TIL, JRCT b » 7= <Z OO RIS >
D JRCT AN A A Z 2 A > THER L TS0,
<HBE> [ ZOMOBERIIIE] 2RI L7256 OO TOE BRI FE (WF5EOFER])
4 EENTE

HROES O ESEBRFAR O BEHRE O FH-FE O zoff
SEWTERETIR & (ERETTE

EICHE > TR T W BRRFR LSS

RCTHES

10




Step 2. T—H AN EBITVET

e, FH1~FHIZ AN LET,

I UL OfF PR 2 U B S O FE BRI AL O it
FIH4  HRUNE HI5 - ERLFOWHE
FHT  IREEFORME FIHE : ZAROEH

JRET

BRPREAZUEIRL - NS AT A

ERPRTAZ R e BB RS

/ DA / RUHZRSEEMUSOER / SREREEOER /| BORUNE | EXR
| TOMOBIE | FAER | ADNEHEREE

ERPREAFUSENEE BIDBIRE(TU\ET,

REBEEANUTRANRIVEBL T REN (RARY 2R U TERBASIIEIZ AN —BHRFENELA) .
—BREAYERT EANABH —BRFENFY (ERFTVFEA) .

BREPHT MY IR—DITRBICIE. REIRIVERMUTIEEL,

& BIRNHIE

HROER O HIEERFRBAZT

& 1 BERRAROENMASCET 2 BERERRAFTZAT S R OSSR T 2818

(1) HROBH
HRAEH

Scientific Title

Scientific Title (Acronym)

BN BNEAN LTI EEL.

WRISTAFAH

Public Title

[—BHRTF] MY T
ANT—HERFLEY.

BN BN - a8

Public Title (Acronym)

TEOHE | SERROMRRUWHE | AIRESSORME | ZRADER

BRIVEDEZTES | For inquiries here webadmin jrcx@newpuise.cojp

BARREESHETES

FIH3 ¢ FEhEREE O R (k1)
FIHG - FERLIRDLOMERD K Ol
FIHO © TOMOFH (% 2)

Iy oL TEERET 3 68T,
BEHLEWEEEIUYILET,

MR RS 2 TREEANZE

BUET.

=

-

EH FEBDIRY > TEIREFAIEE T,

11




1 FIA 4 TERPEFEEB OEH ) 12O\ ik, 50 Jiigk £ TAJINRA[RETT, b0 Mgk 2Bz 25 81%., =7
YN T ANET v — RKLTLEEV,

JRET

= g oG 7k
BRPREATE IR - RIS AT A
o T
BRI EER TR

AROFER  REERE0FE® / REEESRURRASEERMINOER | REERNBOES / BNRUANE | EERSOHE / SREROESRUGE / BRESSORMEE | ER0FR
| ZOABDSIE | FIER | ADREEZREE

RN EE B OBRFITET .
ZEEEZANLTANRY AL T RSN (RARNY2R L TEREAEZEASEAT—BRESNEEA]
—ERERIERT EANAEN—BRESNET BRFTVEEA) .

& (4) ZSHAFERRCEIZEA

S AMEORSOER O kmE O30 O BU O LIz oI D71 )%

%91 ZEBRENLBSR. UTOBEECEERARBERBZANUTLESL. SRTFTEASH SIS
7y IO— RUTLESLY,
# (5) ARECHTZHEESEEMCEHIZITES V
TOENDESAH l\ Iy ()LEER ERENTOERA

W s0R Z B éﬁé'ﬁé’:‘%@_w’r‘fﬁﬁ‘%%ﬁ? ST RO 7 AP S S0—FU. Excells. C/e

ED
A ® [7yIO—R] RY>%=

@ Icss] #0UvoddEFT2TL— K UV ILUTHEELED,
J7 I 0—- RTEFET,

50 ik 8 2 2 B ek A2 4T O BRIE, Wi EICH D, =7 BV DOFBAHARITT 17 7 A V&R LT

E%Tyfm—Pﬁ&V%7Uy7bi¢o

O ~ATTHRRAMANLT T L— b7 7 A NVEH T — RLTWEEERERET- T &N,

@ TEENZETLELEDL, 7 BNANDOFHARD 77 A NVERIR) RE 27 Y w7 L, =7 8EX
TOWFZEATo TSN,

® TyFr—FLTLEE,

728, 50 figk LA EOWNRE Z = 7 VI TR LB G . ANBEICIIR R SINEEAD TEREZ 2172
W,

WA O 2 _ETITWeWEEIL, —RrFEL2iTo72t%, %) A% X0 RIS T IRV
72T ET,

(Ll LR O Y OFEE) HET e L) 2BRENTGE0, =7 8B (xls, xlsx) LSt
DR TT 7 A VEAERRL, T SNTZEEIE, BROBRFIITE EFEADOTIERELSI ZE,

12




< T =R vE—UDR>

£ - Effsstigitest xisx)

ZIERHEFAARDZEORET [2U] FMERENTVBH. FMIOBBEFTSVERA.

(RTER - SHERHERAMEER. J77)L X

7y 70— RRlEER T 7 LR (Excel I 7 (L) TlrB D EEA.

A

(CRfTER : 2

SRHFIANAEER. J71)LE : test1.txt) X

T7AIDEFELER A

F1. Z#IBBLIIZS 0N,

l x

FRSNDIS—AvT—2(CDNTE

£l =7—RXvk—V—K

No. | =T7—AvtE— KL TG 15

1 ZHRRILFFTEORL Y OFET (72 L) PNBIRS 4L | ZHiak LRI 7RI OB ka2 Sh 545
TWS72), MIOLEIZ TS WETA, RHFE | B2, [Hh] Z2BRL TSI,
Bl MR RFRRANE R, 7y A% 0 (T | BEETDROWEAIL. &R Z I
7 A NV4). xlsx) T OBERAERT T E SN,

2 7y 7 u— N7 7 A VB (Excel 7 7 A 7 7 A NVDOERZE Excel TR (. xlsx, .xls)
M) TIED Y EH A, REE © ZHRIEFRZ | (CE L TOLEERMNZITo T RSN,
BEBATE S, 77 A A (T 7 A V4) . txt)

<TIEBNLTFANT v u— NEEOFEEHIE>

<

TRV T A NET v T a— KT 5HH
720,
ATIH B ZEHD B>
Eafid . BEE SRR

o T= A1 7o T D)

LT DR OWTHERE T T, 7y 7 a— R&ai7o T

(BALFOANNEITHI LT —L R FETOT/HA 72 BAREZED AT ONT

b TR A BREVWN T Li'ﬁ‘ )

AffoRRIEH Vo2 —nb AL, FRIEAD yyyy/mn/dd

(20194 5 H 8 H DA X, 2019/05/08)
TIVE T CEIR A RE L ER Sy

W72 5TV D)

WETNE T L 0RIRE T TDD )N

WEHA, CRIZZEEH A= AN A5 TV

13




X2 FIH9  FOMOFEED [7 ZFOMMOFEIE]

THHEIHE] (BT, AT T_XRTORNENTH TE2WEEIE., B o s, | &

L. AT THBAFEEE] HAIZPDF A THRMZ LT ES 0,

RS R RS

WROER / HEEESOER / HEEESRUIIASEERUAOER /| SRESSEORER  BENRUAE | EXRSONE / SRAORBRURE / IRESS0RME | BREDER

| ZORDBIA | FIER 1 AHASHEZER

R RS EOEFRETVET.
BESEZADLTRANRI D ZR LTSN (AR 2R U TERBNEISEA T AN EREINERA)
—BRFEFRYLERY EANREBNBRESNEYT (BRIFTVEEA) .

&7 Zofio=E

(1) HERFARONSES ORBRUEECEI3SE

QADBCIT R TORBH EH TE=RVBE(L.
[BlfEDESH D, | EEH.

[ (1) FrERRRIIIE DR S8 EE A~ DB K ORI B
GE

HSERFEIEEONSREEANOSPRUREONE

- BB, CORBRARENFHA.

SN BBRUREEORE (BIK) JrILEER BRENTULEEA

CORBEARENEE A,

MIERZRMG L TIRE,

_— 1

@ [TJ7AIV &R RT>=ITUY T U,

Step 3.

el RF %227 ) v U, BRRHTZERM A E GRS RERE T~ g T

BERAASEEISREE

PEROER / REEEE0RE /| AESEARUTASHEEFLNOER  ERERRBOEE / BVRUNE | EERECHE | SRCROBERUEE ( FRASSFORMESE | E820ER

| ZOMOEE | BTEN | ANREREEER

B EEOERE T ET.

SEEEEANLTANINSEIEEAEDRS L ERL T RS OIRERZERAEDNS AL TEBREREA T EANBEFSNERA) -

—BRENYERT ADASH - HREFSNET (BRRTVEEA) -
*EFPOIT7ANEBe7y 70— FTaLERICBFLAL T EHEDET.

& FTER

1 EERRANE TrOLEER ERENTUERA
@ & HEREREEEIANETR (FRK
= I

21 ZTOBOREH1 DrALEER BREATUERA
ETO(CIRR ne. RFMESERHLTCESL
SmRITAN FT.

22 ZOMDFRGEHN 2

FrOVEER ERENTUEEA

SFARESERHLT IS

& FHEs (zofioEE)

TOMORNER TrLEER ERENTVERA

TEIFANEETESNET,

—WER  ANABRBEEAED

MREDIER~EDHMOBER~DAS), WEBOTSBKD-T D TATNARERREE ~

14




BIRNE DR ZAITNET
Wl R AT 52 S M 7 88T 17 S R e e o T T C BB R DB 21T > TL 2 &,

AT, B D SO 23 & o T2 B B IS B R FE 5 i 5 1881 5 o8k e s i i O _EESIC =T — A w2 — 8
FRINFET, BRIEWVEEL TS,

RIS, D ORENED ST el A2 227U v 7 L, #BHL TS,

L3
J R '. I ERANBIS—Avt—SICoNTl

R2. #IBRBRIESN,

Japan Registry of Clinical Trials

BARFR SR - A RFA 7 kil
AFRBICIS—HBDET. EELTIREEL, X
L ERERRICH T 3 EREOHAN [REE] cRoTVEY. SRESHBOEEEORTIEETI a0, X
LUYREARCHT 3BERRS [RER] B> TVEY. BERAAREESSS0ORREETIESL, X

i

BRI SR T BB ERE SRR

BREARAREETEORRZTVET.

HEBEEZANUTRNRS 2B LT IZEW,

EFEPLOT Yy IR-IJ[CEBIICE. BBIRIZRULTIESEL.
—BRENIERYT EATRBN—BREINET (BRITVEEA) .

= -
/ EENEE (=]
HZEOER SEBEFRHAR

EEARERE T EES

/1 BERFEAROEEASCEY 3 EERUEEEFRAR T OBROEERECEIZEE (-]
(1) ARDE TS —DEMEARFICRDET, e

7247 | Scientific Title (Acronym) | ZEEESFANTT. WEEENFRANTY.

P12 75EHR 1 Public Title (Acron | »EESNFASNTT. HEEENRANTT .
ym) -

15




2. 2T Avk—U—E

No. | ZF—RAyt&—¥ ST 5
ANABRIZZ T —=nd 0 £79, BEIEL T | A2 8 503, ATIRRICARIHD & 2561 A
1 | Z&w, yE—UNRREINET, BIEEIRZ L Z227 Y v 7 L,
WEZEIEL T ZE0,
Y ERRII ISR 2B BB OFF A (7 | MELES RIS T 2B BE OFF A 215 CTind . 145X
2 | Ll &ZroTWET, EMEREEOEM | BRI T 2EHEOTFTOFE] Mo THY ) I
FOFAIEHETIIEE N, F v 7 ANVTHE L T Z S0,
YL ERRIIICICRT T DB ARG RN RERR) | REMATREEZ B ORKRE., YRRt
3 | £ TnEY, REMKIIERELZAS *#éﬁﬁﬁ%Jﬁ@F%% IZF =y 7 B ANTHEEL
DERBEFTLTZ I, TLIEEN,
HOHLE Gk D — R RAFATRE S ERRICEE L | BT B ER O —IERIFF A, EIRICEL TV D /AT A
4 F Lz, AHFEEZTET TS, FRIEEGFED | vE—URERINET, KPEEE T IS, 002

BHRGT — 2 OHFE 1T > T IES W,

BEAF D —BHEAFE A T — Z R ZHHIR T — % OHE %
1ToTLTESN,

BERNN A & - - i i,

FIEE EMIERLREORTEH)

1 EEREENS
2-1 ZOABORSTER 1

2-2 ZOMORMER 2

ZoftoE=

EHS M0 EIET S| /RY> T,

MEIE |

BESNTLELRA

BESNTLEEA

ARDBERDAANBEE(CSv T UET,

RE 7Yy 7 L, BIEZIT-> TEEN,

BESNTUERA

EESENTWEEA

BRBEOATFD [MEIEFT D] RY> T,

ZEBEDANBEE(CSY > T UFES,

EETD

AT Z—RREFI 5B
[—BREF ] MRY>Z2T Iy IULTL S,

—HHREFER IO 7 A % by THEIEICCATIOFSS, AT —F ZADOHER,

—g‘o

BERF RO AT 2 %

16




<—HFRIFE L TOWDHIREDR H D500 7 A & by i >

—BRFERDBE(E [fRE] RY>T
Z%e3E
. ANOBBENTEET,
RER RZAER)
R SEER R
ATF—HRCEH5T. [THEl RF>T REA{T> CL\RERIDIE=% WIEIT > CLV\DHFET —FDH%E
ANABORERBIMTRET = HHUET, - HIBRUET .
Step4. BEANARERE, BHZITVET
2-1 £OMORNEE 1 WESNTLERA
2-2 ZOMORTER 2 BEShTULEEA
ZofoER BESNTULERA
I B | BE o BT
ADKNEB=ER%. [BH] RY>%=
IUwOU, BHEEITD> TS,
| 3
]
Japan Registry of Clinical Trials Etﬂb‘}%ﬂjén% t\
[BAEEETUEULE, | EXRRESNFET, og7ok
BEFRERZE IR - NS T L . -

e / =

SERRATETERREZIAERT 388E. FREPRIZRULTILESL,
BAFOBRERVATICE. BREMEZEANUVTERRARY 2R LTS,
JIRD—-FZZEEY3EER. /(RT-FEERIZRLTIEEL,

FEHRIT e 7 A % by TEIEICTAT — 2 ZAOHEGE, RO, Bkl Mo T A %
B

17




<JsH L7 S 250w 74 % by 7 HiE >

Z5ER O
EiER zEiER EBFEMERETERES WAROAMN I=hid =] AF—HR
$7AR SFEERAR BRFRAF 20231185078 $FARERET

AT —HZN [HEHR] L2 TNDHBES

- REDOHENETSCENTEET, =

AF—HZN [BFEH] > TULDBA(.
[BIERULI MA>LD, BELESIERI ENEIEETY,

AT —H AN THFER] Lo TWAMIE, BEEITAT2T — X D5 E R LMAAFETT,
BlERLEITY) EAT—H A I5&EREL] L7220, AT —H AN [—FHRIF] OB L REOBIEEZIT S

LB TEET,
EEBORT— 52 [BIZRU] Em0FT, |
23E5 Q HFEIBRORXT—HX(E [5IERL] &30
RHER SRR BAHRRBHERS  HROEM it \5
38 R FRET 023E0R0E | EEIEEL

AT —H AN [BEE—IHEIF] 170> TWABESITIREDRZET LT ER A,
WP TBREGEHZET] Lo TV ANERL T Z &,

18




Flo. ADWAMHERETE, FHHRERTEEIC TRRSNDUTORS V2@ ffd 25 2 & T, FrNED
bR LE@ERTEET,

%tQEEEETEfi;:EL L TOEEOERFEBLET.,
==}
°2

2TOEEERRLET.
° !

2TOEEORTEBLET,
©
©

2.4 [ B&FE] BRI EEREZ AT A28 & (FAEEEMRI)

Step 1. THAERME RZ 27y LET

Q ERMFAOFRER

1SERRAZ

TOAMODEEERFZE

[BEEESMR] KNI %
UwIUFEY,

¥ TR OFRBEERNE WA 50 AT O, FIEBEREITO Z LR ATRETT,
50 & X THIEIERERZAT O HE 1T, BUE Tl R1T) £7203 THRBEELREL)
AT —H Ao TWDHAFEIE R EZ TR, FESBRREEIT> T EN,

19




Step 2. T—H AN EBITVET

LK ONE~T Oz AT LET,

JRET

EEREREHES « SRS AT A

ERFREFIRIES T EI N

DU OUTEEBEH IS EEORETT,
BEUZWEHZIUY I ULET,

—

| OBOWE | A

SR 1 ADRS

5 Rigss/ FRANTAR / ARCAFAES ABEEER ) TSUORES / ARETORARUSASCETINE ol

EEFARSHEORBETLEY.
EERREA L THARFERLT =0 (3

& EAEEE
=RERSE
MEIESURERDAE  &F
ERSOEHTITIESE
]
FEER BRLT ¢
I
HEE -
BRESELNEATERE: EE "
LTEET SAELAES i~
) sakie
Hame Last
oo
&1 BELESLTEREERSRUTONS
(1) BEERFNEFRUSM
BELLIETAREEREDEN
Scientific Trtle
Scleniific Tile{Acranym)
Icertic Thed WIFT i8
FREHREH
Fubiic Title
BISAEIRNE
Secondary Outcome(s)

BEIEBROAT (MEEBBONTE C2MOTR
LRNEROTHRLLLDOTED)

[—BHRIF | /RY>T
ANT —HZ2RELET,

ITEPREHATCAT—EEF=NER AL

Miidis First

[RA RS > TREE A

S BEULEI.

EH FEBDNY > TERFRIEE T,

20




R ILFEMFFEIC OV TIE, 50 gk £ TADMARET Y, 50 fix 2 A D5 aid, =7 L7 7 AL
Z7 v 7mr—RFLTLIEE,

J Japan Registry of Clinical Trials

5772k
ERERPAFTERL - NS RXF A

BRI EE EERER

BRUAE | ABRUEERR /| Eieids] | ZHIBIRME / MEOAFEE | FINEREE / TeHORRE
| BRBREORERVESE(CHATIEE / TOM / FUER | ANDRTEZEE ED

ERERFAR =BT BIDEREITVET .
HBEEFZANUTRNRI L ZBUTLIESY (RN 2B U TERERELER T EAN—BREFEINELEA) .
—BEERIERT EATREN —BREFEINET ERFITVFEEA) .

, 2 KE&U‘%&?&@%@@@W?Q& @ I—ZBBJ &0')“}0?5&7__\/71/_ l\

(3) ZHEZHEHRRICETIEIE J7 ISP O0—RTEFET,
SEARERREOZEOER Z=ig 808 -
[50] ZERENLSAR. UFOEE CAERRSER <z OERUREIOCILI7A IV %
A IVEAR— NI BT EETRETT. ‘ “
7= Rl Ee Sl
TOUNOHEHDH CzZioer - omerenco=e
ERTEOSREARARAEN0AZEASSAR S ER AR REEEDT > TL— N
I7 ALELDSO— KU, ExcoliR TIEMM. i 0TS

COIT7AIVIREETNZET. @ I7vO—R] MY %=

[ | e

| 4

50 Mgk & 2 D Bk AT O BRI, Wil LICH D, =7 BADFBARIT [7 7 A VEER] LTV

FE7y7a— R KR &7 v 7 LET,

O ~NTTERANADLT T L= R T AV EZ T a— RLTWEREERHETo TLES0,

@ ERBZETLELEL, 27 VILOFEARD [T 7 A VERIR K227 ) v 7 L, =7 vLER
TOWFEATo TSV,

@ Ty7Fr—FLTLEE,

3B, 50 i A EOWE 2 = 7 VIS TIRMA L2 E . ANBEEICERRSNEEADO TERZ ST <72
S,

WA OHES Z B _ETITW WS RIE, —FRFZ Tk, %) A2 o L0 BITmimc T T8y
el E9,

(LRI FTFEOREY O] AT e L) 28RS N6, =7 8B (xls, xlsx) LISk
DA TT 7 A V2B, B SNTEHEIE, BRORMIITEEEAOTIEES LSV,

21




< T =R vE—UDR>

ZIEERHRAAROZUOEET [2U] FMBRENTVBZH. FUIOKBEFTIVETA. (RTER  SELHFEAFRMEER. D71l X
% - EhEstigjtest xisx)

7y IO— FrlgER I 7 (LR (Excel T 7 (L) TEBOEEA. (RSN  SHEEHFATRMEER. J7 /LS test1.ixt) X
>

T7 AN EFELEEA. j X

=

RRSNBIS—AVEZ—(CDNTIE
F1. ZCBRBRIIZE,

#1. =7 —Avyk—vV—HE

No. | =T7—AvtE— KL S5 15

1 SRR ILFFTE O Y OFET (72 L) MRS H | ZMisk L FRAFZCRR OBk A Sh 55
TWA72), MIOLEZTTSVWEEA, (RHFE | B2 THY ) ZBRL TSN,

Bl MR, 7o A% 0 (T | BEREITDRWEE L, IRMTE R IR

7 A xlsy) T OBEEHET TS,
2 77 a— Rae7 7 7 A4 VB (Excel 7 7 A 7 7 A VDA% Excel B (L xlsx, .xls)

W) TIEH Y A, GRMNEE @ ZHERIEFRMIZE | ICE L ThLEERMNZIT-o TSN,
HEATESHR., 77 A% (77 AL4). txt)

<TZIRNVTFANT v 7 a— REOEEHIHE>
TRV T 7 ANET v 7 a— RT LRI FOROWTHERZIT>Trb, 7y 7R — RE{T>T
{TEEW,

AT B ZERR DN

By, BEESSERICH oA LR T D

(BALFOANNEITI LT =L ETDOTNAA 7, HRBELED NS BN ZHNT

b IHEREBENWNELET, )

HfHEh Lo =B AL, RaRBAD yyyy/mn/dd 1272 > T 57

(2019 4 5 A 8 H DA%, 2019/05/08)

TN T TEIRATRE R L T VN 7 v L DRI E{T > TV D0

SCEA, SURIZZEA A= AR A5 TOZRIND

22




%2

¢4 3 BEEFFCBAVIHROAFOFELVICHEMRNINEORERURHERDSES

(1) BEERFICAVSHROAFORE (HEMRNINZRVSES0HIiCH)
BEERYICALV SMRNTREEMI MMM L % 5408)

HREHEN SRRORHERT IERRNSOLE (B0
REAVSIBEIH > TR EBERORMEST > HMFOLH)

HRRHEORTSE (BMOBEEAVIREILE>TRFT
—BNDEES L)

MRIRHEOBRIIORESE (BNOMREAVIREIS — IR T |12
TR F - ROBREORESE) B QAN I NTORENBHTERNBAR.

HRRHERUREEICHT INARUARORE

HBRUERIREEHT SHAXERUABXEONE B [ST7I R SR it o) 1
#) [
- > w

HRORBOS &

MO AF TGk T 3 FAERFIA D Mld AT 0 715 K ONF QNSRS N T4 % O 5GE K& O E &

HOGEF] IZBWT, ANMICT R TORNENRTLR TS 2WGEE, R ko sk, | &
WL, AT O THARESCE) HEIZPF BATHRMZ LTI EE,

[BEDES D, | CELHk,

= A

L7

@ [T7A)IL &R IRF>EITIW T U,

AMIERERMIL T Z S0,

Il

G

23




Step 3. TR 2 LET

El i)

1 REBEERSEARERSE I ALDBR TrALIBRENTVECA

S~

—

2 RRTSHEERSOFMEILLAEA MIRELT oo oER oo LAER=nTUEEA st 3
BEESZEIIS5E. FRHES) I ep 5.
= 3 VR 1w
e B S e ——— (D7 V&R T2 '2IUY T U
£z, iR, GRRURE FRERTIREMSE T e et .
B, SEREEED. ) ZRELLER v . M BRIERMILU TS IEEL),
1 BEERE RIS ECNT SHNLERUFELE TREVIES O F
ores

IFTNGER IrAILTBRENTUTEA

AREOTT, @ ARSI AT AF A MBELT Py IO-FLTCESL

5 BEERSRAGEC S RSN BEERS & FHEN
FEOBIERSCHT 3EMNORERREDEL
=t}

FrLILTBRRENTVEEA

BRENFEA

6 BEERSCAVSHBICEET sWMRERHLES IFAILDER | IrILFERENTUEEA
] i

TiLidy aNFERA
T HEARNINASEE (FERENINEAVSE A LOER | T LIRRENTUEEA
&) SO T A NEA
8 WEMRMINEEE (MElanInzavsE IPALGER | FrLTRRENTUEEA
) COHITIMEETRENE DA
9 BIEEEEEE (SERRNTINZAVSES) S LER | T LEREN T A
0 RERDEES (HEARNINTAVSRE) IPTLDER | A ILTBRRENTUEEA
CoITSIMERRENET A
1 RESEEES (SEIENINEAVSES) T LDER | T ILERENTUEEA
2 BrEBSRAOBNTES (ATESSRRTALY . oss o-o lpEEsnTLETA
BEE) . =

SEERNEOELTOMCNEETIE0 (BEER o oEe SoclrERsnTUTEA

NIAOEREEEXATIES) =
14 @ A FERGERRE IrLIDER 2FCUTEREINTLERA
5 E=FULICHTIFEE IrALOBR TrTERENTIERA
5 EECHTSFES IFALDBR ZrTERINTUERA
oy REANTTA
17 HsREEREE IrAILOBR  TrirBRENTVERL
5 WSRRERITR IFOLOBR TrlEERENTUERA
e Fanzt
19 BatREATETE A FFAIDER P TERENTUETA
20 ZOM ASURCHHL 2NEVRRSNES) IPLADBR Ty SERENTUIEA Step ke
RO [ADABHEREEAED ] N> %=
8 20 (FXECAELENLLSEESES) IrALDER | DL TERENTLERA U Id D,

m —mEy I A EREEEA R I

=MV ENEIETES | For mauines hers (webadmin-retg@niph go pl
BARRERSHIICSS

e oo - I | "

Step4. AR OANE~Z OMOFE~D AT, WAEROBRM PO -7 b AN EHTREE
~ELe) RE R ) v U, BIRPIEEM S EE RS EEREE ~ERE T

24




Step 5. HENR DR EITVET
Vi AT 22 S 18] 55 S Bk S e 8 ) T TR BN B DFER A 1T > TL T &,

HEIZ, 72D A & - T2 55 1B AR I S0 5 T 1 SO SRR i O Effic =T — A v — U0
FRINET, ERIEVEIEL T EE0,

RIS, B ORENEN ST BT TR K227 Uy 7 L, fEHz LTS,

L3
I:a: (E: I
j FTRINDIS—AvE—2(CDUTE

x2. ZZBBLIZE, oJPI
ERARERD - 2T A -
[Anwswxa-vﬁo:v.@mut<ﬁau. 4;”—-“—'7 ” I
EEFAS S EEEEERE
SRS EORRESET.
HESEEZANUTRARIZRUTLEEL.
BEEBOT Y TR-TCESCE BIMSLERL TR,
—BEEASLERTEANASI—BREENIT (BHETVEEA) .

> &

S BEEESH [<]

TS —DEEHRFCIRDET,

BEESSEfGEOEES

BEESSERNEEE &
ERSORRETOERSE
B)

ERESHRHARTSE K&/ Name
ULTERT 3 RaRREE
BE)

-

1 RBEALELD ‘ = = - —
41 BEULLSETIREERSRUTONE S

(1) BEERSOLURUSE V

BHULD ETIBEEESSORM/ Scientific Title (Ac| »EZESHFIANTT. XEEENFEANTY.
ronym)

PERMZEEH / Public Title (Acronym) v‘&‘iﬁﬁét“;lﬁti 2EEEFEANTT.
BEESZONE Ee

wEEn Haéﬁaf;lrta

25




#2., 27— Aovk—U—E

No. | ZF—RoE— S
AANBICTT— 250 £ T, & | AN B 5. ANNEICRRR B 55 A I A

Ll ELTeEsn, St URERESNET. HEE] RFLEI Y v L,

WA REE LT &,
FHBIRD BRI TN | | BRSO WSRO, IR LT 51 A
BUCHELE Ui, AMEARTS | v b URERSUET, APMERE T S05, T,

2 5. R ERBEORRERT — 5 | BAEO—BREA T — 5 AT — ¥ O 1T
DHFEEIT-o>TLIEEW, STLIEE W,
| FAERE AT AEICHTS | IREEE (1 FAERS &3] 55105 5B EE
SGE R ORIESCEOHKA 12 | CRECEORR] O~ AF o ZiEREA T [5) ik
SNT AR TWRS (K] b | RENTOBHAICA v b —Ungr ST,

5 | o TET, EABEOMION | SIS~ 2% S E 5 TS
BENEIC e AR L S BEFT 5T | Aok CHERO b, ATEH ) EBRLT S0,
VB TR LTS &, F7 . B AR L SRR E ORI X E LT,

Bip, ATH T FBRLT S0,

BN MR o A1, TEE) R4 v %20 v s L, EE#FoTL EE0N,

46 O (AXHCHELENRAVEBESES) TESNTVEEA
47zl (AXFCHELESNRAVHBSES) RESNTLERA
SEIEOATD (BIETD] MY T,
8 ZOM EXHICEELENRVEBSES) SEENTLERA SEoL Foud e
ZUEIEODANEREICS > S UET,
49 zOft (AXHCHELENRVRBESES) TESNTLVEEA

BEHS MO EIETS ] RY> T,

~=

A Z—RRFI 5B

ARDBRDASNBEECS v TUET, [—BHRTF ] RY> =T Iy I LTSS,

—WRAFRIT 7 A U by THEEICTAT OB, AT — % 2O, BEREROBMESITAET,

26




<—HHRIEL COBIIERH D HAED R A 4% b v 7 HiH >

—BRERDIFS(E [HRE] RY>T

ANDBRN TEFET,

—— BERORT — S RERN TEET. [

BHEE HFRER =E8

AR E=E—|Es
ATF—HRCEHST. [HE| RY>T == .

HEEAITD CL\DERIDIRER 117> TV B HETF— SDH%E
ABDABEDHRNMTAE T A
L=, MR LET,

Step6. BRENEHERE., PHEEITVET

46 TOM (AXF(CHELETNRVRBESES) [/ESNTUVECA

47 ZOM (AXHICHELEFNLVHESES) J[ESNTLECA

48 ZOM (AXBCHELENRVHRBBES) BESNTULEEA

49 ZOM (AXBRCHELFNRVHRBBES) J[ESNTLECA

ADAEZER%E. [EH] Ry %=
YUY IL, RBHEZEIT> TSREL,
|3
J a
Japan Registry of Clinical Trials Etﬂb‘}’%ﬁjénﬁt‘
. - [BFEETUELUR, | ERRENFET, og79Ihk

ERERRAFREIRL - AR AT A

SEETUELR. / X

HEREHFACTEIERZITRERT 3881 FRBWRIZALTILZE,
BEFEOBRERDVADICE. BREFZANLTRERI L ZRL TS,
JIRD—FZZEBEY3EER. /(RD—- FEERIZFLTIZEL,

R e 74 o by TEEICTAT — 2 2AOfER0, RO, BEEROMENMTA £,

27




<JBH LR S 25500 7 A 4% by 7 >

FIBRDAT — IR ZITO TLIESLN,

ERERO
EiEER FRFAER EFRAAREEES HROER hed =]
iR B5EsE RELEDETIBEERE 20235115088
DB
/ o
AT —HAN TEHFER] £20 TLBEBEEIE.
AT =N TRFER] LD TNDHEES

[BIERUI MRE> LD, BFEESIERY ZENTHETY .

EDHENEITOCENTEFT,

AT =B AR THiT) Lo TOB ML, RINET 77 — % 05 & Z LA AHETT,
BIXRELAIT) EAT—H AL BIXEL] L0, AT —& AN [—RHEAE] O & [AEOBEET
CLRTEET,

HHEBRORT YR [BlIERL] £1B2DFT,

EHIER O \[—
mHEE  HRER EEMRNRBHEES  WROBMH EHA F—HR

38 BEBEFRAR iEtean 2023%£118078 FiRsIZREL

AT =S AN [Bfg—RHRAF] 12720 TV DGHITRIEMET LTV EEA,
WL TREHRFEET] Lo TV DR L TSN,

28




2.5 [B&E] #HHENEHD

Step1. Ry 7EHELEVZ—FIDREORAT—REAALO S A, BHE

BERIEHmED |
(R arvOBEIZLY . BENIZPDE 77 A ABRERINAZERHY 7,

XPDF 7 7 A VOBE « FoRICIE, PDFE Y 7 M S LEE T,

XeHhLET

RHER S R¥ 2272097 LPDF 77 AV EX T ra— R LET,

)

—RREFZE BHERA] T

EREFERO REBEROEANMTRET

ICh Rt BRFAER ERAR R EES AFROEM =]

#iRR TR

RE | BEEN | &=

ARF—HR

MR —ERE

Fyrn— g, PDF 77 A VEREAEZHR L ET,

TR TAE B A 31 BICHEAT S N7 PRI S O L &M OMERE 2B 5 1AM L ORI O —fitk

EIZHED, BB EFE LD E LT, ZHELEIN,
> SR TAH5 H 31 HURE - FikRak
BAB—CBE=+HL£HRF)
EEEE

BEEERR B

MEEEE K 4
(&)
& R

TROLBY HEBKAREERLAVOT BRARELSRBIURORELLYERIHELR
HLET,

i

1 BEBKAHRORBEHICHIIEARVBEBATRETORBOMERHEICHMTIHRER
() FHRDEF

Scientific Title (Acronym)
EZRHRAEH

Public Title (Acronym)

(2) HIEEREICMIZRRE
HEEEEOER |KREAXIEH

5 Name
Contact for Spon

= DBADH)

Name of Representative
e-Rad&S (BADBAED
#)

FER#RE (BADIBEDH)

Affiliation (B A DIHE D)

29




2.6 [B&EE] BHKXEHEDO X T — % 2R
Stepl. RHERRRHRIT, FrEORAERDS, BELEZITVET,

N LIEREEOZARMIE, 2—F IDEKORAT—=REANL TR A U THZ LT, HETHZ

HFEBRORT — Y RERN TEET,

=583 O \¥_

=TSR TS ERERTsT Rt EE S DB == RF—HR
FAR TS EEEARATT B BIR 2023411508H IR
=

RF—AHZN [BFER] Dips. [BIERL] RY>=
JUvIFBERIERUMTRET .

[\]

LT [BER ] 2 RS S R AR U O (R R

WIEIDOBGRSTE TR, T OBRBONFICEENBELEAIT. ESICL D EFRFHESORENMLEL
0 FET,

EHHGFEFITIIUTOIHEN DY . ThZNU TOERRE 20 £,

B oAk I BRRTH EERREHEE
KH i H A THERR A DU BRI ALBE x
WERAS T Ji H A TR DU\ BRLER x
JE A E Jii H S IS x

X) LH, BHEE, HHEALEOTNENOHGEIC L > TEEWREREB IR 2 £, LR AW
HEE, HEBHE TIEZ V=77 PSR TRV AR TETEEADOT, THEELLESY, X
& TSR] Tl —H AR REHA N ERLET,

) FEFtE 2 I U TR TEEMAR ] aHALE )] TREWTREREBICOVTITERDOE
1 2R,

30




HEE 7 a0 —nA A—C %2 U FIoRLET,

O A ME BT ThEHAAER | (2 XV ZHEATRET, Ji HALEE & RIFFIC AR SV E

Ol it HIE T8 & TEBMAR ) Ik AT,

O IEH ] TMEFHER ] OWTRPpAHETOSE, HEETOT7 =2 PNARA 22 %5 % TI3lo )
(TR TEEpEE ) TRHAMER ) ) IIHFETE £ A,

O IEE ) fEich G 1) (o, MEMEE] & THAVEE ] OfFRk. ATABRATRETT, BfRm
(i TERE ) ERPOT — 2 BFEIEL TV DA, TRIMAE ] & TRHAVEE ] AMER. AR S
iz =ik, TEE] ERFPOT =X /M7 — 2 OEBENRBRMEET, AL, 85| [
WaEE | UnHAVER | ORIRHER, F1TAK (F—2 OEM) A AAREREH T, fEEOXRIEH
_(&B1) OB LZpb ET,

W1 AT =2 AN T—WfRfr) [ELEL)] [BIERL) OF =¥ %7

| | o / e s X
]
e ]
N
A
i
EHA =
i

31




Step 1. My 7EHELYV2—F IDRONRRAT—FEAS/ LB SA L LET
07 A % by TEEICT, B LIERORRERP R RSNET,

HGERER] 28 A T, HEE 2TV ET,
X BT IIREAIE 2 iR L £
XOHEEREMEDOSEDOH, DRFAEHRE ] RF VBRERRSNET,

XORFEIRRMIZED THRWERE | 217 2 a3, ARfE~==27 1o, [31X0HIC (RWERT) )

M4 EBEREL LIBIESE & TR TS,

<a T A A% by T O R ERE >

ERERO
bl EASTERI R Rt EE S R 02 1. =0 2=—l22
" ) YERRPRIAFE. € DOMMEEPRIATE GRISEERRATRR) DHEs
b SEEFAE reTs IR
i
ZE B-Ess reriOoOEE $2HEEEEEENE BEE-R-Es =L
BAEEESMROBE

#)AT—FEE
QERSRS

B&ﬁb‘é‘h’d[}tiﬁm“k >

BEERATORREREFZ N BHEL TIESL.

32




Step 2.

RENRZRAL, #HLET

ERENAZRLAL, TEH (BHANVEEOZ TAR) ) | A7 2L TIRIHLET, BfiHEr s
Rk, —HRFRFEDPTA £ T
B, AENARLARIT TEEHGFELENE] Bl CTEEEHORMASLETT (aHALEZR

<)
ps

JR

EARTRSEL - NI ZT A

EETAE W EIREEE

BAFREIREEOTPERETVTY,

GERREANL

EREPHT MY IR-TIIRBIIZ. BRIV LWL TR,

# EFHRLTFNE
ORR—BER)
4

ENE TEER RIS N

PREGREM - 1233

== preemgp=—— @ ZBEULEEOHRRSNETDT,

TERE TNENZEEBHAZREEH L CTIZE0,

4

TEAR pid o] FR FEOSE

24

e 42432

. @ EELEEEOHERESNETDT,

(% dL[FAFSE) DZEE (BRZEE) B T, BB EEM (EREEE) OEKLEOiE
B4 N EFE R ORIR T8I 208 5 M CR—Hia% 2 HE L, B ERT A HEEZOEFERE £
LTWET, SOV TR RDOER 2 & TR 72 &0,

CT

© BEHICEEASEZSTAR.

[EEASANEE] (CTEBEERZEAD LTS,

i | EEESRRONE | BORUNT /| ERESOES | ERRORERUE®R | FRARSORRS | SNR0OME

EEASALEE K

{ADRREEEARORY WL TRV (ANDARREEENRONY 2N TERRARIAZ FEAN - BEFINTEA) |

ZEEEHO—FEIE-NAIEET Y.

ThEehZEEERZTHL TS,

— |

33




<—ffapr—>

EHEANRT, AHEHEHLOLEEER AR -2 8 —agETd,

—

© [BERE] [CEEEHZTHL CHS.

[—#FEIE—1 MRI>EIUYTUET,

@ (2 COEEERMCIE-LFINBBESSVEEAN? ]

EVNDSRAYET—HHEFET,

N STORFIRMEIW-LITHRBILLEEAL?

©Q MfERINE TOK] ZOUYIULET,

ZERE EEBE
B
ZhiE
EEWE

[ZEIEH| ORBENRIEED [EERE] O
[ZEHE | ([CERESNET,

[ZEEE | OABHRIERD [BEEAST] D

B
PP
P [ZEEA] ([CERELSNFET .

ANWEREETALD

34




Step 3. NBEDANDB Do Te D TATNEREREE] NZ 27 v 7 L, BRBIEEEHEE

BEEHBEE ~ESET

iRET

Japan Registry of Clinical Trials

57153 [AHNEHERERT] 27Uy ITBE. A
ANABRRETNEELET,

Py EE
SRS SRS V

HROREE  GESES0ESR  HEEEER
| TOMOSE [ FHES | TEABAIER

IRERIARE IR, - A AT A

HASSERENOER | EEEEAEOCRSE / ENRUAS | EXRE0HE | SRKROEIRURE / fIAESS0REME | ZRS0RSN
BERASEEOEESFETVET.

BEFEEANUVTRANRIVERUTREY (RARI L EZRU TERENGREI O AN SR N4

—ERERY L EAT ARSI —BRFSNET (BRHTVEEA) .
BREPHT Ry IR—SCESICE. EB3RILERLTIUZEN.

BR=ITECHD. [ADRBHEZER] R > %=
OVUyIF3ETE. ADABTHEREENERLEY.

BHEENEETSS / For inguiries here (webadmin-jrct@niph go jp) \/_

BABEERESHECL5

Step4. EENEOHEREITVET
BHENFICAER RN L 2R LTI,
JRET

FRERERFT RS - RIS AT L

® 9T (CHd EEASANER] 20Uy I LET.

BERAA S EEREE

1 % 155 [
| TOMOFE [HFEHER | EEASANER

5% | ERRUARES | EXRSFONE | RRRRORZRURE | IRAELSORMS | RES0OES

EFERREE EOEERRETLET.

BEBEEA TR LERBLTLZEN (RARY L E2BLTES EAFRAT—BRESNILA) .
—BEEFRILERT AR —BRFESNET (BHRETVERL) .

BHEEWOT Y IN—DCESCE BRI ERLTIE SN,

WPHE  ZEFM B
Tem [P |
=ER IR @ ZEZIE ZTENS. ZEEREZHEREULED,
R f ] V
TERE Tedn EEEEEEEEESA
=EMN G A N NN N N N NG|
Zmik T
zemE frss e

35




2 T 25 4 = 4=
Step 5. ERBRENERRE., HFEZITVET
%
j a
B THE D - RS AT A
b TEE
IFRIRF D | ES R BT
BT ETEOTERE T T,
BETME LT AL ERL T
BT ST FCETEE mE RS ERLT OSSN
BRI ANMET-BRTEINET (BRETVESA]
FEE (E AR LR TR -]
1 WA | Zrrieszmn- F |
2-1 FOABDIRHEH L BEINTETA
-7 TOHROREEE 2 b TiER A
& EESIREBAE -]
FENE ZTFR -]
TEA ]
T [P |
mewH = . W
EERNB(CMEN GO EBE. [EIEE] MY %=
TENE TEEM [EEEEEEEER] g .
JUw DU, EIEZITD TLIESL),
e RPN
=e® -]
KM
ADARBZ=ERZ,. [JBEH] RY> %=

ZUw s R R T aiE Qe

—IFRAF R GR L FRRIC 2 7 A % by THEIC CTAD OB, AT —Z AOHGE, Btk

WOMEATT 2 £
EREEIBIRD R T — F AR CTEET,
ERER O
miiER BAZREER EERARREEES HAFEDE
== THIERRARE JRCTIENESENENEE EEEEEEEEEEET EE—HEF

(o [ s | s L

AT —HZN [—FRE] 2 TULBBE(
ZHT—HDHEIBRETD LN AEET T,

36




TR IR G L FRRIC 7 A4 V% by THEICTAT —F ADOMEGRLHFEDOG & R L. fEHAko
. BEEEROMESITAET

HFEIBIRDOD AT — S ADER%ZE L TS0,

ZHERO :
RS S EHERE R EES HEOE A

z= SEERHE  RCTIENIENNN CEEEEEEEES] m=R-E= TEEET

(=3

AT =AM [HEHR] EBo>TLBBERR
[BlIERL] MY KD, BEDFIERUIMTZET,

AT —H AN [EE—HREF] 100> TWABRSIFIREDRZET LT ER A,
W, TEBEHZER] Lo TWADERLTL XN,

¥ JapicCTI LN MACCT-CTR K W BAT SN2 T — ¥ 2 AR T 5851, FTRoxhtaiTo T EE
VY,
BATT — % OB BT X 5y (Z OMEGRITZE / 165 - ROENGEHRAS) (CFRD 2
HOHGHEIE. ~NVTT AT ASTRA SEBHLELIZIN,
1. BUEDOIFRDX Sy
2. ELWIFEDX Sy
3. JRCT %=
4. WFIEDL TR
WEIOEER:, LLFOHEBIZOWT, BRBIVELWLWHNFTEEL T EI N,
> X OMERRNIIED S S AL Wil
> IRER - BUERGERIRA S OL S D WFFEOFER ., IRERDX 5y
XD TR Lo TWDGE, FIFEZIT) ZLIETERWVWED ZTHEELESVY,
KUY AT DAOBATICHEW, BINTTREFTREZREE ((EEANEE) B0 £T 0T, MBI
T TATILTLIEEN,
FFROHF RO TIHRLINFIE, AR TR FIEBREA UK TRICTHFEZ{To T EE
[N

37




2.

8

[B8EF] EEERHBEXKBEHEDO R T — X XHER

EHEEE MR IT, PrE ORAERD,

AL ATV E T,

EHLIEREEOZAARMIE, =2—F D RO RATY—RE AN LTl A T52 LT, ERTHZ

LRTEET,

x
RET
EREROIFUEEL - NS RT A

SEERTIE R R EASAT 380 RSV ERL TR,

EFORSEZROADICE. RREAEAILTESATVERLTIEEL,
JRO-FEEETHBERE. ) RO-FEERILERLTI AL,

FEREHRR

TOMOBWEFR

HE - NERTRNES

ERORT | T3AR B8R TEIARCBASKROVTICEEELRL

BT (RHETE | BOGTE)  EUEL
BIEEL 2B BT O dub ) RAH (THES | RREHS)

FERDODRT—HANERTEET .

O BEFAROFRER
B ERERORE
BEEE
ERA S S
HROER EERMR | SRR
TOMEFIR ) ITE BB FEEE O ToM
AR RAR ERTEAR ) BIETESR ERANEEE  Toft
BIESSHA ¥ @sx  FTEEx  FoEEx
HROEK
AF—HR BT EEEh
HREESRTH
EFEEO
BHEE AR
z= EERFR

38




3 LT (BRZEHE)

3.1

HEEERORN CIREFFHOLEA)

AR~ =2 7 WX, BRI - A AT A0 70T, BRMFRIEICE T 2 FE BRI X Y
JEAE LTCHE RIS 2 BT BR R (B3 ERESR O ~et T 2 M EOEK, 8L UHE
AT O BRI, BERE N T T D B OBIESIEC OV TR L TOET,

[(B@&E] BREREDOERE R T LRI, BH

— X AN7J]

BB IR ERE ORI ERE AT DIBRELET,

[—BEREAFE] 2L TCWEELK 2 & T AT OF—F 23 (F LTl 2 2 & NARETT,
X s A %, AIOBBNFRE T,

-
ke

WHERET v e — R

WEICKNERER AT v 7 a— KLET,

. T2 NI HERR

WEICLHE 2T — X ANBIOMERRMGERN T v 7o —RFENTWEZ E 2R LET,
ASRIRIES T — 2 N hIIERELITWET,

=S

AN LT =2 BAER LIZPDE 77 AL E XML 7 7 A /b, BLOUTEBIOENE T 7 A V&2
L, EELEEBSREEEICA —LOEEZITVET,

39




EHzRELCBRELE

4.1 [BEEE e 74 )

HiEZITH I3 7 A NN TY,
T FOBEEERT A AT ONTOFEMNT T1. 1 BHEAERIER - B O GrElEFOSEE) | @
Stepl ~3 &% &MWL ZE VY,

4.2 [ BEFE] BEHERS Ny THEmORR

Bk LT A hTcarsAr LET,
a7 A% Ny THEED DERERS Ny TEEA~EE L ET,

Step1. nJA ANy THEEZRRLET,
Step 2. (ERERE] RFX %22 7 LET,

WHFEDFRRN K> TR Z v £,

EREEEF SR - A AT A

TERFIRAERE AR T SRAE. FREPNSERUTEEL.
HFOBGERDAGICE EREFEADNLTERNS - ERUT CIEEL,
SRAD-FEFETHESR. JIAT-FEERY - 2PLTIZE0.

O EEFRARONRES

FHERERA

AREBO [FRERS] R 2Ty IULET,

EHRERO
EiiEE e [ siiE s By TEOEH RAF—HR
zF BBt JRCTz - L] [ E= s ) ZTENH
& IR D—PEE

FERKIAFDS S (.
HE TED RRERS] RI>2IUvIULET,

40




Step 3. RAEREEEEZRERLET,

ERHRFRLE - 27 A

QFEHASRS FRES

BRSO

4.3 [B&HF)] EREHREE (BEEN) HHRE AT LT
HHRBGEEITVET,

Step1. EEFHORE] RFX %27 ) v 7 LET,

L3
J f
23 N

HRFRE - 27 L

[EERDI/E| RY>=ZIVYIULET,

QFEASRS FRES

K HREE T OFTHIERERG WS 50 MEAR ORF, BRI ZAT O Z LS WRET Y,
50 fh &l 2 THIHR SR ZAT 5 Hald, BED AT —Z A0 T—BpRfF] 12725 TV DRI ER
o iR, FEFRSERETT > TS,

41




Step 2. T—HF AN EZITVET,

HANGHRA~ A - IMTERZ AT LET,

JRET

EFARGRL « 2274

BIEB=ZI VYT LT
EERE IS EEAEETY .

ERERaE (EER) 8828

I"ilwm SNFCBEETIES / BRERUSRERCHTZEE / REWM - SR/ RER

RS | ANERE I'

EFNSESE (E52) RECRBEAVET.
SEFREALTRARGERLTIESV (RARTEBLTS
—BEET S R BEEENTY (BBEATVEE
BRFHOT T ciE. EERILERLT RS,

EEAERERTEAT

& HEERS

=R =R

=3 =

BHE - R DT

FAX

BN - ) DT

& Erins

ENMESOFROER ~BRUT CESV -

FRERRS

HEREATOEH

B R E S

& TEES

BES=zv

BEFII-FE

&R

SHFERTEN BfFRRTES -

BE

#E

BOOEE —me

[—BR#EF | RY>TADT—H
ZREFLEY.

—BREFINFEA] .

RN RG> TREEANBELET .

42




TEWERICBIRT 2 1E®) &, THERE L OMEADIRDUCEE T 2188 2D\ Tk, 20 fFF TATIHA]
BETT, 20 2B A THIRBGEIT HOHEEIL, BEDOART —X A0 [ R1F] 272> TV D IE#HRZ
REER. HEFIRBGEEIT> TIEE0,

Step 3. WM& Z R LET,

JRET

=pdels
ERERRAFEEIRE « WY AT A
ERERSE (EESR) =g

EXER / BEECEET 58  SRERUEBRRICET 358 REW - S5 ) BB - BAEN  ADNEEE
ERSHSE (EER) FRORGETVFY.
BEFEZANLTANASRIEANEO RIS EE LT CREV (ATASEZEREOAT > ZEL TERENSEEATEAI—BEFENTEA) .
—BEFAYLEZRT ARSI -BEFENTT ERIFTVIEA) .

4 BEE

#ER yyyyfmmidd B yyyyimmidd & yyyyimmidd B yyyy/mm/dd B yyyimmidd 8 yyyy/mmidd B
1 EEE ()

[T7A)L &R IRF> =TT U,
AMITERPZERG L TIZS0N,

& it AZ“’//V
M
FER B I IrAILDER DA ILFERENTLIEA I

CETE

PDF JE ( pdf) UADTEATT 7 A V2B, IR SNIZHEIE, IMTEROBRTIITE EEADT
THELSEZS W,

A7yTO—-FaEgERI7-LER(pdNTIESDEFA. (RTEM  ROEN GIH) . J7LE Y2 TILxis)

S

FRINBDITT—AytZ—(CDNTE
x1. BTSBIIESE),

X ADABICIS—HHDFET. BELTILESL,

43




F1., 29— Avk—v &

No. | =F7—RAAvt—y SHL I
1 Ty 7 a— RKaReR 7 7 A VIEX (pdf) TlEH O F | 77 A VDX % POF A (L pdf) IZE L THh
A, RFFEE - BAHERE GIK) . 7740 | GEERMNZITo T EEND,
& (T 7 ANVE). txt)
Step4. EAXEFER~REME - BRAER, BRIOBRMIKbo726 | ASTNRHERE T ~ETe] A&

&7V v7 L, BREREERERMERBETD ~ER X T,

JRET

FRFREFIERS - MY AT L

ERERSE (EER) 5REE

EXER / BERICER T35S SRERUERRRICET 3RS REAE - ER / Bl - BEN | AAERE

FERER=E (E2) REOBRETVET.

wESEEAILTANNERZEEAAEDRS D ERL T EZV (ATASREEENEGAS L ERL (TTENBEERRATEAT—BREEINIEA) .
—BEFASCERTEATASIBEFENET ERATLIEA -

& BEE

BERA yyyyimmidd & yyyyimmidd @ yyyy/mmidd & yyyyimmidd @ yyyy/mmidd @ yyyyimmidd @
BEES ()

& TR

FrAILGER FrALTERENTUEEL

[ADASHERBEENED | RY>ZETV Y
L. FREREEERSREREmEm

BEULET.

44




Step 5.

BENBEOBBEZITVET,

PRI S I O SRR I [ TR BN B DORER AT > T IZ &,
NI, BB PR S 72 8E81F TPMDAIC A —LEE | A2 527U v L,

EEEZLTLLIEE N,
jRET

REARSRY - 2MO 27 A

EFSRESE (EX8) (SN

EMTHLE (ERS) ARORBETVIT.

REFRTURKREGTOLE. BRI EMLTIESL,
BERBOSEMZNLXML - POF T » 1 LERTREIPMOACEEZNTT,
ERRNEBOBERTICE. BERIEMLTIESL,

~BEFAS U ERT LATIRBS ~BEFANTT (BAZFTLELA) .

S wEERE

S EXEE

g = Ll

S IRCBETIRE

/ BERRUERARRICNTSRE

S REMBDES
e BENSCRMERSB-ZBaE. [EE] RY>
%=
S REE
HUw I, EEEIT> TLREEN,
Ve i Ul ‘
TANS DB — & TS B &, >E|
s LSEEDOET/IEEROERNAIEE TS,
& p< @ pU3
T
e RIEEOBBRY > ZR T TS &, 7@
BH LT & [CRR/ IR RODERNTEET T,
wElH
Ba< @ mL3
E&
mE
TaEE
fEFT
e RIEEATO (BET3] 2 TI3E,
o FFUERHLOBSETCBBLET,

45




Step 6. BENAHERR, 2EZTVET,

PP e T I OB S R I T TR BN B DFER AT > TL &,

JRET

BRFRARERY - MFYXFA
FERERSE (EXR) (ARES
EREREE (EZR) BROBRETVET.
BESRT UBSETDICE. EBRIERLTIEZL,
BRRBNSERZTNEXML - POFD 7 1)L EFTERNIPMDAICEEENET .

BRABOEEZEITICE. BERIZRALTIZEV,
—BRFRIEZRT EANASH—BEFENTT EREFTVLFTEA) .

4 BEEER

4 EXIBR

S EEES

4 EWERICEBRTZER

4 EEERMERRRICET 3IER
4 REHEER

S ER

APNEEHRZE. [PMDA ([CA—JLiXE]
/ REE RESEIUY I U, EERTo> TS,

& FER

PMDAIC X —)LiE (R

oJPIk

PMDA (2 A —/VIK(E ] AR Z AR TR, AT BEINNZE AT BIRE (15 5 50 = HR A

LRV AN
/h =

) ICEEShET, FEEARANCOA—NADBEESNETOT, A—/LORMNEED L RENE

DHERBIAT A E T

—IRAFRRIIBIN b TEIHEIC TAN OB, —RRFHHREEOHIBRITA £ T,
%@%M%ﬁ%yf@ﬁmfﬁmﬁ%ﬁﬁiiﬁo

— R F T I LA BRI ERERO DAER L2 EHDOPDF 7 7 A L E XML 7 7 A VDX T — R

PITRET,
(RN arOREICEIY, EEINIZPIE 77 A AR RENDLZ EnHY £T, )
SPDF 7 7 A VO « £/RIZIZPDF & Y 7 h XL EE T,

46




JRET

BERARERE - N RFTA

o720k

OERERE FRES

—BRERDIFS(E THIBR] RS> T

EXROWS EMRBEOWS
| mxaons | menscns | P

B ERERESER
—HREFERDBE (L [RE] RY>T
BHERO .
ABDOBRANTEETD,
HTiER wEE
EFFRENHERS 25792 05 BESS m5s #SaH g9 =
ERSRES (E38) B —
jms E EE B [ s |
ERssEs (E38) =83 EEEEEEEERE EmEs
jReTs T 5 = _— l[u
BRRIBMN S ERK UIZERERD PDF J7 1)L & WEBHFDBE(E NEMERES] MY T
XML J7 AJ)LDAD>O— Rt TEEd, ™ BIREN TEET,

AT —H AN [—HRE] IR o TV ABESITRENET LTWEYA,
WP AT —H AN THEFER] ER o TWVDNERL TLTEE N,

KEFEROBMEICHONT S, B EAMROFIRTREZIT > TIZEN,

4.4 [ BEE] B8RS HRORE

[PMDA (2 A —/ViEfR ) AN 2 AR FRHC B GRAG HS B B CIEAGBIARR (EHE i ERIESR S (2
EEShET,

EEERNCOA—ANEEFESINETDOT, A=V ORMEENLRENEZ ZHERITZS 0,

47




BwE1 TERE] BHMER|] TEHALE) CREWEREEB

R —
(55 =+ JL5:PBAfR)

< ML >
- B O REREA B [ ]
- BRME S HGE TR FTRE/RTH R [H ) ]

- BEGE or BMAE WG CIRETTRERIEE [Fi) 7
IR AR I, M HH UL S E OFRT 2B OB E £ b H 0
R BRI R AL B A OB £ bR b DI RS,
AN TR CIRE TR E E [kea] ]
MRTOEAG (EH] TWMEE] [BHAEE] ORBMER, STAM (F—% OB 3R a4 [

BAE— E=tTAEER

KHEETE

wAHEERR B

[
s

e e
i
e

[
s # e
7

h

i T
s
///////////zj/é’zf

Vo : L

R e

,,,,, RN L
...... e i

TROEBY . BEBKARZEZRELZLOT, BRFREESEFE 1 HOREICLYRBHEEZRELES,

anf
cu

1 BEBRKMEOERERFICET 2FERVEERRMEETS EROEERKICET 5EE
(1) HEDOLZFF

HR AT

Scientific Title (Acronym)

FRGHREH

Public Title (Acronym)

(2) MEEEHICHI SEEF

s, G T f;f;f%’jﬁj
; : e L S e
S e R s s : 7 e
s R e " : : S
oG %%5371
A
i :

48




..... s e R, ; G T, e et
. 205 - _
S, s e s e

et

At

o

........... A, ’./., o A e,
M@g G e
A /’/// B - '_.;’,_.r’_{',)_{,}_{,)/,,
- I G S =
7 N i
7 i o
e BB .
T

¢v¢y¢
e
L L LTI

.............

s i
e
/f?f?f?f?f?f?f?ff/ / / / / /

e

///,/,////
5 7

J/J/,r/,r/,r/,r/,r/,r/,r/,r/f», A A, oA i

HLEKA

Name

Contact for Public 18 L 2 AR HLES

Queries
Affiliation

ELEFREAE

BELERRREOBESES

B HEFEEBE D ERT

Address

BEREES

FAXZES

BEFA—ILTKRLR

REBKAREESR
E2F S A=NEE

DRFEMNERB S
H

)

S|
g
1.

HETHIEEEEDER Z A S5 &Secondary Sponsor) 8% | O HY O #L
LEDHE

HETHRIFEEED | RAXERH
BEBERSE

Secondary Sponsor

Name

e-Rad& S (EADZEDH)




FTEH#E (BADZEDH)

Affiliation (fAADIZHEDH)

EEE (EADSEDH)

X HEHELANHIBEE. LEOEEEZEELTE#HT S L

ERICET AMMBICEOKLELY | KA
EEROHDDBENTEHEMX(THE Name
FEEED
e-Rad&E=
Medical Expertise
B
Affiliation
FIEERE

(3) HEEBEERVUHAREEEMUNDBREKRAEICRKET 5EICHT HFR

I
o ,’ﬁé%}?}?}?}ﬁ%ﬁ gg;ﬁ%g%ﬁ%%@”///////// %
.

- e

i i
s - A _______
gl s i,
HLELESE N .

Z
7

7 B o, , %
i Z
/}fﬁ%%’ i i {/j

3
DI

(4) ZHEZRARAEICET HFE
ZRRARMERBEOZIOTE o &Y O =L

(5) MRICETOMREEERMICET S2FRF

. Z s ; . T
//}% 0 B
e B B i

e e %///////////x/////////////////%///////
. .. ... _ === ==
A e - vva———
i
e i s
] A i S AR A
e VEeE 5 ; S
.. i i e
Ry s
e i, s e
- T s .
e
T AT K e
e /////// i
.. ; ik i 7

7 /ﬁ/ﬁ/ﬁ/ﬁ/ﬁﬁ///j’f/ A i ’/’/’/’/’}”}"}"}"}’P}’z':’}z';’
7 o
A

s o A,
s I, e
7 %%xﬂ%ﬁ/ i / o / %/
i f»,% fé’é’é’éﬁﬁf/ié/ﬁ?}/ﬁﬁﬁﬁﬁ” . 7
s ~
7

e
s e e i
/////%/ g

MRICET 2MEDL | HUERKA




5 R

HELEFRAE

BLEMREEOBESES

BELEFEMEOERR

BREES

FAXES

BEFA—LT KLR

MEEEEMOFEYT 5 RiEERHE
HoEEENKA

LEBEHRRFRICHT HEEED (O HY O #L
HADHE
RERKAREEZERDXEH
(HEBBEICH T HHAREMICDOL
TRBIN-EEABEISNOTER
RICERBENT-H)
HBERICDELHERXITRE
KEHZANHHHET. LEOEEZEELCREEATSH L
(6) BIEDEEMAHICEHY H2EIE
MRLZEMFBEESDHRENERE o %Y O
2 HBEBRKMROBHRVABTERICCNICAVWSIEESEDOHE
(1) BEBRKAEROBEHRTAR
HEDOEM
HEBOTIz—X
Phase
AR
EHEF ERRER
HERDIELE
Study Type
HBRTHA >
Study Design
TS5 RDEE o &Y O %L
BEROHE o %Y O #L
BEALOEE o %Y O #L

MENFED | E-HBREHE

TR ELAE Inclusion Criteria

Key Inclusion - BB

51




&  Exclusion | Exclusion Criteria
Criteria
FH TR
Age Minimum
Fhy LR
Age Maximum
TR
Gender
rhk B
HREES
Health Condition(s) or Problem(s)
Studied

WREEID— K / Code

HEREF—T—F

Keyword

TADHE o &Y o #L

TADAR

Intervention(s)

T Aa—FK / Code

TAF—T—F

Keyword

Z LLWEEZEZ REZOMOT ([ O HY O #L
HDEE

ELVAREZ5EZ5BREZDMOIT

AEDNE

Z LLWEBEZEZ 5REZOMOT (O HY O #L
BIZH T DREBRILBEGHDESE

mEDERDAE

Fr-5FHEEE

Primary Outcome(s)

B R B 75 5T 25 B

Secondary Outcome(s)

KEHZULHDBEE. LREDEREZETE L TRBETHL

(2) HEBRKFARICEVTHAMUERIREMZHONILES LT HEERFOHE

ERRA. EREE. BEERFRIOH O EXE& O E&RwEsS O BEERFHA
ERREREBFAICETHREAR, @S, | O RER O s#Esst O &:=&

ARADH

@ OISMERDOHMEEZRERRMEL LTERE | O BRAERICEWT, BRI FHEERICAVLOAERENZ

52




LA LMEEDER LOWRIIRBEELOD/BENE L TWIAEERIIFERAEZSE
TIEXELY,
O EXEMICEET 2ZMEE. BULRZEROERICZR S IR
DARZTDMINIZET EHEICEY ZTOEREZHETLILD
O BERFZIE_EE_BHE_SOICRET 2DREUDE
TRHWS LD XIEEEMB T EE _FE_HE_S_ITRET
SMBERVHETHWS LD TH - T, BERMAEDOTNRE (R
THLAMERVREENROHEND LD
— | Ex5 — k2™ (BRSNTE
S REDGEIXFEFEI—
£ REEHTHL)
b3 BREa (GBENEZDIS
£ ElEERLREHET S
&)
RinES
EEHES #8571
— AR RO R
A AL BHES
BEERFH | mq)
&
— A% B4 FR
ARES
HEREFIR A 2
FrfEth

KEHZANHHEHRIE. LENEBZESE L TEEBT S &

(3) BEBRKHIERICEVWTELVEEZEZ SREZTOMDITAHICAVIEESFORE

EER. EEMEE. BEERSHIO O EES O EfEwks O BEEERSFHS
EEREREFFECSITHIREAR. BHS0 | O RER O &isst O =%&&
Al
— | Exs —f&M (BRS TR
an ABDHZE LK —
£ REREBEITEHL)
7 fR5tE CENESODE
BIXELLEETHC
&)
RKRES
ERER #8551
402K
AR BHES
BEERFR | gy




—HREIB R

RRES
WEREFRME BFR
A

KEHZENHDHEHRIE. LENDEBZESE L TREBIT S &

3 HEHRKMRORMBIKNTOHEZEICET S2FE

(1) BEEDERBEFE

EEDOXREFEDHRE

o &Y O #L

(2) HERKAROES KR

KR

BHEMRKFEDE

FEPI B SRBALA T E B

% 1 EFI B

EHRR

Recruitment Status

RHER

FAFHBEEICHR DB

Results)

Summary Results
(Primary Outcome

4 FEBRKARDOHREICE/ERENE LEEEOHERVERDRRBICET HF1E

HERRAEDOHRE~OHENE (O HY O #L
i
& RIR~DIMADH £ o »Y o #L
DAE RIRDFHEAR

RIRUNDHEOAR

5 WEBRKMRICAVIEERFOHRERTZEZL.XELELD ETIEEMRFRERTRERVZORFHRERED L

BERKAEICHT 2E5ICEYT SFESF
(1) BEBRRPARICAVIEEGRFOERRFRERTREFNICOMREEFORMFE

BERKARICAVWIEESZEFOR
ERFEEL, RIFLEDS ETHEER

FRERTREFOLN
MREEFORUDFRE O &Y MEEEENMFERRFARICAVIEEGRFORERTERE

54




ETHAHEARIIEAERDIEE)
O ®Y (LEDHEEZERS. )
O %=L
MREEFORMMBBAT
Secondary Sponsor
MREESFDRBEICHELIZHWHED (O HY O %=L
iR
S k=
YRt DR o &Y O %=L
e ORAR
BRHRMEDOFERE o &Y O %=L
EHRHOAR

KERZANHD5E(E. LENEREET L TRETH &

(2) BEBRKARICAVIEEGFOERRAFRERTREFUND COHREEFORM

HREEFDIRUDOEE o »Y o =L

MRESFORMMBBAT

Source of Monetary Support

KERZANHD5EE. LENDEREHET L TRET H &

6 BEERXBZI>AEBRKAREBEZEROATF

e

e
S

B

LERTERAARICHT 5EEHRER

7 ZFOfDEIE
(1) BEBRAEORNEREE~DHARVEEICET 2FE

HERRAEDOHREENDHARVEE
DAR

55




BERRAEDELIDOMRENDELILESL
T—452%&F95FE
Plan to share IPD

mE)
EREFEDHH

Plan description

O

(2) HOEBKHEEFZHE~DER

thDERRAR B FEERTORAERES

fth DEGEREA R E SRR D 2 71
Issuing Authority

"% | ERARHE

(3) BERKMEERET DICH>TEEITNEEHE

O
BRIRFAR 2R 5 E (HARLS)
Countries of Recruitment

ZEY D
RIS Gt RAERE

LG

O
B FARFHRAMEICEY S8 (Fm27
REEZE

ZEY D

EEAEFBEEREME) OXRELDHER

BuT B

ZE LA

BEFHBAEVEOEREORHICLS

ZHLan

O
REEZE

EYOSHRMEDOHERICET HEF (FR15
FEREFEIS) OMREGIEYERVDER

BT

EYBHERHMRACHEENRAETN I EMEHA
WS ERRERZR

ZEY D

(4) 2hZBLTOMEEIERSF

ZELAWL

B LA

1

AfOXESIX, A4LTBHE,

2 RUEEF ER1BETEHIL,
3

4

10 Te-Rad&ES] . 2 (1) O IHFRFEEI—F] .
—J—F] OIZDOWLTIX, EFERH LT 5,
1 (1)

ISMEEEF—T—F] . THAaI—F] .
[Scientific Title (Acronym) 1 M#IZIX. Scientific Titled#&IZ.

O TEOMMZELHT S

A+

56




Z &, TPublic Title (Acronym) 1 DML ERRET B,

5 1 (3) OWREEEMUNDERKARICRET 2EICET IFIED TKA] OMICE, FIBICH T HIELE
FORTIEGC., SRBEHRRMRICE T IELEETEERAK TSI &,

6 1 (3) IEAREH - AREEEMUNOHAEZRIETSEI . 5 (1) [HRESFORMMEBAM] |
5 (2) HARESLEOREMEELI OWMZ O TIE, EROBHEEISecondary Sponsor DELHEZFIBTL .
LAY S &, Secondary Sponsorld. Primary Sponsor (FAREMEEE) ARESIHROREIHRIEFNS 5.
MEDIEOHEESDOFEICHR S EFKICTDOLT, Primary Sponsor (MREXEM) HRLTZFOEHKZE
SEET D,

7 2 (1) @ TEVEFZHZER] OBWMIZDOVTIE, ZEWTIRET S &, =L, E1EFASFERETEC, &
FEOXE1HOREICLDEBHEDNDEREETI &,

8 2 (2) @ I—i&&#HF] OWOLTIK, EER. ERABEXEIBLEERFHEAD S HEZLT HEBIZOH
EEIT S &,

9 3 (2) @O MEL2FEEBICRIARER] OB OVLTIE, ZWTIRET S &, 72720, BRVZREE
TRABEUFE 2HOT R EEREZCMEHRETLE S EE6XE 1 HORTEICK 2EHABEDEREZET
32 &,

10 7 (1) O THFEERAROIREEAOFARVREONE] ORICIE, ZORRBEOLTEZEHT SF
MATEHNEEFICE, RFEIC TREOESY, | LEBL. RERMTEI L,

11 7 (1) @ TIPD] (&%, deidentified individual clinical trial participant—level data®dZ &,

12 7 (1) O TEERFEDFHMI OMRMICIE, THERKAROELDORREDERILESN=-T—42&2H#EFTSHF
El OWT M1 Z2BRLEFEE. WOEDESIBAETEDT—RE2HATHINELAT S &

57




wE2 [ZHBRIEATE OEE (BHMEE) HFEICHONT

(L s L mTIE ) DA (BEMASH) HEE T, S EEM (SFEES) OEiELORTBIEREN 134

T OIS T B8 5 TR R A HIE L, EER EEGONEERR L TOET,

] — M i D —BEHEI R L TW S BIT BRI T & 7220 £,

W DTEEH HE4

R AE BRI 72 WFFE AL Bl OGS PTIEEERE  (S2hiE = R A EE)
Z DR AFZE WFFE AT Bl D LGS BIEL T MES R )
1BER - WEBCTR R A TRBR AR R Al A O3S e BIEL 1 MES R 1)
FEBERENSE St FATA DS e PR R EE

X—ECHIEICH AT 2HB IR O A AFEL OHRTHY | 5554 (Affiliation) IIEHAEH A,

ZOeH, EROFBEEDOHNAELEER H-olcBE, ik Uik IEEORENEN 2 THIER, EEEON

BN THHEM, & LTRRSNETOT, TEESEZSN,

58




