i PRAJE T S 42

WE~=2 7 [B&EH]

<XKIRDOMHFERE R >
O%FE B IR FE
O OAtEFRIRAITE GRRFERRIR
OJapicCTI K& T JMACCT-CTR X v
AT S VT I 1

OF4E

EYoe 20

INBR Y AT A

RAFE)




Ver. 2.3

2025423 H 25 H

% 7T B B
JiE s . R NA
F£HH H
1.0 | 20184E3 H 19 H - HIRRAERL
1.1 | 201846 H 12 H 4~ FNEDH 531t
1.2 | 201848 H 21 H 9, 13 BEHFTER I B D WA DB
1.3 | 2018410 A 15 H |3, 4, 8 I~ ZH RN & EAR OB N
10714, % ik LRI FERS BTG IR T 7 7 A LRGSR 2 NAE DB
16, 17, |
22724 B CI =& 2/ SRE e UPSYNDPENI
AT R NS AR H kG OB N
1.4 | 2018411 H30H |- BRG] D UE N PE D AT
1.5 | 201944 A8 H - BREIEI TR O BUE TP ) A
FE SRR TE DGR D T
P S DR FEIC O A
1.6 | 2020401 H 09 H |17, 28, BAEREME £2. 27— A vt—V—8 [IvAF 7T
30733, B4 5N A BN,
39, 41 B CE DL,
1.7 | 202243 H31H - VAT DA DEH

A4 (2022) F£4 A1 HEXOWARS AT A LETO—#HOEEIC

LV FETEEPFRSNIZ & &S > THARRGEHEAG
(WH78) MO o288 W ONS R E BRI FE 0D S Mt 51 18 J OY
ZDEFIZDIPBIZETHRE~DIEHDBTON b D5
B &9 % 5 2B

AL IR D EE FHZ il

W HGEOME K O HEE 7 0 — &5l




fil

el
FHH

e&ET
=

B

WETAHA

EEANEO—IE 2 & —HhE 285

RGN 2 A OLEAR (i CHeko THEE] RN v
DFERBFES>TEBY ETR, VAT L ETE ety ™A
BRI RE ANEEMTONATEY £T, Ho0 L ITEML
ZEUV, )

202246 H 28 H

32

NP LT T — 2 OEFERNE (REEA LS 2, o —FifrfF
7= 2[R9 D HERE 2B N

2022427 H 20 H

32

7 — 2[RI AIRE 22 T8 BB 2 A 280

202342 H 20 H

8,9, 38,39

JapicCTI KON JMACCT-CTR L W BAT S hizT — % DZE I
DN & BN

202441 H 29 H

EmT A VEFIC L DEBGEER
EE L IZBIT D AT X SO FH
IR T A

202443 H5 H

31, 48756

33,57

FATNBR (F—Z oRE) PN ARARERERICSOWTHRE
[Zligk dLERFIE ] DR (A F) HFFFIC W THER,
g2 A B

202543 H 21 H

14, 16, 17

HA T2 OMORMER] BN X 5B 2




L T DU e e 1
1.1 $RHEEEERL - 3B OTIL BRGSO E) 1

O IS A LT E 00 2
2.1 [BREEE] T 07 2 N DB o 2

2.2 D ] A o 8

2.3 [ B85 BRPRBFZCEHEIE A > A 7 DB &%

(B ERGIRIIIE, = OMMOBERIFTE GERFERRRMIIEZ ET0) ) e 10

2.4 (&g ] BRERRFZEREIIE H 2 o A T A E: (FAEEBRFE) .o 19

2.5 [ ] HE R T 29

2.6 (B3] R D AT — & AR 30

2.7 [B6EE] B aE R R D MERR e 30

2.8 &gkt ] ZHESHREARIEHBE D AT —F AFER 38

3 U U DI (RIR E R I ) 39
3.1 HEEEROTIL G G O a) 39

A T B LT E T I 40
4.1 DR T 7 A L o 40

4.2 [B8EE] EIREME Ny DI oottt e 40

4.3 (B8] BIRSiE® (B BHE VAT MO 41

4.4 [ ] B G DT 47

EE1 TEE) AT [RHAVET ) CREFBERER . 48
EEt 2 sk ILRAFIE] OEF (B TE) HEEIC OV T o 57




1 XC®»IC

A E~ = 2 7 L, BRRAFZEERE - A S 2T MZBWTIT 9 BB DN FEM 4 5 5 O#E T EICS
WTERH L TWET,

1.1 SBHEEAER - RO CFRBFOLS)
Step 1. [B&FE] Th o FORE
HEEE LS AT AOT I 7 v MEEETVET,
Step 2. [B@FE] v /1
Step 1l THRARL7ZT D P T, VAT AR A LET,
Step 3. [%&%E] BIRBFIREMAE - FAMBEOEHRE R T JITBEK, TR

1. 7—% A7
BRGRAE L BRI A FE S S G - PR ORI EE I A T A T AITBER L E T,
[—BFRTFE) 2 LTV 2 &T, ANFOT =X ZHRFEL THET 2 Z LR AEETT,
S v rA Uk, A ERBARE T,
S REFBEREERS~MEHINDEIEL, AT —F A0 [ RF] Lo T DA,
R EH ) A2 LR 1 oM 1%475 Z L3 ARETT,
2. WMIEEET v T u— R
HEBIC M EREREEZ T v 7 — NLET,
3. T —H& ANIHeRE
HEEICLE R T — 2 ANB X OUBERIMIEERT v 7o — FShTn5 2 L 2R LET,
AR AREET — 2 BNHIVUTHREEZITVET,
4. #H C%)
ai) RNZ 2L TUUTWET, ETHEAERINTZOIFEETET T,

(%) 4 (2022) F4HA1HEV AV AT A LETO—HOBEIZLY T2 THE NERSNE
ZlEL o T, WAEERSEOREMEOMMREICET 2B (P 25 (FIEFEFE 85 5) H45H 1 HK
OV 5 5028 1 HIC KD < AR SRR (BFE) RO OB E, W ONCRRRAFZEE  (CERR 29 48
VAR 16 5) 25 5 4558 1 BHLOVE 6 4058 1 BT L3 < FEE R ARAIFFE o0 St 3 8 B ON2 D ZE BEAZ 73
LT RE DR HP TONTZ b DL L TRV BN ET,




2 EXBERELRELE

2.1 [&&EE] 7o OB
BEREINLT T NERENMHE T,
T REGIZIE, LLTFO Step Z{T-oTL &V,

JapicCTI KN IMACCT-CTR DT A7 v M aBELO X, (1.3 [B4F] w2/ A2 O Step2 ND
% JapicCTI KO JMACCT-CTIR B BATEI NI ] 2572 &0,

Step.1
Ny TE@EICFIERTS

Step.2
BREVHD NEREI YD SOsEF— A

AEUEGREEF—Z AN

Step.3

Step.7
FREBEREAD UER

I—FREE (A=JLF7RLX) ZAN

Step.4
I —HHREFRA—)LIXET T EIE
el F—ZAEE UL (FEE>3a WV ~

Step.8
AN USRS GRS

Step.5
A—)L &R L. URLEDIU WD

4 Step OFFAMIFNAZ LLTFICREH L £,




Step 1. Ny THED BEET IO VFRBGE~] V7% 7007 LET

PTFOWRLIZTYZ7EAL, by 7HEIIZTY Z7EALET,
URL : https://jrct. mhlw. go. jp/

®
I : I
ERERAATEHIRL « BE AT A

English

QU ERFRFAFRR A SREOT1
JU—D—F#g®R or v 1-+ID

(DU —1— BRI DO T ERFERET T, ) pER) I—HIDEANLTE20
TiRESR and v HNAT—F
FEOEEER EENFEEEES RS a

=k B
ESHEOLER ~
[ s | EEEN X
BHSE E
ESNEASE [EFET7 DD MIRER~] U2 0%
flmsnsE~ RCT EVEROEFESEEEEELS— (UNMINCTR) CESENZEFEBOEEE g U W 0 ngfg'o
rctportal niph.go jp

In addition to jRCT, for cross-searching other clinical trial infermation on domestic regisfries (UMIN-CTR). please use the JPRN (Japan Primary Registry
MNetwork) Search Portal.
rctportal niph.go jpfen

Step 2. BREFEDT H T FREFIIZDD] REVE 7 Vw7 LET

ERERIAZTER I - BN AT A

L3

Top

FRERSOERE. BERSOTHUL FEREFCESTSBEHREITO TSN,
¥ (BHSEIR2HEH) BR  BFRARDT —FA-ZMECHIFT - FBITCOVT. BREEHLTHDFTOT hyTIni—v 25 85)

OZBEDOFAIL FER

BEREOFNU MERETES

[EHREDT NI MEREITES] NI %=
TUYIULET,




Step 3. a—PRBEETVET

A—=NT RLVRAEADL, [HE] AF %27V v 7 LET,

|3
S 1

ERRBATTERL - B AT A

A1 FoRREENEAR. FERALIEZILETOTA-LT ELREA L TEERs s as LT OBERIDA—ILT RL X (EFEFLSL

F 1-YEEE 100 XFLUA) ZAALFET.

sE1— O SHE _ﬁ__/—"'

A-NFELZ | |
(27A) RN — L7 FL AR AT LT < e 00 T HF)

@ MXE| M=V IULET,

Step4. WA —DAER LV ET

WREFX—Z AE, b LTEmY g v b2t 9,
FREF —IIEMETTOT, I =L ATRFIIRAT D L2 BEIO LET,

L3
. 1

BRARSEL - A7 A

BRENEA-LT FLARTICAYE-—IERELELR.
A-YOERICAMTORIF - FBETT.
EEIE—PAEZBM3RELTENRVNEICLTI ZEL,

80— FHREEA-LEERT

B W

AwE—IHBOTLRMESE. A—ILFFLAZERLTHS. BESHLZEL, 2
T —ZEIRDAT. Ay T VICREQURLCFOTALT - HDOESEToTLRAL,

Top

FEEF—%ZIE— L. XERECREFLED.

FRFER— DAZHIRIZRITINTH 304 L 7> TRY £,
30 43 LANIZ Stepb LB DEMEA 1T > T 72 &0,




Step 5. A—NERERL, RLEZY 7 LET

A —/Vit#H URL EFBREF —DBXINT D L 22> TE Y 77,
EHRERGEX — 2 RIT S NTZHE L. AT TEDFEIEX —IZRGT B A — /it &7z URL & 7
Uo7 LTLIEEN,

Step6. i \% ﬂ? %J\jj Lij_

AELRRIEXF—Z2 AN LET,
X‘ETFE \—n»uuﬂi#‘ A =N %) L< wuuﬂi#‘ M %Té“fh‘ ﬁ@@ﬁ“/a b4 }\ %E&?%‘ Lfi%{:l\
1%, FRREF— O)J‘B TEaAE—L L. ElJiD{TJ‘U— Li‘?“o

ZORF, FEHERBICEADALRNE S ITEE LTSV,

muan:af' ]\jj?(ﬁ ’—%1§J NE L HT ) v 7 Li‘?“o

BRFRBITTS R - AT A

Top
AT FLARERET AN A—LT FLACHBEFATH R L 2RET 3THOBETY .
AT L ARERETE CEREINEET—F AN L TEESRY 2R LT EEL,
AT FLARERETOREANRVESE. BoTA L7 FLASANZNTEES B0 ET.
ZOIEEEFFNEFERLT BLEtA.
SERETEAA—ILAE <B&(CI3. BRLVED TS (webadmin-jrci@niph go jp) ETTERE 2S00 @EEEIE:F_%IEIE D,fr_”j-iﬁ'o
N BEF—AT] ;;;;f:,///,,
B I
Rosl+— AU CSICCY
=5
3

@ MEE] MF>=ZIUYIULET,




Step 7. REEFEREADL, [HER] RE2 %227y 7 LET

L3
RCI

EROREIE SRS - NS AT A

Top

K&2ZANDLFET.

EEEERESETLET. (EE2D/ICEAANR—R %
BEEAD LTRSS &2 LTI IEE0. ANTLIEE0, )

QEsEERDs -
3 ; :: EEESREART A\ T T

ABULET,

A EREANLTIE SN

FABEEZANLET.

o | : E S NTUTRIC
T it v e

A—=)LT7RLRZADUET,
AT ELA l\
03 R Sve Y Vg S

so | ‘éqFA.l—ﬂWD&Abuivo
d—ID
(PR T=TI0E KA TTIES0Y

JART—R (8#IL)

NRRAD—F
(DAY AT — FEAA LT Zat) HZADULUET,
NAD—F GER) || r— |
D= A AP LR L R | = A ]
JARD— R (#5R) ZAHDUET, 52
INRTABDLES,

2] M52z oUv I ULETY,

IRAT—RiZ8HLLETHREL T EEW,




Step 8. AN LT R@EEROMERBEZITVET

ERPRIAFTERL - MH AT A

EREEREREITVEY.
ANABRERL TRERIZRL TS,
ZETSRAFEERY 2R LTZEL,

Q EREERERET

Kf test
TEEBE 09012345678
FESE st BEERINE BEE] RY>ZIUYIULET,

A—LF ELA  test@sample.com

a—HID test
JAAD—F seessses

BELRWBEF MBIEE] MY>Z2OUYIULET,

Step 9. =T

FeE T ETY, Py THEEICREY, v/ A TELI LR L TIIEIN,
Bk Llca—F I D, NAV—REIENRNE ) AEFBBVLET,

L3

ERARBIFT SR - AT A
Top
EREERERSET LELL.
CEREERER T

by FERECESRY R LT, by TEESSOY 1 LTIRHBACIIEN,




2 [ BBE)] vsq v

FalTOiEn 7 A URBBETY, BRELIZT AV T A U LET,

Step 1. Ny 7HREICT 78 ALET
Step 2. 2—HFID, NRAU—FKZASHL, rFASLET

®
: I

BREFIAFEIEL - BWHEI AT A

English

QEFFRESR S BHEEDS ;) OI1—TFIDZAHNULET.
=

| i
JU—D—FiaE o . a0
(2 —0— FEFROA DS TERFETRETT, ) @} . l\%xjj bia—o
HRESE and ~ JEZAT—F ‘IT
HADESRR EENFEEEES
ETOWR
ERSMEIDER Ny

@ IOJ1>] IRF>=EI I IULET.

BEFD

[
s

BHSE

EERSHSE
AAEoEE~ RCTENEROESESESERELF— (UMNCTR) CES EFEB0ERTarniesTaSsZUTO URLZZAFCESL. o

rctportal.niph.go.jp

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




¥ JapicCTI KX IMACCT-CTR 2>bBITEINI=F

Wl e 7 A SRS, LR OFINEIZHE, /N A T — ROFEFREZ BEWW - LET,

Step 2-1. [Z—F ID, RRU—FEENREZFIZZHL] OV 7% 7Yy 7 LET

Q EREHIFIER ) EHFEDT
JU—DJ—F®&F o o -
[ —"— FESFEmA DG TEEFRRRTT. ) (#E0) 1—HIDEAHLT <IZ&L
NERES e vy R
HROESRR =SAEnEEES 2o— .
ETOHR
ESSEADER -- EEMR -- -

i

= RN

[1—YID. /\RDO—RasnitsEas5]
DU T=IIVYIULERT,

Step 2-2. A—=NT RFLVRARZAAL, FEI REZv270y 7 LET

OA=JL7 BFLR (EFEFEUIN 100 XFLA) =
2D SR RERNAE CRESNALT FLAZANL TRERI SRR TR, AP LET.

# 31—HID, NAD— FEVWEDhHE 3 a3
g1 —v O BiEE V

)l*)la?l‘lle
T i e v ey e 2

@ DEE] MF>=ZIUYIULET,

BEEF A-LFELAERESR BEELRELLEEL.

BEEToT S,

B
Autr—SBICEHOURLILFIEZLT /2T —F

FEEF—ZIE— L. XAERECHEFLEIT. |

Step 2-4. 2.1 [BFE] 7Hh o FOBEE] @O [Steps5. A—NVZHERL, RLZ7 Yy LE
T UBDOFIEEZBEBI AT — FOBRELZEH LT FEW




Step 3. oA ANy TEHREZERRLET

=7yl
BRFRIAZTEIRY - NE AT A

HERFEAF I EEREITAERT 38a. MREFNI2RL TSN,
JRO-FEEETBBER. JIRT- FEERY L ZRLTREL,

O BRI OIFIRE R

2.3 [B&E] WIRITEFHBEEREZ > AT 228G (FFERKIIE. € Ofth o iR
wroe GERrERIKM e Z &) )

Step1. MEEERRFR] RE %7 ) v 7 LETH!

=1 ot [—4 = A=) 1I=PAN
O BT RS FRERAAZTE (CAE D CTEME Y D ERRAAFIRDIZ S

[HFERRARER] MRY>Z2IUYIULET,
,

BRERERFTIE (CAE D CERAE S DHFERRRERFT AL DERFT®

(RIBIEEE (Tl TS BRI A
s [ 2 DALDBRERIAZE] RE>E U I LET.

1 FRES OB EIEHAS 50 R ORE, FRBEEEITH Z ENAHETT,
50 & 2 CTHIIDBRER 1T 5 HE13. BUE THBE AT £ THRBEELRE L)
AT =K A5 TV DGR 2 FiEtk. HETIRBEEEIT> T 7EE,

X 2 FRIRFFEIEICAE > T IR T 2 FrE BRIRBFZE AN OAFFEIE Step 2 OAFFEIERD AT T [IERFERS
RIFSE] 2R LT 72 &0,
fRERFR S FICE > THEMT 20T TBIEMZE)  [Filf - B TZ2of) 055, @ik
DHERRLTLLIZEN, ZNHOFFFRIZOWTIEL, JRCT b v 7= D < Z OO EERIFFE >
D JRCT ANT A Z o AT - TRER L TS 7ZE W,
<ZE> [ZOMOBERIIE] 2RI L7256 0RO COERFER (WFEOFER])
& EBENER
HROER ] 31%2‘6%??3—“ SEFE =W - FE %@f’__t.

FIFL & ARSI 0 TR T S5 BRACERFT L A oDF T

JRCTES

10




Step2. T=AANEBITVET

WH7elEH, FH1~FHIZ AN LET,

HI : HFEFEER O FIH2 : WIEEAEERLS O #

T4 HHKRORE

TS ¢ RO

FIHT  IREEFORME HI8 : ZRZOHR

L3
RC1

ERPREAF IR, - M AT L

BRRIAREMEEIERSR

MEOER | ARASEEROER | FRSEESLSIOER /2

| MABEEDREE | ER2OER

R RIEE BB RETVET,

BEEEFAD LTRSS L ERLTZEY (RNRY &R L TEREAE B S EAT—BES
—BREAYLERY CANABI-BRESNET (BRIFTVERA) .
EFEPOT by IRN—JICRBCR} BEIRYLERLTIZEL,

¢ BEHEIE

MEOEH

EEFRTR R s EE S

[ EOMOEIE [ FHTER | AN WERRET

AR OER / ENRUNE | EXERSONE / EeiROBRRUHE

e —

U OUTEEEE T DT EERHETT,
BEULEWERZIUY O ULET,

HIH 3 ¢ sk LFEFEOE®R K1)
HIE6 : TR OTE L OHlifE
HIFQ : ZOMOEE (%2)

O R

4 1 FEERFROEREHCHYT 2FERURERFARET D MBS ECHAT2$8E

(1) HROEH
IR

Scientific Title

Scientific Title (Acronym)

PRI EI

Public Title

BB NEANLTL

~
it
nk

[—BRT7] RY>T
ANT—FerFZLET.

DR IRE > TREEA

BELEY.

T

HEIE FEBDIRNS > THRIERIEET Y .

BRVE1SE(E TS5/ For inquiries here {webadmin-jret@niph.go.jp)
BEABREESHECE5

/

11




1 FIHE3 (SRR T 2R EEEMICEE T 2 FER E ) ITOW T, 50 fifk F TAJIDAlRE
T9, B0 EZBZ2LEET. =777 ANV ET v u— RLTLL X,

k
y I
ERFRFAZTERSD - NS AT A
b B

ERAIREMAEERSE

HROER / AASEERORR / HRASEEMMUADER | ZHIHEREOER / BNRURE  EEREOHNE / EEROERRURE
| FIRERSOREE | ER=0FR ( COMOSIE [ HOER [ ADANSEEET

BREAASEETEOEREITVET.
HEEEZANDULTRARS 2R LTSN (RIS 2R LT 8NBIEERF AN BRESNFEA) .
—BRENY LERT EANRENBREFESNET (BRFITVEEA) .

@ Ics5] #20VUv092%EF7>TL—b

ST DS Fo== = Jr=p & i 5
# (4) ZMEHERRCOST2HAEAENCHT 2 EEE Tr BT O— RTEEY,

SR HEREOZHUOER O FRIE f:21] 2L
[&0] ZERENESESRE. UTFOEEICEERAHEES =& =9 ®'{,FEE LIETOEILT 7=
ANEA R~ T BT EEFRETT. . .
7y IFO—RUTLEE0,
_,L/ L
ITIEIDEHAG J7MILOER  JrAILERENTHEE I
BEEERAREIFZEI S ESR Coo P ST REREERAREEERDT L —
L. ExcelEE, TIEAHE. B0 LA
® PyTO-KI K5V

UV OIUTHEELET,

50 fitiik & B 2 D BERAAT O BRIE, B EEICH D =7 BNV DFPHRARIIT [ 77 A V&R LTV

TlRET T ua—RRZ w20 v LET,

O ~NWTTEFAINNNLT T L= 77 ANV EX T m— R TWEEERHAITo T IEEN,

@ 1EMNTZETLELEL, 7 BNLVOFIAALD [T A NVERIN| REX 27 ) v L, =7 8LVE
KNTORMZEIT-TES N,

@ TyZTu—FRLTLEI,

¥, 50 fisx L EOWEE = 7 B TIRAS L7256, ANBHEIZIIFRRINEEAD TEXZ 21T <
720,

WA O A2 B ETITWZ WAL, —FFRFEZITo70%. TR A% 0 L0 BEREEIC T IR
W ET,

(Ll EFEMEOZYS OFME] AT 72 L) #BRIRSNEHE0. =7 2B (xIs, xlsx) LSt
DIERTT 7 A VAR, IR ENTHEEL. BROBRMHNITEEFAOTIEEL LIV,

12




<ZT—AyE—TDfF>

EZEREERAROZLOTGET [2L] BREINTVEEN. FNDHEFCSVERA. (HER  2MEEEAMREEESR. D7l X
& | EfEstEtest xisx)

Py JO— FeElgER I 7 -1 ILETU(Excel 7 7L Tl D A, (FHTER  SENHEEAREEER. J7-7ILA  test1 ixt) X ‘
A
I7AIHEELEE A X
b JE

FRSNBIS—AYE—2(CDNTE
&1 ZIBRIEE,

Fl. =7—Ayk—v—HE

No. | ZF—Avt—2 KALTT ik

1 ZRER RO Y OF T (72 L) NBIRE | 2L FEF SR ROBERE SN DS
NTCNS72D, W™EOREZZSWEEA, I | B3, [HY) ZBRLTLEI N,
fHgrr © SRR W, 7 7 AV | BEREITDRVES . IMIEREZ IR
(7 7 A V4) . x1sx) TOBRERERIT T E SN,

2 7 w7 a— KR T 7 A VK (Excel 774 7

BN
7 A VDB % Excel JE (L xlsx, . x1ls)
IV TIEH Y FHA,  (RIFER © ZhaEEN | ICE L THhLBEERMEZIT- T EE N,

TR, 7 7 ANG (T 7 A VA). txt)

KT ITRBNANTFANT v a— REOFEHEE>
TRV TFrANET v T = RTHENILLTFTOESWTHEREI T TD, 7Ty 7 e—R&E{To
TLEE W,

AT BT ZER DN =N D>

By, BEESHERICDSTAT 2o TSN
(BAXTOANNEITH) LT =L ETOTHNA 7, BAESED AN BENDTON
Th TR BEONW-LET, )

AR v —nb AL, FRBAN yyyy/mn/dd (2725 TV 5 5

(2019 425 A 8 HOHA I, 2019/05/08)

TIE T CRINATRE R BRI IE T A T v L0 @BIREIT > T D h

WHH, CRICZEH A= AR A S TR

13




%2 FIEH9  ZOMOFEED 17 ZoOMmoOFE] [ (1) FEBRKIEOXNIREE~OBHHLOHRE
THHEIE] IZBWT, AIMICT R TONENTH TER2WEAIE. R MBo L0, | &
L. AT [EARECE] HEICPDF B THRMZ LT 7EE N,

BRRAR =SB B R e

WHROER | AASEER

A | ARSEERMLSD
| ARERZORES I &

&3
=0 |_a=F | ZOMOBIE /5

| Z TR

3R | | B R OERRUHE
&5 }\jjptﬁ‘fﬁmm

ax
=]

BREMAREETEOERRETVET.
HEEEFAALTEARS B LTRZN (RIS 2B L TEEEAEIEAFEAT—BREINEEA) .
—BRERNY L ERT EANAESN —HRFINET (BREITVEEA) .

(B4
FLl

¢ 7 EofnzEE
(Bl EH D, | EEH.

OADRICT R TOABTHEEHR CERNIHEEF,

(1) BEEFERRONSSE ORARUAELCET Z3EE / r
BEERAZONFEEAOHARCEEON
E Cld. EHIC TRIEDEBED. | &DEl
HAXERVREXEOAE (F1H) TJFAILDER I IABRENTVERA
gmmﬁ.’iﬂféﬂﬁ’s‘.&:
@ II7AIEER] RY>=IUYIL, |
MIERZERMA LT IZE,
Step 3. MROER~EDMOEERE~DAS], BAERORMBIKEDLSTZE TATNERERET~

®te) RF 227 v L, BRPIZEEME B RS EREREE ~ES T T

y‘fﬁ SHEIRROER | BNRURE | ERGEORE | EFRRORRRHE / IRESSOREE

BRERAR SRS EOBERETVET .

HEEEZ AN L TADAEEIEE SECRY 2R LTSV (ADAERBEENEORY 228 L TETEAS ITEI SEAT —BRFSNERA) .
—EREAYLERT EANAES-ERESNET (BRIITVEEA) .

HEHOD7-ILE—EICFyIO-FIaLERCBELRNC ENEDET,

& FTER
1 EERREAE TFAILGER T ALERENTLEEA
IEEEESHSBEEETENSNILE (FREESHTERER)
LiFnERENET A
21 TOMOHER 1 TFAILGER T ALERENTLEEA
FMARICEHL BUVRBESEERSHLTUEEN
COIFTILERRENET.
22 TOMOWEL 2 TFAILGER T ALERENTLEEA

ESdl LENRLRESEETRILTOZEN
TOITAILEREENTT.

& SIER (ZothoER)

EORDRIER TFALDER  IFTLBRENTVERA
COITAILFRERENET.

&b

—BRE | ANNSREEENED

14




Step4. BENBOHEREITVET

Pl PRAJT 2 St 5 1887 15 Ex e R Il T BRI R DRERR 1T > T 2S00,

k=

WA, WD M S & o T35 B (X BRI 72 F2 hti 5 1181 1 e Sk e
MFERINET, FRIWEVEIEL TS IZE VY,

NEIZ, D ORENED ST GBI T A2 %227V v 7 L, #BEHLTIZE,

REEO LT —A vy —

r [
I FTRESNBIS—AVEZ—2(CDNTIE
+£2. ZCSRIIZEN,
o470
BEEREAZE SR - A R A / /
AHRBECIS—HsnEd. SELTES0, L’f' x
LR (T T R EEEOENN [FRE] LAoTU ST, SRESSEOSESOFAES TS, X
W EERHRICH T 3EERES [FER] cAoTET. SERFRAEEESS0RREE T2l X
v EmE
RS S R T e )
R R S ARSIV T,
BEEEF AN L TRARS L ERLT 20,
BEFELONT hy IR—UCEBCR. BRI LT AL,
—BREERS L ERT L ANNEN—BRESINET (BRETVEEA) .
= -
7 EBHEE ]
B SRR
[H=ree T =t
&1 EERERROSEES T 2 S ER S R R SRS R ECE T2 SE ]
(1) HEOEH TS —DOEFRIFFRFICRDET. e

BREENFANTY,

& 1 Scientific Title (Acronym) | W EEESFANTT.

512 RFAEH [ Public Title (Acron | W EEESFFANTT. WEESNRANTT.
ym)

15




F2. 27— RAvk—v—E&
No. | TF—RXvy&—¥ pap IyaRes
ATAFIZZ T =RV 7, BIEL TS | ATMICZEMD H 20, ATINEICARGD 6 5551
1 | 7280y, Ay —VRFRINES, MEE] AF%27 0y
7L, NEZEBEIELTITEE,
YZERRAT TR 63 D W HE OFF 3 172 | SEZERIRIIZEIC R T 2B HEOF AT 25T, 1Y
Ll &poTWET, EhEREEOER | BEERIIZEIS T 28 BE O OHFE] o TH
2 | HOHFAEH/TIESN, D ZF =y 72 ANVTHEEL T EE, Skt
FRFFED S 6. WFFEREERDSETE S 2 F 0 =R B
DOEBRETNINAEE 720 7,
YRZREEARDIIEI 63 D WA R [HK RIEMRITIER AL B2 OKRE, YR ITZEIC
3 | ERoTVET, REMKIFEEESL | XITHFERR MO KGR F =y 7 &2 ANLTH
BROAREHTIZE N, FBLTLSIEEN,
BV D — IR IRAF FTRE IS LIRICEE L | BB O — R RAF 8. BRRICEL TWDIHEIT
4 FlLic, RPFHEEZFETT D, ELEBEGFD | AvE—VURRREINET, KPHZETIEDL. £

it

BRI ERT — 2 ORGEZIT> T IZ &,

7213, BRI RFEAR T — ¥ R THIRB T — X D
HEZ2ITo T &0,

BENEICAED Do T2 E1E, MEIE] RF 27U vy 7 L, BEZIToTIEEN,

REE (EmtEREEOCRIER

1 EEREEHE BEZNTLEHA
2-1 OO ER 1 BESNTUVERA
2-2 ZOfbOFFER 2 BEZTNTUETA
Foftn3E BEZNTLEHA

EHE FED MEIEFTS | /RF> T,
ARDERDALEEICS 7> T UFET,

KREEDAETD MEEET D] RY> T,
ZEFEEOANERICSY > T UET.

AEaz—REFIDHAE
[—BFRF] RF>ZT Uy I LTSRS,

[ ]

—RERFRIT e 7 A Utk by TEEIC TANOHERR, A7 — 2 A0S, BEREFHROMENT X

=7,

16




<—RERGFLTWAMIREN S HIGED0u 7 A 4% by 7 Him >

—BHRFROIBEE(E [RE] RY>T
e Ni==
=T ANOBENTEET, |
EHiER HIERI
38 BERRRAT
AF—HX(CEADST. [HEEl RFY>T FREE%(T> TL\BIERIDIEES RIET > CVL\BERE T —IDHZ
ANREDRRNTZET 1 g 3 HIBRLZET,
Step5. BENEERE,. BHEZITVWET
2-1 TOMMDFATER L BESNTLERA
2-2 ZOAhDETER 2 BHESNTHELEA
TOMOEE BESNTLEREA

ANAB = ER%. Bl RY>%=
Uy oL, RHZETo TS,

: I
BRSNS &
BEERRIZEESIRN « AR 25/ [T T LEL. ] ERReENET. OJ7 h

$§§%7 L}gf L}?_‘:O ;//4/ x

BERRAATEEREIRERT 3881 FREH I ERLTZEL,
BEOERTRDADICE. BREFEADLTEFAY ER LTS,
JIRT-FEZET RS S RT-FEERT 2R LTS,

k

BHIBIE R 74 Ut | o THIEC T AT — 5 ADWR, FHEROH . BEEHOMENS T2
E

17




<BHELIMENSDGEOa T A % by 7 HiE >

ZRER O
EitE%k S ER EFRMEEEAEES WROEM mitE AT—H2A
b SEEFAR FRFLAIN 2023115078 $F3EEED
AT7—HXN [BHFEFR] ER>TVRIBEES ATF—HZN [BFEHR] &> TULBRIBE(R.
REDHDZEITDSCENTEET, - [BIZERU] MP>LD. BFEESIZTRI CENTIEETT .

AT —H AN THEET ] ERo TV LT, REZTT7T —F OG5SR LB ATEET

‘340

FISRLZIT) LAT=F AT [5IERL] L) AT —=F R0 [—HfRfF] O & FROBRIERZTT

5z LMTEET,

BIBRODRAT—HX(E [BITRU] &ERDET,

23E% @ HEEER o 5lZERU] AND)
g TRZTHEER EFRRREETEES  HROAN == —5 A
iR YFERREMR et 2023118078 RS EREL

AT — B AN [BEF—WHEE] 12> T ABRSITIRHEDZET LT ER A,
WF TBERHZET] R0 TWVADHERL T EE N,

18




Fo. ATTNEMEGRETT, PREEREAENTICCRRINOIUTORY VEBETHZ LT, RANE
DBV R LERINTXET,
2 TCHEREFRUET. L 2 CHDIEBOFRRZRUET.

=R

(+1
2TOEBERRLET.
-1
LTOHEEOERERLET.,
L
o

2.4 [B&H] BIRATIERIEE @2 & 27 LS8 &E (FBAERI)

Step 1. THAERME] RFZ 27 v 7 LET

Q ERRAROFRER

[BAEEREERR] KNI %=
OUvwOULERT,

HE - WATTTREES

¥ RET OFHIRERIE DS 50 EAR ORE, FiSERE1T O Z L A RETY,
50 1F % B8 2 CTHIBER AT 5 B 1d. BUE THRBE—RFRAT) F720d DI EGEELRE L)
AT —H Ao TODE R A etk . FESBREEIT> T &0,

19




Step2. T=AANEBITVET

LK ONE~ZDOMAEANTILET,

L3
5 1

RS sk BEUIZVWERZD Y ILET,

OV I U TCEEE#I D EEREETT,

BRI TEERRR

sl [ FHEAETR  BEOATAES [ HREREE | T
1ETER [ ADASREEE

I SMROWE |\ ARUEES

EEFREMEIEOBRETVIT.
HESEEIALTRARSLERLTIRED (AR YRR TSEERB R TEAT—BRFEINTEA) .«
—BRERYVERT LAINEr—BRESNET (= -

BREPOT Y IR-DERBCE. RIRTERL

& REEER
sEEES
BEERSEAREEE &K
ERZORHETOESR
&)
ERR —BRLT EE - v
R

ERE(SHIREMARL KR

LTERT 5 RSEREE P — 7 o .
28 ¥, BOWCANTES0, ) WE, x5

3
v

SETE Last Middle First

Last, Midde, FirstDIBCANIT <TE&LY, B) Yamada, (%) . Taro

£ 1 BEULESETEREERSRUTONS

(1) BEERSQRTRUNE

BELEDS LT EBEERSORH

Scientific Title

Scientific Tite(Acronym)

Soientific Tiet

PRAHRER

Public Title

BURRSFRER

Secondary Outcome(s)

(@ TE3ROTR
REREAVTERLEEOESD)

DR RS > TIREIEAN

[—BHRIF] RF>T
ANFT—5=FEFLET.

BELFY.

—

HEIE FEPDRS > CTHRIFRIEE T Y .

EREVED

553 I For inquiries here (webadmin-jrct@niph.go.jp)
BEAERRELHZIES

Cenyrignt © Nasdia

20




X1 ZHERILFRBFZEIC OV T, 50 fiigt £ TANMNATRE T, 50 fiik &8 2 25 A 1%
7 v 7r—RFLTL SN,

LI T AL

k
: I
e o oG 7
EREREATT SR - NS AT A
BERAF SN TR ESRE &

BIRURE | ASRCESHE / Eieis | SiERHEEWR / BROAFEE |/ FIBEREE T2E0ERSE
| BEHEORERUES<(CET EE 1 2O / FIER | ANAFEZTEE ED

BREMARIEOESTTVES.

HEEEZF AN L TRARS LERLTLZZN (BARSz2R L TERBERELEIFEAN—BEFEINELA) .
—BERFENY L ERT LANAESN—BERFEINET (BRITVEEA) .

# 2 NERUBEERTOMOMSS

@ IZ55] #0VUv032ET2TL—h
(3) SIERARMACHET ZEE

IJ7AINFI>O0—-RTEFT,

SHRFHEMRROZYUOEER EWOROE

I50) ZERENEAE, UTOBS CEAFRAER
AINEA S~ T BT EEARTT.

| OfEmLETIOELIFAILE

7wITO—RULTLIZE,

- |
TIVIDFIHAH I ./ I
=87 = E R AN AEEROT L —
a7 Talgl.
o e ryTo-kl ke E
DUy HLTRELET.
r

50 ik & 8 2 D8R 2 AT O BRIE, B EICH D, =7 BEADFAIARIIT 774 /VEFEIR] LTH

7lEE Ty —RREZ %270 v LET,

O ~NTTEXANNLPLT T L= T 7 ANV EX T B — RLTWEEERHEITT> TSN,

@ EEMNETLELEDL, T BALOFALD 77 A NVEER] K227 07 L, =7 81ALE
R CTOWRMZET- TSN,

@ TyZe—KRLTLEE,

7B, 50 Mgk LA EONEE = BV TRIG LTeGE . ANBEEIZIIR RSN EFAD TERE 21T <

&0,

WEOHERZ B L TITW WS L, —FRREZIT -T2,

Wi ET

[ZlaeR L FBFFEDFZ U DA HEH T [ L) 28 RINEHEAEC. =7 BAERX (x1s, xlsx) LIk
DI TT 7 A VEER, SN2 5E681F. BEORMITEEZEADOTIEEL XV,

MBI A& X B C R

21




< T =Ry —TDR>

EZHESRHEEARORLUOTEET [2L] ERENTVEED. FUOSBRFCSVERA. (HiOEH  SikERaEmEEEER D71l X
& EffstiEtest xisx)

77O~ KRBT 7 OB 7 ONTEROEEA. (SER  SERAEFRERAR. 7704 et ) X ’
T7IDEELER A, X
~
FRENBIS—AVE—SICDONTR |
*& 1. #ZSBRIIZS0N.
#1. =7 Avt—v—H
No. | =7 —RA vt&—¥ POpUIREA
1 ZRER RO Y OF T (72 L) PNBIRE | SRR FEMF SR ROBERE SN D5
NTWLD, OREZIINETA, (/R | &lF. TV ZBRLTIZS0,
fHgrr © SRR M. 7 7 A | BEEITDRWESIEL. IRMTERE IR
(7 7 A V4) . x1sx) TLOBERERT T EEN,
2 7 v 7u— NalfE 7 7 A W (Excel 7 7 A 7 7 A NVOERZE Excel JERA( xIsx, .xls)
M) TIEHY FEA, (AER © ZHRILFNT | CEL THrLHERNEZT-o TS0,
FEREBATE . 7 7 ANA (T 7 A A, txt)

KT ITRBNANTFANT v a— REOFEHEE>
TRV TFrANET v T — RTHENILLTFOESWTHREI T TS, 7Ty 7 e—R&E{To
TLEE W,

ASTE B A ZERA DN )N

Eaig . BERENERITIR o= AT I E 2o TWA M
(BALFEOANEITI LT —L R VETOTAA 7, HARELDASIDRENDITOWN

TH TR EBBENNTZLET, )

AAHIH Lo Z—=inb AL, FoRIEAD yyyy/mn/dd (278> TV 5 7

(2019 5 A 8 HOEA L., 2019/05/08)

TR T IR A RE R T TN T J 0 IBIN AT 5 TV B )

SCEA, CRIZZEA A=A A5 TR

22




X2 AMRROAFIE T3 HARERRECHODMIEAT O I77E KON QNS R E M T4 o fiE K& O B
HOFIES] IZBWT, ATIZT N TONANLE TS 2WgGaid, Ffic ko s ksv, | &
L L. AT O THBRESCE ] HE S PDF B TIRfT 2 L TES 0,

& 3 BEERFCAVSHROAFOSELICEEREN TSR USEHEE0NRS

(1) BEERFCRV SEROAFORE FERRNTINE RV S550H 18]

BEERECAVWS ElGTERRENTHOEMRMERE S
SR

HREHENS BROEHERT 3 ERHESORR
(EMOHiaE B3 ESICHE o TIMSEHROERE
TOHEEE DR

HEEHEORERE (BNOHAEAVSES[CES
Tk FF—EORERE)

HiEEHEOEBETOERSERE (@N0BRERVSE
SlLs o> TR FF—AN0B Bt OEERE)

OAPRCI RN TORBNEH CERVESE.
[BUfRDESB D, | LEEHk. p

AERHERCREECNT 3 RERVESONE /

HREEHENIAZECHT SHENERUVEELED I J7 TLOER | J7 CILTERENTUEEA N~ I
B (B — z
ARORROTE @ [TPAIVEBER] RI>EI IV,

MIERZRMILTLIEE,

23




Step 3. BB ZRMALET

& iFidEs
1 EEEEERESEARERS TP ALDER T ILMRRENTIERA

- - T~
TR ES s BT P I e P S ———
BrESEEROESN, WRAEE) T Step 3.

. . C

3 EREFERUBEEESZIT I EMNIENERD IrAILDER  IrILTERENTUER A rj 7 /r) I/%JE}RJ 71—\9/%0 J b2 g Lj\
BE. il ARRURE WACHTZEMIE3E -~ . ] o .
BT, MBRETAD. ) 2RELLER ’ MIERERMTUTLSIEEL),
4 BEEREE B S EICHT SHEXERUEELE TRELIEH O F T

DER
FrAILOER F7)

YEENET.

s BEEMSROGIECERSNEAIERSLAEY o) oas
WENOE EES RIS SENADRRERETEL
rE=mE

7

CILTERENTEFEA

§ EEERECAVSHRICEET ZMRERELEE S ome oo Ly SR N TS EA
5 - e

TN T ARES (SEEENINERVSE S ILER | T LTERENT L A
) R
8 Ml T HEES (SEEENTHEANSE I R ———
&) e —

I EEEEEER (SEERNTHERAVSES) S LDER

7

CILTERENTEFEA

10 HEERHEE (SEERNITHEAVSES) T A ILERENTVER A

" REEEEES (SElRnINTANSRE) TP ALDER I LARRENTIEA

12 BEERESREORMNEE (BEXERSHSERAV

2 DA LERENTUEE A
E8) f—

13 ERRNBOSLEOBTNCETZE0 OFTHEE - mR oo LD ERE N TS0 A

NINOEEZEXTIEE) YT -
14 BARHRRRERE IFTILDER | I ILFERENTUEEA

15 E=5U I (CBT 3FIES IrLOER  TrAILTBRENTOEEA

16 EHICEST 3 FIES ZFTLERENTVEEA
17 HsiEREREE IrALOER I IABRENTUEEA
13 AR R ERHE D AILERENTVERA
19 MEARHTTES IrALOER I IABRENTUEEA
20 Tl RXACHEL ENEVREERS) S LDER T ERENTLEEA

ZZIRORR| 77 D TRRET e Step 4.

o = s, 2
[ANASHEREE NED | RY>%Z

49 TOME CRXRCESLENBVHEEEAS) FFOLOBR  FFLFBRENTVER A

U IE B,

HEVEIDEETES [ Forinquities here (webaamin-ret@niph go jp)
BELRRRENHECSS

Step4. LHRCNE~Z DMDOFH~D AL, IWRAEHROBM IO -7 b AN ARREE
~iERe] RNEERIY v 7 U, BRRBTTE IR R R R i ~ A £ Y

24




Step 5. BENBOHEREITVET
g R AIF 2 S e e T 15 S S M R T [ BN B DR 24T - TL 72 &0,

WIS, R D SO & > T B I3 B PR JE S i 5 807 1 B S e R8BI i 0 _EFSIC = T — A v —
MERSNET, FRICHENMEIEL TS IZE0,

RIS, D OREN ST a8 Tt RF %2270 v 7 L, ##BHZ LTS,

L3

BRERFAREIED « LY AT A

RRSNBIS—AYE—Z(CDNTE

+F2. ZCESRIIZEN, ooFIk

—Z— -

ANARBCIS—HE0EY. BELTIEEL.

i e e e o

RSt EOESETLET.

BESEZANLTRARS L ZR LTS,

EBREDHT FYTA-DIRSICE. BRI ERLTUEEL.
—BREAILERTLANABTI—BEFENTT (BRETVIEA) .

& EEEES - (-]
IS —DERIEFRFICRDET,

BEERSEHADTEES

BEESSEHMEEE &
ERFORREITIESRR
)]

ERASHRHERRE KR Name
LTERT 3R&EHEE
BE)

71 BEULEDS ETEBLEERSRUTORE — P =
- = IS —OEFREFRECRDET,

(1) BEERSOERUDE

—

BHLLES ¢ TEEEERSOSH | Scientific Title (Ac) »EESHFANTT. HEEENFANTY
ronym)

PELHFAEH / Public Title (Acronym) HEEIHFANTT. REEESFANTY
BXERZ0ONE E—E

HIETE S HAEEETFEANTT.

25




#2., 27— RAvk—U—E

No. | ZF—RAwi&—¥

*HA0LT5 ¥

ANBECZT =R 7, &
1 [ IELTLIEZEN,

AT ZEMR 3 8 % 7> AFITRNEI G & 25512 A
yE—=UREIRENET, MEIE) REET Y w7
L. NEZBEIEL T ZEW,

LI —FHRAE T RE S
PRICHEL % Ui, A5 TS
b, R ORSBERT — Y
DHFEEIT> TS,

PHBGRO— IR, EIRICEE L COBHAIC A
yE—URERSNET, AL T IED,

. BEAF O —WHRAE R T — & R ICHHRERT — 2 D
AT TS,

4 BAEERREZZTDFEIIHT S
GBS YA C=9'E 107 S wlid
DTV AKXV THERN TR &
3 | o TWET, EAFBRSHAY
PEERI~ AX VT A LT o T
WADRER L TLIEEW,

&R T4 BAEREZ 2T 2H T 2B 3CE K
DR LCEOHKN] O~ A% VHERER T R AN
RENTNWDGHEICA v E—UNERINET,

TG RO PEE I~ A% o V&2 > T D
DE CHERRO L AREE TH)] Z2BIRL TS,
Flo, FICR AR THRIEAREDBEIZHOEE L TH,
k. AREE T #@RLTIZ30,

BENEIIAER D - T aid. EIE)

e Vw7 L, BIEZ{T-> T EE,

46 TOM (AXFICAELENRVHESES) EESTNTVEEA

47 Tl (EXHCERLENRVEREES)

48 T (AXHICHEELENRVSEERS)

49 Tl (AXHICAELESNRVHESES) EESTNTVEEA

HHER FED MEIEET D] R T. E%- ABZ KR I D55
ARDIBIRDANBEE(CS v > TUET, [—BRIF] NI 2Ty I LTSRS,

KBFEEDETD MEIET D] /RY>T.
FZEBEOANEREICS Y > T UET,

\%|

—RHRFRZRITe 714 % Ny TEHIEICTANOFHR, A7 —¥ ZA0OME, BEEHROMENITZE

D

26




<R L T DMMERH D HE DR 7 A 4% by Tk >

—BRREFROZS(E [HREl RI>T

ANOBERNTEET, s
27550 BREBIBIRDR T — I RN TEE T,
fEiER R =hi= |
IR E-EEE
RF—HX(CEAHSY. [BE] RY>T %17 T BERIDIEE=%

ANRBEDHERIMTAET .

HAOLET,

FE-EHEF

Step 6. BENEERE. BHFEEITVET

46 TOM (FEhCEELThRVWHBESES) EEFENTULERA

47 TOM (FEhCEELShEVWEHEBESES) EFENTVERA

48 =it (FAXhcEELENLGVEESES) EEENTVWERA

49 Tt (FEhcEHELShBVHBESES) EEENTVWERA

Iﬁ&l
ANREEHERE. [BH] RI>%
Uw oL, BEZETo> TS,
%

BRI =RL - [ AT A

HERTLELR.

RIETD CL\DHFET - DHE
HIBRLET .

JRD—F=EEETIRER. AT FESRILEZRLTIIZN,

BRSNS &
[T T LELE. ] ERRENEFT.

—_—

BERFARTERREIRESR T S88EF FREHERSERELTIIZN,
EIEOERERDADICE. BREEHFEANLTEEASYZR LTS,

EIETS

7wl

BT e 7 A % by TEEICTAT — 2 ZAOHEEE, RO T, BEEHROMETA %

‘j—o

27




<JEH LTWRERH D256 0w 7 A % b 7 i >

EREBIBIRDR T — 5 MR EITD TSN,

ERERO
[EHER 3R EREREAZ R BT S e oz EiEE ARF—H A
i B-ERE ERLEDETZBEEES 20235115088 bk laa

DB

RF =N [BREFEH] ERD>TLBIHEEE.

IBIERL] MY KD, BHFEZESIERI ZENEIEETT,

RF =N [BFER] ERDTLBHEEE
IREOHEANEITDZENTEET,

KT — 5 X THRER] Ao TOBRIL, #IHE1T -7 — ¥ 03 X R LAAETT,
BIERLEITD EAT— 4 AL TBIERL] E20, RF—4 AR [—FHRIE) OFF L RO BRI AT
5z EmTEET,

HFRIRIRDAT—FA(E [5IERL] £2DFT.

EZHER O
miiiEsR FRZHEERI BFRMRERTEES  WROAT I an]=| AT—HA
iR EEREMR AT AT 2023118078 FiHESIERL

AT — B AN [BEF—HEE] 12> TWABRSITIRHERZET LTOER A,
Wt TBERHZET] Lo TWVADHER L TLZE N,

28




2.5 [&&E] #HHENERN

Step 1. My 7BE LYV Z—FIDRONNRAT—FEAA LAV, #EERZHALET

BEREm Iy, TRHER ) "2 %27 U277 LPDF 77 A Va2 F U ra—RLET,
RNV arFREICELY ., EHEHWNIZPIEF 77 A NABERINDIZENHD ET, )
KPDF 7 7 A VORE « #£/R121E, PDFRIE Y 7 3BT,

—BREFRE BREELEH] T
ZRERO RERADHANMTIET .

mihitER 7R EFRECEES HROEN mihA AF—HR
i TEERARAT R ERE

g= | mrmsn | = e

Fra— R, PDF 77 A VERENEZHRBLET,

B4AF4H 1 HICERRIFIEIE D FEMF i oA R S 2 Ve ORIE ORUEE R (FF7E) ORI
MEMISNE L, MERICEIVENSNOBEEANERY £T 0T, ZHEELSZIV,

> JEHBEASMAEALA 1 H XA B

> M ANST4A44H 1 AL - B

BAB—(B=+A%ER)
EiEEE
wrEERE B

HENEZESSRRLAHFREEL K %
TERTZBEE. FRAERESR) &

TROLSY. FEERHREZERELCVOT, BRAREESRZVHOREICIVERHEER
HLET,

B

1 BERFRHRORBEHICETIERRCEEERHRETIRROBERBEICRTLIEER
(NIRRT

Scientific Title (Acromym)
FHLHRER

Public Title (Acronym)

(2) HRREE (S HRLATROBSE. HRAREN BT 2EES
HEEEES (5K &
BHEFRROEE [Name |
B HEREEN) [ Roaws
D

R 4 B (R S AR AR)
Contact for = eeeeaes i el eececccsccsssssssssssssssssssssssssssssassasd
Scientific Querie Affiliation
5 IR E

A EERE

29




6 [REE] RHERAEEEO R T — % ZHERE

Step1. RHERARHRIZ, FrEOELERDN, BELEZITVET,

LT

B L7 HZEOZAMARIIE., 2—F I DRI AT— RFEAHL TR A v+ 52 LT, MR+ 5
EnTEET,

EREEIRIRD AT — I RN TEET

ZHER O
[EhEE:H BRFSEER BFRMERETERS W& =mitkB
Eiie=o) FEERAR AL 2023511 H08H

/IE

RF—FZN [HFER] DiFs. [5lE2RU] RY> %z

DUy IFBERERUIMTRET .

[ gk ] 28 355 W RS 5 32 H AR X o 1R iR

WIBIDOBGRSE T 15, FTOREONFICEENRAE LESEAIT. ESIC L0 EFEHFELEORH N L
Ly FET,

EHRHAGFFIIIUATOIFENH Y, ThZNU FOERRE 22D £,

SES pag) OB EEFREHEE
KR Je HE A R TR DU B AL ELA RS
S T Je HE A R TR DU B AL B RS
JE AL B Je HAM HIRF 3B RS

X)) AW, BHEE, BHALEEOZNENDOHGEIC L > TEAHTRERHBITERY £9, £EAR
AIEAZ, BEEETIEZ V=T U PSRN TBV AR TEEEADOT, JHEELLESY, £
W& TEMAE ] CIT—MAETRREANEELET,

X) FEfiFtE AR L TEH ) MEHEHE) [MHSMER ] T rTREREB IOV TIERD
EE L 22 RTES 0,

30




HEE 7o —DAf A=V TFIORLET,
OltisMEEHIL NaHAVEE ] (X W EFARET, Ja O & FRFHCABR S E T,
Ottt six 1AW & TRMET ] 2KV EHRRETT,

O IE®H] MEHEAE] OWTHPRHFETOSEE, HETO7T — 203 RMAZHZ 5 E TiEtho
JEH CTRE ) TEpAH ) TRHAALRE) ) THRFE TS £ A,

O B Bt (1) o, MRIEE] & [EHSNEE ] OFER. FITABRARETT, Ak
BNCIE TER ] BT OT =2 BFEEL TOD5EI0, TRMER] & aHAEE] BEkR, &
Ehize &g, TEE] fERFOT—ZICAMT -4 OEENESFEH S ES, AL, [F
W) M) RiET ) ORIMER, EITA (F—2 OFEM) N AARERIEE L, HEE
OXGIHE (BE1) OB L7 FT,

K1 AT =2 AN T—Kfffr) [ELEL] BIERL] OF—Z&2HT

- - e / TENMROER \
mh
tHE
2%
e
R tH 2% 2y [P
BEhH xE xE zE
tHE YRR 260 e B

31




Step 1. ey 7BEE LYV Z—FIDRUONSRAT—FKEAA LB LV LET
oA % by TEEIZT, BiE LR BREEBRNERINET,
HEEFER 28 A T, HiEE T\ E T,

X PEITEEE R R L ET,
X OHAEEBESEMEOLEOR, TREFEERE] A2 oRRREINET,
%

FrERRIRATIED TR FHEHE ) 21T 9 5 aid, ARfE~==27 1o, 13 3UoIC (RIS
)1 T4 EBEME L LIBIEGE) 2 THERS T2 a0y,

<7 A Ut% by THEE T ORI >

ZFERO
EhER AR BRI TEES — == = ===
) YFERRPRIAZE. CDMERIRIAST GEIFERKRT) DBFE
F: SRR reTs DR |
== F-EEE re-0DODDEEE NOIDDDDDDDE O-0-8c ZELR
BEERRSHROELS
#IAT—-FEE
Q EFEHRS

RS ES

a':"F:ﬁL,\éT)‘E‘[3;Z“‘i“‘—‘-':"-““"l

FERRATRODRREREF N SIREL TS,

32




Step 2. EEARZAL, RHLET

EEANRZTLAL, [al Ve EREOL A ) | AZ 2 U TR L E T, BN

ERBRIC, —RHRIFDPTR £ T

kb, EEANRTARIE EERFELENE] BEIC CEAEHBOREALETT (RHAEE %

<) .

¥ sk ILEIFTE] O E (BIRAHE) W5, EETEM (ERETE) OBELORT
BB DA EHRGEORIE T BT 5008 9 0 ClRI—Misk 2 HE L, ERATL EEROEHRE
R LTWET, FEMICOWTITEROEE 2 % THER IZE W,

k
. I
ERIREIFTRIRT - MRS AT A

o477

©® BIEBCEENBZILAR.
[ZERBANEE] [CTEEERZEANDLTIZS),

BRI =R BRI AR

HRDIER  AASEEROERE / FRS
| BEEOER | ZOMOEE | HiTER T

DIER /| BRRUAE | EXREOHE / EREAROEIRUEE | AREESORES

EFRAREETEOEESRETNFT.

BESETANLTANATREEE EDMY LR LT EEL (ANNERRER -
BREROT v IR-SICRBCIE. RERYERLTIREL,. ZEEAO—IFEIE—NTEET T,
# EETREENS (RR—28])

=

@ ZEEUZIEEHOHRRSNEITDT,
TNENEEEAZGLEH L T ZE,
EEh 20265045158

EFE 20255048158
AEHEH

EERE EESHE =iEfi (2T H)

ZEAE ZESE EETEEREY @ ZEEURBEHOHFRRSNEITDT,
R = ENTNEERHELTH LTS,
EEk 50

ZEEH v

33




< fFar—>
ZENFIZ, ZHEER L OLEEER BB = —rHETY,

ol

"

© [EERE] (CEEEHZLHL NS,
[—#IE—] RY>=OVUYILET, —

Q@ (2 TCoOZXREEHRFECIE-UEINHBESSVEEAN? |
EVDSAYE—HHET,

m LTOEFESRCIL-LETARBEISVE AL ?

Froll

® MRERINIE 0Kl 20Uy ILET.

EEER

ZTENE ZEHE PP
e — [£EIPH] ONEHEEED [EERE] O
ZEEH PP PP [ZEEH | (CEiiNEd.

ZEAE  ZEIE [
- P ——— [ZEEH | ONBEHEIREED [EERE] O
aEH [ [ | (CERECSME T,
EEEH

Bin A IPEHEEEEAED

34




FHEE

Step 3. NBEDAN DD T b TANNEHBER] RNF 27 Y v 7 L, BIRPIEER
HEEHERBEE ~ERE T

3
RCI1

[EHERHESS 3ih RN D SN

orIk

5T (CHD [ANNREHERER] 20Uy I35 &,
ANABTHERBENEZLERT.

BRRAREREIEREE

WROEE / ARSEEROBR / ARSEEFLUAOER SRS SREET e > | EERSOBE | RERORERUHE | IRESSORRS

| ERESOIER | TOMOEE | HTER ZEASANEER )\ﬁmerﬁ‘ﬂ@i
AR EORSEREITVET.

MESEEANLTRARS L ERLTIREL (RVRS 2R L TEREATEER = BASBRFSNEEA) .
—EHRERYLERT EANREN —HRFINET (BREITVEEA) .
BHFEPHT Y IN-SUCRBICE. RBMTZWLTIEE,.

BR=TTFEBICHD. [ANABHEREER] RY> %
DIV IFBTETE. ANATHEREENERLEI,

BEVEHEIZTS S [ Foringuiries here
EABRRESZCS5

Step4. ERENEDOHEREZITVET

EHENFICAENRNZ L 2R L TLIEEN,

AR AR ® PIJCHD [EERABTANER] 20 v IUET,

BT BRI RUNE / EERESONEE / SEAROBERURE / HABSE0RESE

ERRREETEOEEERETET.

BEEEZANDLUTRARS S EBLTRZEYD (RS ZRUTERENEIEAE AN —BRFSNERZA) .
—BRERYLERT CANRSH—BREFENET (BREHTVEEA) .

BEREOHT My IX-JICRBICE. B3RS 2RLTI S,

TENE  EERE [ S s
zEm [
#mi ] @ ZEFEIH FEAND, TEERZHERLUET,

ZERE EEBH
EFh
fei-: 3
o]

aman m’Z_/" ,
RESERRARR
RESERRARR
P
mannnnnnaane

35




Step5. EERBANEHRR, FREELITVET

%
o

BARIARSRL - 8H2 AT A

oy7o~

BRI B TE BRI

ERARARGH EOER BRIV ET.
BEFEEAALTRARSZF LT ZEL,

EREPHT Ry IIR-DCRBICE. B3R EFLTIEEL,
—BRENSLERT CANNEN —BRFINET (BRFITVETA) .

TMIER (EStERHEORNER)

1| BEERENE I7tLes5>0—F | Bl oo

21 EOMBORIEN 1 BESNTUERA
2.2 ZOIOEOER 2 BEESNTUERA
¢ EEREEERNE o
ZENE ZEHR NN
ZEh RN
ZEmE [
zerm S _ ) N
ZBENS(CMaNdolizs. [MEIE] RF>%&

RS f@‘ U IU. BEEITD>TREL.
E A
s T
zEmm 00000 e

ANNB=HER%. B RY> =
Uy U, RHZETD TS,

— IR RAF R LB R L RIRRIC 2 7 A 4% by TS C A OFEH. AT — 2 ADOHEGE, Hif
THHROMEIITAET,

HIFRDAT — I AN TEE T,

ZRERO
EHIES B3R BRI SR EE S e O
== FTERERETE IRCTENEER [e="e"e" e "e e e ] EEERA

oome

AT =N [—HREF] L2 TVBHBE.
ZAT —IDHIRZEITS Z N EEET T

36




FEHRITHTRIR G & FRRIC 0 74 & by THRIEICT AT —Z ZAOMERSLHGEDOS S R L, 2R
DT, HEEEBROBMESITAET

FREBIBIRD AT — 5 RDMERE LT IEEUN,

EHEER O
EitifsE e BRI B S OET EEE

== BEEAEE  RCTERSEN L BE-R-E= TEEEE

EHEn) I F2EL

AT =AM [HEH] L2 THDIBERE
BIERL] RF> KD, BFEDSIERUMMTAET .

AT —H AN [EE—BHREE] 108> TWABRSITREAET LTV ER A,
VP TEFERFETR ] Lo TSR L TLIEE N,

% JapicCTI KON IMACCT-CTR K W AT S N7 — ¥ A BT 5551, FreoxhziTo T 7EE
Y,
BATT — % ORI B TIFEDIK Sy (Z OMERRIESE / 155 - BLERGEHFES) (ITRR0 2
HLGEIE, ~NVTT AT ST A BEBALETEEN,
1. BUEDOWIEDIX Sy
2. IELWHEDOX Sy

3. JRCT &5
4. WFEOL TR

WEDOEER, L TFTOHEBIZOWT, ZRBELDIELWVHAETEEL TIEIV,

> T OMEFRITE DG : BFZEDFER

> InER - WERCHEREEOLG D WFZEDOTER, IRBRDIX Sy

¥OMROERNN RE] Lo TWDAHEE, HFEEIT) 2L TERNED THEL S
v,

KU AT DA~OBATIZHED, BITTREATRERER ((EEANHEB) 2DV 0T, SLE
WIS CTADLTLZE N,

WEFED LR ORE TITAR 2 NEIE, ZBRJE TR PIEA K THICTHEZT> T2
él/\o

37




2.

8

[HeE] AEFRHRNXIEHE DO R T — 7 A

BRI, PrE OEAR, BELHEZITVET,

P LI HEEOZAARIUL, 22— D ROSRAT =2 AL Tr s A 0352 LT, #RT5Z

ENTEET,

|3

(==l
EREREAFEIRY - MY AT A

HEEAFEEIERETEEET 588 E. FESRNIERLTEEV,
BEROESEROAOICE. #EEAEANLTEENILERLTUEEL.
JIAD-FEEETEEAR J/AD-FEENSLERL TS,

O BEFEIARORRER
B EHER0EE
BEEE
B EES
HFRDAERI SEEFMR | TSR
TOMESERE  EEE BE FEIR ) ot
Ak | 3aER EATELR | BSTesih  ERMESEE ) Tofh
SABROES Ti-maE AR ) TESRBSHOAEOLTNICEEMLEN
BEERSR (| FERE FERE BTERE
HROE
AT—HA —BREEED B (RHETE  245HE) O ELEL
HFEESROE O GIEEL (08 HT O dub ) B0 (TEEES | BREEHS)
BEEIBIRD AT — I AN R TEET .
BEEHO
[EtER FRFEER e S HROEF ==
== s e EESEEESEE] [EEeE

oEme

38




3 RLic (RHEERSE)
3.1 WEFEMEEOHEN HBHFEOLE)

AR~ =2 T Ui, BERIFZESESRE - AT AT A0 T, BRIEIEICET 2 R ERRIFZEIC &
DI LT B R 2 AR R (A RS S RA) ~RIE T o M E OB, BT
WG 21T O BT, BREE P EMT DG OBRIETIEC OV TRHB L TWET,

Step1. [B&E] BREREDHFRE VAT MBER, EH

1. 7—% AT
BRI TR E RS OB M ERE AT JMIEER L ET,
[—RFRTE) 2 LTV 2 &T, ANFOT—F ZHRFEL THET 2 Z LR AEETT,
X ZA %, ANIOFBEBATRE T,
2. WMIEEET v T u— R
WS HNEREEET v S — RLET,
3. T —H& ANIHeE
WE LB T — 2 ANB X OUBERIGEERT v 7o — FShTns 2 L2 R LET,
AR AEE T — 2 BNHIVUEHREEZITVET,
4. £
ANLTET =2 0BER LUEZPDE 77 A& XML 7 7 AV, BILORMNERIOEM T 7 A4 V&2
fHU. EELERERROEEIC A — L OREEZITWET,

39




4 EXBEERELIHBRELE

4.1 [B&EEv 71 ]

HEEZIT O lCld e 7' A VBT,

T AT FDOBEERT T A ATONWTOFEMT 1.1 #HHEERER - BH O CGREBFEOSES) |
D Stepl ~3 % TR TEE Y,

4.2 [ B&E] LWFRE by THEO LR

B Li-Thoovcurs A4 LET,
0 A % Ny THEDDEFERS by TEmoEE L ET,

Step 1. un’7A4A ANy TEREERLET,
Step 2. RIREHRE] RF 27V 7 LET,

FZEDfERNC L > TR VR D 4,

J Japan Registry of Clinical Trials

ERPRPIZTERT - A AT A

FEEFANTERREIRERT 388E. FRBSRY L ERL TS,
BEOBEREEDADICE. BREFEADLTERAI AR LTS,
S ZRO-FEZEETBREE. /IRT-FEERILZ2RLTIREL,

Q ERFREAFDFTRE S

FIEERRHET

LR BAEEBESRFROBEE.
TSN N NN NS NN mmo ERsEs RS s Uy ILET.
ZRERO

EihER g5 EFARENBES AR OEM AF—HZR

== mESE JRCTaENENENEN BOODDDDDDDE EsasEh EELH

& IRT— REE
Y TERRAREAF DS S (.

BETHO [FRSHE] RI>EIUYILET,

O mREFES

40




Step 3. FRREREERERTLET,
jRET

ERRFAZTSRS - NI AF L

o972

QERSHRS FRRS

[

4.3 [B&EHE] KRFREE (EXW) FHE AT HITHR

PR AITVET,
Step 1. (EEMHOBE] A2 270 7 LET,

L3
RCI

ERABIFSRE - N AT A

o497
[EFERDIRE | MI>ZIT IV IULET,

QERSHE TRESE

¥ TR OB EE WA 50 AR DR, IR EIT O 2 E B ARETT,
50 tE A 2 THHRGEEZIT O HEIE. BIEDRT — X AN [—HHREAE] 12722 TV D IRFEEH
EEHEER, BFEFHEBREETo TSN,

41




Step 2.

FAR

S

FeZ AN EFTOET,

M~ RAM - IMTERZ AT LET

RIEHZIUyILT

EBRIIERE - SRS RTA BERHI D EEAEECT,

Ensnss (EER) BEss ,

I kg BFBICBERT 3R

B - SR/ BHE - FAEN 1 ARS

—BRFAS L ERT EAIRET—EE
BRECHT IR

EREREE (EER) BROBREITVET.

EEANILTRARS S ZELT AT 2R LT ETANE AT TAT - BRFENTEAI .
FT (BHEITL
3. BEATLERLTL

A .

& BEERR

®3H

iz

B

WEHR

&R

f
o

- &AL

Bl

BEES

S E

e

EMESOFEOER

FiRsE

- &AL

Bl
1

<t

FRIERD

EbHER

HEEFHARORR

R et B S

& SEER

HET

—zvi

AERFI-FE

hia: ]

S5E

=

HiR

ARDES rB~ || -E-

L - 7

HHORSE

[=E-pg=l

[—BRTF] RY>ZTANDT—H

DR IR > TREENEBELET .

ZRFLET.

42




TRIERNC BRI W) &, TR R O RIS T W) 2oV TiE, 20 fFE TADR
FRETT, 20 fF2 X THIHIBRIRZAT O Haid, BUED AT —Z 208 T—HR{F) 122> TV o
W PEEtk. HEFBEEREZTT > TS,

Step 3. RTERZRMALET,

3
. 1

OUPI

ERFRBAFLE RS « MRS RT L

ERERSS (EER) 50

EX5E / SFRCERT 3R  BESRUERERICET 258 ) REWE - SR/ BEE - BUEN 1 ANABEE
FERERSE (ERR) BROBFETVET.
BEFEEAILTANNSHRIEANEDRF L ZALT L2V (AASRZEE N EOAI > ZRL TS IENBEEA T EAT—HRFESNTEA) .
—BEFASCERT ARSI BRFENTT @ERRITVIEA -

& BEE

BERA yyyyimmidd & yyyy/mmidd B yyyyimmidd & yyyyimmidd & yyyyimmidd & yyyyimmidd &
BEEE ()

[D7AIV&#ER] IRI> =TIy T,
MIERERMI LTS IZE,

Edauyic ; /

» |

AN B I FrPAILDER | JrMILFERENTVERA

AnrRREEENED

PDF A (L pdf) LISADIEAT T 7 A V2B, IR S 5E1E, IMTERORMIITE EEADT
THEELSEZEW,

ATyIO- FEgERI7NILERpA TR DERA. (RIS S8 GHD . J7-0LE )

=~

X IHABLCIS—HHENET. EELTLIEZW,. _ _ ——
e FRENBIS—AvtE—J(CDNT
xK1. BTSBITESL, r

43




Fl. TT—RAvk—V—E
No. | 2T —RAvk— Sk

1 7 v 7u— NRERT 7 A VB (pdf) TEH Y £ | 7 7 A NV DIEA% PDF LA pdf) (ZE LT
Ao ORFER : BER G . 77 A0 | 2BRERN 21T T ZE 0,

& (77 AIVA). txt)

Step4. ERER~BREME - B BRORMPI KoL TATNERREE~EL] ¥
YE7Yv7 L, RREREEREEERED~ERE T,

=p =

BRI - H AT A

ERERSE (EXR) BREs

ExER / BrBEICBET3ESR / #RERUERRRCET 258 /| BERH - 55 / 65\ - BOER 1 ANASES

2L (A IREREEEAEDRS L EALTSEENSEEAT AN —BRFESNEEA) -

VETA) .

#EEE

BEHA | yyyymmidd @ yyyyimmids & yyyyimmidd & yyyyimmidd & yyyyimmidd 6 yyyyimmidd &
| IR ()

& STER

i B I AIDER | T ILFERENTUER A

[ADRBHERERED | RY>Z2TUwy
I U, FREFRES FHRE R EE
BELEY.

44




Step 5.

BRABOHERBLITVET,

VIR RS T O R R [ TN DIER 1T > T T2 &1y,
NEIZ, BB SRR > -85 1% TPMDAIZ A —LEE] RE L E2 27U w7 L,

EEELTLIEEN,
%

ERFREAFISEIR - 2 AT A

EREHREE (EER) BEE2

SRy ERLTIERN,

odFPI~

- POF 71L& ST SR PMDAICEESENET.

B =
& EEEER [+ ]
S EFIES +]
& EEES [+ ]
& SWFRICBET 3ESR [+]
& EEERMERRRICBETZIES [+ ]
& FEREEE [+]
sen BRNEICMEN B BaE. [EE] R>% P
& BEE UYWL, BEZT> TS0, P
& FEAER [+ ]
PMDAIZ A—JLIZE El — R
IJA IS DB — %= TI B L. m
§ LIHEDOFR/FIERRODEIRNEIETT,
7 BEEER o
 B< @ U3
&
7 REERR KIBEHORBIRNI > ZB T I3 &,
- BH LS & LR/ JERR ORI IR TS,
e © m< © mMU3
=
FEFE
&
- &BEATO MEET3] 2MTI5E.
FAX HTFUERHEULOEFEMm(CERUET .
HEETE

45




Step 6. BENEHRR, 2EEZTVET,

PR S 1 O SRR I ] COBRBRN A DR 21T > T 7230,
L3

P~
ERERIAFIEIRL - NET AT LA

EREFnas (EER) SRt

PMDAICIEE=ZNET.
_T:’Ef'_r, &, &
—ﬂ*’%ﬁﬂ"‘/’; RT CANRBTI—BEFES 1’?? 3%3”7 IEEA .

[~ ]
& EREEESR {+]
& EXIES {+]
& EEES {+]
& EHERICBETSESR {+]
& ERERUMERNRICET IR {+]
& FEHREER [+]
S EE {+]

ANNB =TS, [PMDA [CX—ILiRE]

7 BEE REZEIUW DU, RERT>TILEE, ©
& EER {+]

PMDAICA—JLEE | £E

¢ [PMDA [T A —/LiE(E ] RH U TEHC, ASJINED HEIIZIEA B R (535 R e &0k
) ICEEENET, BEEARAANCHLA—AREEENETOT, A—LORMNEENSHRENE
@Eﬁmuﬁ)ﬁ‘Zjﬁ—f

—IRHRAFR TR b TS C AT O, — R RAETHREEOHIBRPT X £
EERITHR &y ZHEEIC CGEIRE MM TAE T,

—IRHRAF E 7T R E R ITBRBRERN D AR LIZMEM DO PDF 7 7 A VL XML 7 7 A VDX T m—
RAMTA E7,

(Y avOFEICLY, BENIZPIF 7 7 A VBFEREND ZENHY £, )
XmF774W@%% FORICILPDF % Y 7 h AT,

46




4.

kI

RIS RD -

: I
BRZAT LA

O =REFRE FRES

ERERSSER
BFEH O
SR
EFMR S EES AF—HA BH EEES EHRE
ERIREE (EER) —EBRE
JRCTs
ERESEE (EER) —BEE ] B

JRCTs

ERRORES | EREEORS

—RHRER DA THIBR] RF>T

HIBF CcEE T,

ANDBRENTEET,

BB SLER UTZEREFR®D PDF J 7 ()L &
XML 7 (IS D> O— RN TEET, I

—BHRFRDIZS(E [HRE] /R T

REFHDIZEF NENFRS ] RF>T
EBIERENTEEY.

AT —H AN [—EHRIE] 12> TV ABESITHRENRETLTWVEY A,
WF, AT =R AN TREFEI] E2o TVDEDHER L TLIEEN,

KEFEROWMEICHONTYH, LR FAROFIRTREEZT> TIZE W,

4 [RaE] BaEE B O WE

[PMDA |2 A —/ViE(E ] AR Z AN TR GG A BB CREATBRE (BN ERERR S HEE)

(oS ERSY gV S

EEERNCHOA—ADEFEINETOT, A—LOIRTERNOHRENE L TR TZ 30,

47




BE1 T£EE] TEMEE] EHALXE] THREWEREE

R —
(B =1 JL5RBAfR)

< ML >
ST RO AT R (R ) .
R R O TR AR [#) .

WG or WA T R CRETREER ()

SRR A T 35 AR FTRE B L 1, M U M DR T B HSBI DA T 4 b b 0,
4R R AT B A OB T 4 bR b DI S,

BN S R CRRE FTRE A A [k a] ]

MRTFOEAIE (AE] NEMET] RHAEE] OREHER, KITAR (F—¥ ORI 2R R EH

HRE— E=HARER
EIEEHE

wHEERR B

TROLSY. BEBKRRERE L0 T, BRFRAE S K% 1 BOREIS &L Y RIEHE£RE LFT.
i2

1 BERKMEOEREARHCET 2FERVRHERKAREITIEROBERKICET HFE
(1) HARDBFH
HREH

Scientific Title (Acronym)
TREHEL

Public Title (Acronym)

48




Queries

MRICETSMED

2%
Contact for Public

Affiliation
P aE
PO B EE S
PR DT
Address

BEES

T A NFELR

HYERS

Name

HEYEFEME

Queries

Affiliation

EUEFREME

BEUEFEREOBESES

BEUEFREHEDER

Address

BEREES

FAXES

BFA—ILT LR

MEBEEM (ZEFARFARDE
BlE. HRAKKRER) OFEY SE
EEREEOEEENKS

LB EMEFRIHT SERED | O HY
HAOHR

REGRAEEEZA2ORRH
(SEFROEEARBENTH)

HBERICDEGHEHR XTI

(3) REEEMUNDERKRARICHET HEICET HFE

F—HTHTAL AL

T—EIXY | K&

A2 MESE | e-RadES

& PR

KEHZANHD5E(E. LENDEREET L TREIT H &

EZ8 ) TN

EZRYVYT | KBS

BuEEE e-Rad& S

49




FrRARE
XEHZANHHERIT. LEOEBZEEL TREHI S L

BB L e
BEEELNHE | K2

& e-Rad&5
EEE

XEHZANHHERIE. LEOEBZEEL TREHI S L

S -y’ "' N ‘»‘@§  "@ @@

BT - BAREH B ERE LR
W - FARE | K4
EX{EELE | e-RadES
R E

A - EEEHIE LA
HE-EEE | KB
BiELE e-Rad& S
AR ARE

5w W///////ﬁ%///////////////////////////////////////////////////%
EE &R LAY D R %

Sponsor O &N O ek
EE Y
KEHZANHHERIT. LEDEBZEEL TE#HIT S L

(4) SHRB[ARBVMRICE T IAREEEMICET HEESF
SR AR REEDOZLDNHE o ®sY o %=L

50




CCr // _

HMRICET HHE
H5k e
ELEFRENE
HUEMEHREOEESS
HLEFEMEOER
BHEES

FAXES

BFA—ILT KLR
MAEEEMDOFRET 5 EiEERE
HOEEENKS
LRBEBRRAEICHT SEEED | O HY O %L
HFADHE
RERKAREEZESDARE
(HZBEITE T HHEEMRIC DL
TREH SN =-EEHBEAZERITEK
REhfA8)
HBERICHELEHR XL
KERZLUNHL5EE. LROEBZEELTREAT S L

2 BEBKAROEMRVABTLEVICCNICAVSIEESRFOHE
(1) HEBERFAEDBHR VAR
MROBH

#HABOI7z—X

Phase
E AR

51




KT EWEBRE K

HERDIELR

Study Type

HERT A

Study Design

Tt ROFE

o &Y

O #L

BEROFHE

o &Y

O #L

BUEALOAE

o Y

O %L

MERZED | T 5:EBREHE

Inclusion Criteria

R B AE

Key Inclusion

F =B EEE

&  Exclusion

Bt Exclusion Criteria

Fin TR

Age Minimum

Fin LR

Age Maximum

451

Gender

b

HRERESA

Health Condition(s) or Problem(s)
Studied

WREEID— K / Code

HEHREF—T—F

Keyword

NTADHE

o &Y

TADAE

Intervention(s)

M A3I—FK / Code

ARF—T—F

Keyword

F-5FHEEER

Primary Outcome(s)

BI R ETEE B

Secondary Outcome(s)

(2) BREBKRFARICAVLIEELRFOHE

EXEA. ERHSR. BEERFHLDH

O E&EEF

O BEERFHA

52




EELERERFRCETHIREDR. EE. | O FRKE O @it O x&EBA
AERAD A
— | Exs — k& (ERs Tk
1% REDGEXHEFEI—
4 REREHTDHL)
/I 558 GENE RO
F SEELLRHTHC
&)
RinES
EEHES E =]
—fREI A TR
AR EHES
BEERFH | g
i — R T
ARRES
HEREFIRMEE B F
Fr7EH#h
3 YWEHRKMEOERIKIEOMERICET SEIE
(1) BEDEETE
EBOEREFENDHE O Y O #L
(2) BEEKRFEDOES KR
Y“EBRKMEDE | EHZERFRIBTER
HiIkiR 1 EFIZERA
EHIRR
Recruitment Status
F-5FHMERIZRLHH
RHER
Summary Results
(Primary Outcome
Results)
4 BHERERMEONZEIZERHEENLE LGN HERVERDIRMEIZET HEIE
BEBRRAREORRE~DOHEDE O HY O #L
wWiE REE~DMADFEE o »y O #L

RIRDFHERAR

53




RIRLISN DHEDOAE

5 HERKAFARICAVIEESRFOHRERTEZL. XELELS LT IEELRFREFTERERVZORHHEBREON

ZBEHERFARICHT SEEICEHT LEES
(1) BEBRKPARICAVIEEGRFOERAFRERTREFIODOHREEFORYF

BERKARICAVIEEZEOR
ERFEEL. RIFLES ETIHEER
FRERTREFOEN

HREEFOREDOFE o &Y O =L

MREEFORMMEBAT

Source of Monetary Support/
Secondary Sponsor

Secondary Sponsor® % %14 O &% O
MRESEDREICHEIZHNFHERED | O HY O #L
5E
B SF G =
MmO HE o &Y O #L
RIREDRNE
BHREOHE o &Y O #L
BBREONE

KEHZLANHL5E(E. LENDEREEST L TRET S &

(2) REBRARICAVSIEEGFOERAFUERTREFUND L OHAREEFORM

MREEFOREDHE o #%Y O #L

MEEEFORMMBBATT

Source of Monetary Support

Secondary Sponsor® &% & 14 O 5 O 3JEzH

KERZLANHL5EE. LENDEREHEST L TRET S &

6 BEERRBZMOAEHRRMREEZESDELNFHF
BB ERKFRICOVWVTCEEEREBRETD
REMKMEEEZESDAT
Name of Certified Review Board
LREZESDEAEES
£

Address

54




o
BEFA N7 FLA
LR TFRRMIEICN T 2 EEER

7 ZFOHNDEE
(1) BEERFAEORREE~DHBERVEAREICET 2FEE

HEBRKMEDHREZ~ADHARUVRE
DRAE

BHERKAEDOELDORRENDERILEL
T2 ERETHFE

Plan to share IPD

mE=) O

LREFEDEFM

Plan description

(2) HthDERRAEZFEEE~DEE

L DERRIAR SRR ERTOMRES

b DR R BT 25 B SRR D B 75

Issuing Authority

(3) BEBKHARERET SICH->THEINESER

T

EFRH R ZHY 5 ZH LAy
BRAMRZERET SE (BERLSN)
Countries of Recruitment
RERS\M3F RS EE R Z LA
BT ABREHMKMEICET 5168 (F27 ZE9 5 Z LA
FEEFBEETEMS) ONRELDHER
RERZR
BERFHBZEVEFOEREORGICL S BRI Z LA
EYDSHRMEDHERICEY 5EE (FRISE
FRFEIS) ORMRELGHIENERAVDER
mE
EYHBARBERIHEENRAFTNLIEYMER B R ZE LW

LB EEPRERZR

(4) 2KZBLTOMREES
Z D1t 1

55




ZDih 2
Z D3

(BEEHE)
1 FRAOKRESE. A4 ETBILE,

2 RHEF. EX1@EETHE,

3 1M le-Rad&S.. 2 (1) O IMFHEREI—FI, TRHEEEF—T—FI. [FAT—FL [HTAF—7—

K1 OIIZDOWTIX, FEESEH LT 5,

4 1 (1) IScientific Title (Acronym)] D#AIZI&. Scientific Titled&IZ, () TFOWBMEZELEH T S

&, MPublic Title (Acronym)] DEELEHRET 5.

5 1 (3) OMREEERMUNDERRHARITRETT H2EFICEHIT HFED KA1 OWRICE, FTEICEITHES

BAORTEAELS, YEBERRARICSTHELEFELRBTH L.

6 1 (3) TARKREH - AREEEMUNOHARERIET SEFL. 5 (1) HARESFORMMBBATI.
5 (2) TARESEOREEBELIF OOV TIL, BERIOBRZEEIZSecondary Sponsor D&% 21 % FIER
L. A9 % &, Secondary Sponsor(d. Primary Sponsor (HARZEERR) MNESHAEDEEICHELIEZRD
56, MEDIEOHEELDFREICHEDEFKEICDONT, Primary Sponsor (AEEEEM) LHRLTENE
BEASELT D,

7 2 (1) O IE1EFAEHRE] OB OWTIE, ZWMTREI S L, L. F1EMNSERERSZC.

EEORF 1HOBREICISIEBIBENEEEZTI &

8 2 (2) o I—fa#MF] ORI OLTE, EER. EREBSXIBEERFEMDS>LZETHEAIZO

HEHT D&,

9 3 (2) O TEL-SHFFMEBICHRLIARER] OWIZOVTIK, ZRTRET S &, L. BBEMRE
BITRAEUFE 2EHOTEMEEEREZEEHRETLE, ZEXE 1 HOREICLDEHRABENDEE
152 &,

10 7 (1) O THFEERAROMREZE~NOHARVAEOANE] OBIZIE. ZORHBEOLTEREHT S
ENTEHNEEICE, AR THOLEE Y.l LE&KL. FIRERTTEL,

11 7 (1) @™ TIPD] I%. deidentified individual clinical trial participant-level data® Z &,

12 7 (1) @ TERFPEDHM ORMICIE, MFEBRKARDELOMEREDCERILSN-T—2EHETSF
E] OWT ME] 2BRLESEE. WOEDKSIBAETEDT 2 E2HFIINELATH L,

56




BE 2 [SERERAHE OXE (BHEE) #HICOVT

(s LRBTTE ] OER (BEHMER) HEE T, FELEM (EfiELE) OEREORTREREA 2
EHEHFEORME T T 20 L 5 TRz ¥E L, LEL/ LAERONFLZFRLTVET,

A —Htiax D —BCHEICFIH L TW LB T BARRIIZEI T L7220 £97,

oL DfEE HEA

e e RRARATTZE WFIETAT: [ Al D LGS FTEARBE (it =R A% RE)
Z DR AFFE WFFE AT [ Al D LG S FTEARBE (it R A% RE)
TRk - BUEIROT R A TRER B AT 4 O JE S e PTIRFERE  (S2hta = fme i BE)
FHEERRENTTE S AT DA AT A% B

Se—ECHIEICRIY 5 TR TR O B ARGBA OA Th Y | HEA (Affiliation) 13HAEE A,

Z07eH, EROFTBEBEONAEER Ho e, kGl IERRMORFARN 2 THIER, EERO
NEPETHHRBM, L L TERENETOT, THEELLES,

57




