“o

AMED

TH28E

N H5 E E
) LEERERHEET SV N T —LEE
(Seims /) LERERIS)

T 2% 3 A

EMEBEREEA BARERAFRFHEFEEE

HEBEMEEEI NAAN\VHEF



. [XC&IC 1
T BB D oottt ettt ettt ettt ettt ereae 1
(1) B D IR R et 1

(2) BB D TAIME oottt ettt 2

() BB D E A B B oottt 2

2 BB DA I ettt 2
U0 ) BB B T oottt ettt 2

(2)  RRBEES & BB DD IR B ..ottt 3

. BREICBET5#E&HSE 4
1. B B B R B ettt ettt ettt ettt ettt ettt e ettt ettt eeenanae 4
2. P B T T D T D BB BT oottt ettt e 4
(1) BRI T BT I T D N T ettt 4

(2) HEAHBHERREE D ZATL (6-RAd) [TDUVT e, 4

(B) T B T T 1 0 I DN T oottt ettt st ee e 5

(4) jJRCT (Japan Registry of Clinical Trials) ~NDEFEEKITDUNT oo, 5

(5) REFBEFEEIZTOWVNT CBANDOHEMREANDRA) e, 5

. A% - BEOXRERE 7
1. N T T B B R BB D HEEE oottt ettt ettt eenaeae 7
2. BB R B D E R B U R oot 7
(1) R BT D A T T oot 7

(2) R B AR oottt 7

(B) BB B D R oottt 7

() R D m Il ettt 9

3. R B B D) B B DD I B 7T 325 oottt 10

U ) BB T R oottt ettt ettt ettt ettt en e 10

(2) BT B i oottt ettt 11

4. BEFEREE D BRI oo 11
IV. REZHOMEREER 13
1. REEEEICEENDEIRDIEUIEL ..ot 13
(1) TEERDFUBI B B oot 13

(2) IR B BRI e 13

2. REEH O R UMER L D oot 13
(1) BB DAET oo, 13

(2 AR BB D E I oot 14

(B) R B E R E D B oottt 14

(4) BRI R T E LM B T I T T DUV T oo 14

V. FARERERNORESE 16
T R IR T B T R DA oot 16
U0 ) BB R ettt ettt 16

(2) I D ZEE 1T D UNT oot 16

(3)  BHITEE T BIEIFMLIRE oot 16

(4) FEERE COT IR D IEIRIT D UNT oottt e et et e e 16

(5) B R DD E E I T DUV T oo 17

2. REMI R B DI U S UV e 17
(1) EFEBEBAFE B D AR ... 17

(2) IR T R B B DRt L oo 17



(3)  FEEAEBFEBEDITILLY et 18

() BB R D oottt ettt ettt ettt e e ee e eeeraees 18
(5) MEREBICTRIEINEEDIMEFED BT DUNT e 18

B . R TEBAFE B DAEHE oottt ettt ettt enenaeae 18
4. R E T ENE T AT TR B D B T oottt ettt ettt 18
U0 ) R B DI oottt et ettt ettt ettt et ettt ettt et eaene 18

(2) B RIREE T O T D B * I8 T oo 19
(8)  FUZEFER D BIRIT D UNT oottt e e s e e ee et e s eee e s eeeseeseeeseseeseeseees 19

(4) B  RIEIE R DT T D UNT oottt e e eee e ees e eeesaees 19
(5) R E DHITIT D U T O B IR T oo eesees 20
(B8) AR B IR T D R I ZE T oottt 20

5. AREEOHE BRI E T A B D B I e 21
(1) FAFEREREED A ED DB IE B T IT D UN T oo, 21
(2 B T B T D T oot ettt 22
(8)  HIEBIEEE T O S A D BIE B T oo, 22

6.  HHERIE T O S D IBIEEE ..o 22
(1) BERRE -BIETOT T L ZIRITDUNT e 22
(2)  BIBEEE I T D U N T oottt et e ettt e e ettt e et ettt enees 22

(B) B RE DD BB T DUV T et e e 22
(4) BB R D R I T DU N T oottt ettt e et et e e s e e ee et et s e s eeeesenees 22

(B5) B B T oottt ettt 23

7. FUBEFE BT BIE oottt 23
(1) AMED O THARZEHIZHITHFBERICERICET S8 (TEODCFBREREE ... 23
(2) ESRAREMETRAIE 21 FICE DRI RERE .o 23
(8)  FUEF R E IR IR E D IR IT D UNT oo ee e eeseees 23
(A ) BB T oottt ettt ettt ettt ettt n e erees 23

8. RIEATA = FIE(EF = R IE T B AN D T oottt e e eeee e s aenenns 23
(1) ATETE - FTEFERA - FEZBORERUVABANDBIE o 23
(2) AETA-FEFEA - FEZHBNEDONTIIZEIT DU T oo 24
(8) AMED RIO R F T = ADBEEITDUNT oo ee e ees s seeseees 26

0. BRI B U B O D B oottt 26
(1) BRI DB LB IT DUV T oottt e e e ee s s eeeneeans 26
(2) FERRE  FETAREEZTEHAREBEORBRIIIC DT e 27
(3) B BT B E R R R E DD IR oottt eee e eeseees 27
(A) T BT R DA U R T T D R oottt 27
(5) HREOFREGELGEERUVBEDERDHEBR. ..o 28

VI. FiRFEEOEE &5 30
1. B BB T ettt et ettt ettt et et 30
2. B ettt et e ettt et et et e e e e e e e e e et et et e e e e nen et et ee et ee e e eaeaeas 30
3. R R T DD T TR oottt ettt ettt ettt ettt e s 30
VII. ARFAFERROEKL 31
1. B B T R R DD B & D B R oottt ettt r e ees 31
2. B T B T R DD IRTE oottt ettt ettt ettt ettt r e nenns 31
3. B R R R R D) B PR LIl 1T ot B oottt e e e e enenns 31
4. R T B A T RO BT BT FEZEAT ..ottt ettt s et e et s s eaeenees 31
5. B B R B R DD 7 — T o T B2 R DB R ettt s e 31
6. T B D ETITELY oottt ettt ettt ettt ettt ettt et et e s eneeeees 32
VLIS S O 33
1. B D D B B oottt ettt ettt ettt ettt ettt e e nenns 33
2. TS R FEHAREIIR T IR D ERIEU N oottt e e et e s eaeee st ee s s aenenns 33
B TRETHEBEZEMIZE D ALSY oottt et e ettt e et e et en e 33



IX. Z0Dfth 34

1. B RS E DRIEE - B M oo 34
2. EXEHE - BRRRICEBITEIEE - TRSBE (PPD) DM oo 34
B B BB R oottt 34
4. WEEBHER®D researchmap NSO BEER oo 35
5. o —F ) — AR D E B DD FI B AL oottt e e 35
6. A B HEE T TEI T B S I oot e et e e e et e et e e et seen et eneeeae 35
7. AMEDHMMBEAEDI U HILE Y PR AMED #MIBA) TV VICK BB o Y IILT—2 a3 UKiE .35
8. DR ot T R DY T U TIEBE D R T Ln oottt 36
9. BIEXERY FT—U RU BRI R T R B R e, 36
1 0. AMED (B B R B T M D FE T oottt ettt ettt ae et s e e et eeeneeas 36
11. Foa3FNWnNAAYYy—RTAT Y b (NBRP) ~DYY—RADEFiTE NBRP TRz Y
e R DD T B T D N T ettt ettt et ettt ettt ettt et et a et et ea et et eae et eae e e et et eaenaas 37
T 2 B AT AR R AN D I T ettt ettt ettt 37
(1) NAFAHYAIUVRTF—ER=—RBA—DEDT—RZBBIZ DT o 37

(2) BEBLCRAPMJBEREY R T AANDBEEEIT D UN T oo, 37
(B ) T D ettt ettt ettt et ettt en e eaeerees 37

1 8. B R D A B B I T R B B TH oottt ettt e et eeen e 38
14, EEEIE (BHD) BAEDIBODBEEIT DUNT oottt 38
15. EFOBIHAREDZHELET Y ) T/ISADTIRBITDUNT e, 38
1 6. BRI DT AT I TR D T ettt e et eeenenenee 38
1 7. BB E BT B B i 1T R DI B S B oot 39
X. EB% 40
XI. AEHERREE 41
U0 ) B B ettt ettt e ettt e ettt r ettt r e eaeerees 41
(2 B BB TS & A oottt ettt ettt ettt e nees 41

() BT AU B R oottt ettt ettt ettt r e e e eeeraees 41

(4) WIRBHREORE. PR T B R . e 42

(B ) BRI G ettt ettt ettt ettt r e eeees 42

1. EMFEABRXIIERABROMEMBREDEDEHRICONT (—HEBKRIABREST) ... 42



L BLHLI

ARFZBICEFNSLFWARMRERER. BIREFAREZABRERARMAEME (LUT TAMED]
EWDS, ) BNEET ST/ LEREREET S Y T+ — L% TEIRT/ LHAREKI (UT IKXF
£l LS, ) DAERRAREREICHDDIEHCEERNRTZREALE-IOTY,

1. FXOHE
(1) HEOHRK

AMED [FChZFET ERFERRICAEITE=SY/ LAEBRERETODS I b I2EWT, RERUVEES
INAFNDEEERIZ, ¥/ LBETRBRERUVEREREZED T —IHBAZEREL. KERUE
KIS EECTFDREE - BRI VIZARKADIELES ) LEIIODBEEEEDTEE L, £f-. XRAHEE

[Tk HEAEMN - HOMEREFOREEGFORERLT / LEREVN LEZWAETA K54 D DERE
[CEY SR, 7/ LERRRICAIT-HRAEBOREBRUETH - REIMGERKARE —FrIcitE
LTW&ET,

AEXFIBAOHNEERREE - EERERBRHEERTICKYEMI-EE - EERERHEESZOTICRE
Shf=5/ LEBRER#EERZES (UT I5/ LARBES] L0V 5, ) I2&d THREYFEESHI (FR
27 7R) TORE'Z®HFA. 7/ LEEODERZEREL. BEONA AN O FEHRER - EiE
DNTELTHBEETDIELLIC, TOMEEBRLZFTALL-BERTEEOLRY / LAERAEE—K
BICHETDSEDELTFR 28 FEEICRHBELEL: (Figure 1 B88) . 2D56, ARBEHETEET
5 THEREROELRYT / LRI &, BRECHERB[EEZZFOZRFEEZNRIC. ECERF
DEBIWETOIEICKY ., REFREDHILIFZHIET HDTT,

ABEICBWTIX, IhETY/ LAERZAVEZZRAFEEMERVEENLY /) LETEOEBEMH
THARZEZENE LT 6 FEFERL., ¥/ LAEEOERICHAITTHEZHELTLWNDEZATY, ZH

FEEMEICENTE., EBARARORREZFTAL. RAMDBTEMZEIY AN TEHEY - EM
[CHRZEDH TN ZEELTVET,
K8T/ LRERE
| E#00LBEATBISONE (4R Fo016~) | JF=Tre WES ARBEAYO
Yo +h il (FY2019~) (4328 :FY2016~ , 2528 FY2018~)
s e :
s,
- m— BRI FERE. w* < s

HEDETI=LBT—2D

LN '7/1.&4&%&#&:@

5 ‘ \
. & BLtic ﬁibtﬁﬁnﬁﬁ

T EhARE P | ———
() NERFREERE) gl JONIA—LBEL i"ﬁﬁﬁéﬁé’%@fé&?ﬁiﬁ*
Biw p31E: AR 01{0) FSER -1 | SREBHR AU IDRINT—
EEfT—5 .l S5 1E (3528 FY2018~)
it BN HRNERE | B mn Rt R
F—RAR—Z a)ﬁz;’*

(AGD)

R —2L CEFLEE o SEHHELSI /
| II ~ i (1328 FY2016~2018) A
, 7 ESI R
o ROV mdi] T .: 7 ) LRERO \ v /
= t¥alTq -
T/ LRI ZIRIA—LFIERL AT L BRI

Figure 1| 7/ LEBREBRBEE TS Y b T+ —LBX

V7 LAERERREERES hREYFE LD (FR27E7A)
http://www kantei.go.jp/jp/singi/kenkouiryou/genome/pdf/h2707_torimatome.pdf

)




(2) HEXoAHMEME

INFETY/ LEREFRELDEZEIZONTIE, B—EEFEREY. EEMERIIERE DNA F(ZF
ETLHZEENREICRVFEELZEZALFVEE - #RZTOE LT, KBMIETURAEEIN.
EEADOEFRAICAITEENED SN TULET,

— A5 T, ¥ERA. BIRF/EESE. BEER(SA IREFMIL - THH)OEEAKREL. ZCOEERN
BET L MUEERBE~ADOHIGIZIE, FIRAZEOREANYT/ LOR— bOKEBES / LOR— 25| EiE
HESTDHELEDHIZ, BEEERICNMATREZEREEEOBEXHEPALLASTEBY FRA, ChbokEE
DHMEIE. EEOXELEBEOAEREEZMOTNIEDOND., BERREZERICICATSETICHMEEE
REEYT 5. B SHKEMICIRYBORENHY FT,

7 LBESICES TER28EERE] (FR29F 7 AH) 2AZH W TIE. AMED TIT5HED AR
HIZDOWNWT, ¥/ LAEBRERADEOZRIFEAMERMAFKE I T —X & LT Stage0~2 [THFELTH Y.
ERBEDZEFHEEIZ D TIE Stagel TEREIZHEIT-EERHEAD 5 FELURDKIT] ITET HHHE
FEITENLTHRZHET LS LELTVET, F-. ERVRAROBRRZZEFEREARITEL
LENLHRZED. ERERICNA CTREER EAEOBEEDHETICEIT-EEZED T BLEN
HBUYFET, £z, 208 ¥/ LEEHES (SHUXTE12A) I2TBVWT, 7UAY AT AL=—X
NEFEEL. HEWN=_—AHNKRZFVWERATFIND., BERERBERUEMEEREZXNRE LI-AEHEDD
EMMNfEHEIhFE L,

5ED 2020 FEAETIX, BEREREHIWVIIREBREEHNFEEL LT, REAHZ_XLOE
BELELIC, BIEADEELZEOEANSTUAY AT hL—XDREEBEL. 7/ LEHR%E
FRALEREEROERICENSIARMARLZRDICHEIRLET, ==L, I TICRKEXTIXIEZERL
TWHSRBHEEZED) RV EBEGFREZBIE LR, HiIc, BEEFEORMH - R EBEEICL S
ERUVEMERDU RV IZBEET 5 EEFORIEZBIE LEARIIHENELET,

AEFETIE, 8105 FURNICERIEICA T RIICEERAEICBITHARAD 5HERE (F/ LRE
SHIRT Stagel) ZXREELFET, £, FBNETHLEETTERZFDY / AEERICHIT-EELED S
NTWB=6H, REETE., EXRICETSY/ LEROERRIZHIT. BAANZEENGDECHES
FIZEBLIREEZROFET,

(3) EXDBEEEAR

SEN2020FEAETIE. BCRELREHSVIIBHEEEXNFEEL LT, SRFEREREESE
[ZHTBREBROME RERROEE., REOCEEILDTFA. Polygenic Risk Score, AEPEIZE
DR FDELRE) #BRTIREEFZRDET, AT )—FRO—9 TP U5 HM. Single
Cell Analysis. 3D genomeZDRFD 7/ LEFEMEEERY AnDD, JE— MRS, HBES
B RISA4L00, EEFHEE. FSURRY Y, DM IVREEFDHEAIAH. Rare variants
D. SHEST ) LEBRON)I—2 3 0%2EELELT, SREEOBBERRRICHEL L WY/ LIER
FRULY, BEICHERRICBRITOIMEEROET,

MEF—LOERIZH->TIX, EEMSKAETT—BE LI-AERRICHICAEER, 7/ L
RE. BRAEE., T—3VAMIoTo A b, ERARENEELE-EN)HRERORKRFZHHFLE
ERR
THIT, MAFRERBIZEBITBATUAY AT A AL —XEERL. HREREIZTBEWVNTY / LEED
REICENIREREZHHLET, £z, AMETHILSINEHAET TO—FX. thOZHRFEE~D
[CATE, thOZLRFEEDHEBIZLET I ENEENET,

2. EXDHEK

(1) BXRZAE

ERSBARRERESECEOE, HENETFODERNLEFRAZEY ., Bh-REELEHH
LT =ODABLEERER SO, TAT T LR—R—NAHF— (LT [PS] &5, ) RUT
A3 LF 748 — (LT PO £WV5, ) FEZEREXANICEELFT,

27/ LEREREERER TR 28 FERE (FH29F7A)
https://www kantei.go.jp/jp/singi/kenkouiryou/genome/pdf/h28_houkoku.pdf



PS RU PO #iF, AEXEHADEHKRZIEEL., FEXOABLHEDNT-O. LELGEE - WEFH
EITVEY . T, HRBERUHAREE. PSRV PO FITH AT HEHEZRAVET, PSRUPOH
[Tk 51EE, UEFZHFER. HEFARREICH LLEICE L THEORE LOREEDHILE (FHERE
RICKDBHERTZET) FET5E0HYFT,

X https://www kantei.go.jp/jp/singi/kenkouiryou/senryaku/suishinplan_henkou.pdf

T2 EEN L ORPERDFRARMARKESEICOLTIH, REKRFPTY, )

(2) HREREEEIEREDREF
AERITBEWT, IERAEREEKREERVCLEICH C THEZKENARELET,

(a) THEHE) &3, HERAEKKRENFTEL. HD. THLLIWRGFT £ L. AMED L EEZ
AMRRARZCEMET S, RE TI.SHEICETHESHEF 1. BEERE] ITRShD
ERNOHRKEFEZNET,

(b) THiE#EE) &1L, ARFARSMEELREL. HhD. TR GA*'E L. AMED L EEE
AEMEMARRZNOR I KRB L BRIIARARIEZNEZMHIET 2 RERME DN OMEHKEBEEL
WWET,

(c) THAREARAKKRE) &I1F TXERHER (CAREL. FEXEOERIBST. IHICHRD HERAREZ
Bl I2D2WT, EARERTEORECHREORYFELEOLEOTEEESHEE (1A) %
LWWVET,

(d) THIEFAFESEE] £(1F TRERME X M58 ICAARL. THRRARKKRE] R
FAXEEZMEL THERRAREEREL. AN ERREFEBOREFOREFEEZESHEEHELLE
ERS

(e) THARRFEELE] &1L TR XX I7EKE) ISFIET 5 THERAERRE] X

AR SEE] D55, MREBZEZARTIMARE 0 A) Z200FET, (B THIRERE
REREF X TRERMEE) O THEFARELE] EQVET, )

X1 FRHMELE-AHRGEAAERLLHESE. A& THEHRL S0,
X2 AERICETLIEHEELORAARMARERNOFMICOVLTIEV. EZSEL TS,



I BEIETAREES

1. EERE

RKEXDILEEREIL. LT (1) ~ (5) OEHZE-ITENOAEHEZFICFHEL. »hD. £i:=
AHAERSH E L, BREICHRAIMAEMAERBICONT., HREAXREFAEDEETOCHREORY £LHL
ENEXT#BSHRE WMRARREKRSE) LLFET,

(1) UTO (a) D (h) £TICEBITF 2R HESE

(a) EOMHREME? MERAERRRELNLER. AEE. EEEC. B>, BEE* XL
FHAAEETHSBEEICRD, )

(b) #ANHEFADKHEHERATHEE

(c) REEE (B 22 FERE 260 8) [TE DK KREZRVRAMBHBREKES (KELRFIA
HEEADLED, )

(d) REEEOMERFEEM. HAEME

(e) MEZEHBXEBAME L TLAIEHIREZALVIC—RBEFEEZAN, —REEEA. 2B ZE
ARULAEEEEAN (LT MEREEAE] E0V5, )

(f) IRZELEXBEMETHMIULTBGEANBRLE (FER 11 FEEEE 1035, FR26F 6 138
—ERRIE) F 2 FICHET 2MMILTBCEAR VAR ITBCEANE CER 15 FEEFE 1188) F
2 EITHRET S AR ITECEAN

(g) FEFHLIEEANEMATHEE

(h) Z0Oftt AMED BERAEL EZEDHDTD
X1 BT AMEHES LT IMREFNELZEEE. R ITHEK S,
X2 NERERVCERTERMAGEE SEE 2BEICRESNATEEBEICEAN S HRTFTILE. BERERE.

NHFHEER ., ERTAESR. BENSHERRUELBEREVVET,

X3 FEXIIHEETORBEICFHET AEICBYET.
X4 EEEBICEOVTHASAIEMCELT, HAENELD=OICHEME LTS HEKBER

(2) BENRIREINE-BEIC, BEOZFITICEL., HEDORBERUHRENERATESI &,

(3) RENFREIN-BEIC. ZUNFHRESEDOEBRETOIENTESZ L,

(4) BEIPFEREINEGEEIC, RBEERICKYRET SHMBIEE (455, EMFESZET, ) 12
LT, BEEHIRUEITSENTES &,

(5) REBEERTRY., SIZHEHERARLTHEL. WOAEHERUARETORIEZTOIENTE
52 &,

BE. REOHMEKEFICFAEL TLWEWL, ELLEBXAENOHAREEFICAHAEL TLHHRAEIC
HoTIE. ARAERRE L L TRIRSI5HE. ZRMHEE XILAMEDDIEET 2B FTIC, BRE
NOMRHEICFTE L THEZERT 24GHZNE C ENFRGMRELEETEEFT . L. ZH
5B XIFAMEDDIEEY 2HFETIC, LEFHEHRATLGRWMES. RAIE LT, FIREFUEL LR
YET,

-, EAAERRRZVOBITRANEEZE T 50, BERIC, AREBERUIEHREOECEILE
ENE. BERVABFUHBICETLIENFORBERDLIZENHY ET,

2. ICEICY->THOBESEIE
(1) FFAAERRARZHIZONT

BRIRSNE=HAEREREICOVNTE, TOEEICHY ., AERARREEZE R T SAERHKE L
AMED & DRI TEAMEMERZNEMEI S EERAFELFET,

X HEMIEV. ZEESBLTIESL,
(2) HMEXABMREFAREEIRXTL (e-Rad) [2D2WT



FEXBRARAREE X TL (UT le-Rad] ¥EWV5, ) Ll ERENMETIAERMRE
EHEDCEEIZRDI—EDTOLR (BHEZI-FER-BREEOEE-MERR - KRB EHE
ZHE) AT UMET DFEBEHNLE R TLTY, IGEICHZ->TIE, BELRZLAEHERAR
REDOHMEZFDRENBTELCHEREL-LT, BRETIHRARDERICKY EDOLSLGHREZRE
2hE+HRBREOL, RESHICERBL TS, FHlIE, IV. ZEZSRBLTESL,

¥ le-Rad] &l&, FEAXEMRHAREE D X T LOBFF T, Research and Development (EIZF D 1= DK
3) MEEXFIZ. Electronic (BF) NEXFZHELE-ELDTY,

(3) T—A2>xT7UTIZD1T

77 LIEBROEFRRSZTOEFNAICAGT-HARAKOHEEIZIE, 7/ LEBRFEOMROERZITTH
. BT —2FOHREROARNDLELZERANEETY, £IT. ABETREARRHEDRE
FEORELZRKBEELDD, BT —2FO_RIAZREST 2=HT—F2 27UV IR)I—%
HELTWET, ChlE, 7/ LT—2Z0EEK - 2F - #RAICET S IL—IL TEREFERRICATIZS/
LEERERRIEIOSIY b ¥/ LERERO-ODOT—E21 7 )T R)o—] NEDHLIF-1D
T, RAIE LTI RTOFIRBEICIERVDT / LIFROERI S 2 FURNDFIREFEF 22 TE
T ABXICSET AARMARKRE - AREARSBEE. BABVEDT 27U TR) O—
[CEIY ., RERIZBWTHELONDYT/ LBROT—EAIRTCAVNTSUEERL, HOMLOHEDH L
N-#HBE TIZT AMED IEEDAMT—IRN—XZH(IZEE - 05 FIREERVFHIRARZET) 5
ZENKOLENFET,

BHE. T2ER - AHOFEE TOERIIAEMARREOPREFM. SERTM. EBHFFMEEFI<HSL
TERTIEETHY. FIRFEEORKICERESINSGTFMEBND—DTY, ULDELSFA. KEX
ADGHEICH I >TET—F T I IR D—FRELTLIESN, T—FIRIDA TS UK
LRHEERUMRTEED—EE L TRYKbOAET,

BHE. T2z T7) IR O—IE TR AMED R—LR—UTHATEET,
https://www.amed.go.jp/content/000060867.pdf

(4) jJRCT (Japan Registry of Clinical Trials) ~D&EFRKIZDUVT

SERMTEDIET (FR30F4A1H) IT&Y., BBRARDERICH-YEEFEHENERT ST
— A R—X [ERRAEEMRETE - HAEBMELNB ST X T L] jJRCT (Japan Registry of Clinical Trials) ~0)
BEROERERELEOREIBELLGY FT, ZRFETFOL, BULGRIGEHSBEONLET,

BRERBRZTAMEITIRICEA SN HERRIZRIC DL TIE, JRCT LN OERERRHAREHFHEDOT -2~
—RIZEELTERLLGVWIELEELTVWEY, TAZHRETIEZRMAEICEAT MBS FIC
HOF, BRCHOEEKRMEZZEED T —F RX—XIZEEHF L TWDIEEIE. ESFICHOETIZRIG
LTLEEEL,

HE. BERHIERTICRAIFSICONTIE, IX. 16. HiZzSRBLTIEEL,

(5) ZHR2REEZEEICOVT BANDOIMTRRENDXAL)

MEHETEZ K OREWHEMOAEINTEY ., HBICKETIEERIEIZE > THEEECHE AR
REMNEMT 5%, ZHBEMOCHARRAEM - BHENTRE L. REBRERFOMK - AE5FIEA
SNEBERENBEL>TETVWET, TOD=H. HEBEANLUZEZAAERARLTECEERAREETF
I3 z-> Tk, EBMICEEAINEIBTNOHLIMERREEN. RERIEERORARELTOY
A MEAEF, BEFHZT5E8TNOHIEITES LK S, BFZRHEIC & 2B ARD S
nEvd,

AATIE,. NEAEBERUNEESE (BF124 FEEFE2285) (UT MaE 0S5, ) ITED
FEHERFNITONATVET, LEA->T, SABETHRISATLWSEYOEMZE@EE (BE) L
£S5 ETHG5EF. RAE LT, BEEEXREDHAEZZTILENHYET. NEZZEEILH, B
NEDHZES - 158t - BEZFFETFLTLESY, BRES-EHFICERL. HEREEERLT
BEICIE, ZSLons - SIBIICMA T, HERAREORSDELY. AEMAREOESREEZIY
HIZELAHYET,



X RE, FAEORLRERHERFET. BRAEFICADE, TICRFAWM OREFHMITEEEE. 55—
EULDAR YD - HEEEHOEY (i) @t (R LLS&TH5HEIC. RAE LT, BEERXRKED
HEARBEEGAHHE (YR MRS VX MRFEIICHELGVEY (B Z@d B LL5E95546
T. —EOEH (AREH - FEBEHXEA 7+ —LEH) ZHEELEGRIC. BFEEXXKEOHTZLE
ETBHHE (FrvFA—ILRH) AHYET,

MOWMEZ T TG ETRELNABZORGRMRELGYFET, R MRTIRTZHNEDE EE
FE) LRI IEEFC. HRICEVTRET HI5RICIE. TOREICIE L TEROHFIIBLET
9o HAfRAECIE, BRETE - HRE - v = a7 - M - BIERFORIE®RE. K- A —J)L-CD-
DVD - USB * £ EDRIBEATRBIT HFEIHH5AD I &, HiEEOHBEINGELZE L%
MBORBEOELIF—TORMXEFIEFENET, SMELCODBFZEDZANYL, XEHRFDF
BOFICH, NAEEORFIRNRELGYBLIEMDOOY EYLSLEENDGEELHY ET,

BEEEEZEDOVI YA T, ReREEZEEOFHENRASATOET, #FLIF, UTZE
SHBLTLEEL,

ORFEXRE T2REEZEE (£#)
https://www.meti.go.jp/policy/anpo/

ORFEXRE TEREEZNVETVY
https://www.meti.go.jp/policy/anpo/seminer/shiryo/handbook.pdf

O— M HZAZTEREZ S EHR L2 —
http://www.cistec.or.jp/

OFLREESITHRIBUMEMEBAAF R (KZ - ARMER)
https://www.meti.go.jp/policy/anpo/law_document/tutatu/t07sonota/t07sonota_jishukanriO3.pdf



. A% EZ0EHAT

1. AFMERARREOHRE
AAFERICEFENSLFMRFARREOBMEZRILUTOELSY TY, FOEHERMAEREDFHMIE XL
BESRLTCESLY,

. FERREORE FEREER | FERRSE
z o zmE
AHE, aRRERERE (BEEEESET) 3 R M
| EERBEEESE o .
| R Y SH2EE~ | 0~2BEEE
R B EXI R 38,000 FHREEX2 N = >
2 SH6EE

X1 f=fZL. I TICKAEXRTXEZERL TV SNBHEED ) RV EGFREZBIE LR,
WIS, BRFORFH - MRRELARECLILIDRRVENERD Y R Y IZEEY 2 EIEFORE
ZRELE-MREARSELET,

X2 FHMEDRER. BELGLHEURELNHY ET.

o HMRAFARBOREFIEEIETNDERLERGYFT,

o MAMABOHRERVHFRIFIRETFTERF L. AEMBROFERIORREFIZLYES
TRERHYFET, RELBEFNH-HRICIE, EMRIE—AOLAFHEFAFEREICD
WTREZSHEDZMOREDOFIRERMY POHLAREEAHY T

o BHDOAEHAERFARBRE~DLREIZOONETH, HREOTFSELERERVBEDEF
(F¥#lF V. 9. B)EZSHBML TS ITRELLBVWI LZRT =, RRIZERELE
MEMARREDEREZARARREENZIM DT RBEL TS,

2. MAFARREEFOERERTIRSH
(1) REEEHXOAFHEZE
REEHOHKRE. BEICRELGEREAMED Yz YA FOAFEBRMNS A O—FLTLE
AN
https://www.amed.go.jp/koubo/
(2) REEEZMTHM
TM243A310 (K) ~FsM2F4A8278 (A [EF] (B
GE1) eRad ~DEERICEWVTITOHEERIZDVTIE, e-Rad DFIAAEERBTDATTIDTEREL T ZELY,
GX2) ETOMRMARREEZFICONT, HREZBELBESICE—VURETETFEAOTEELTLLESL,
GCE3) REZHEZMMHRMB TR, ARFARKKREBICH LT, AMED BNEFA—LPLEFEEHNLERETSHE
NhHYFET, ARMERITHLTIE, AMED NMEET HAETEONMIEEZELTLEZEL (AENFLNAEL

BEFHEZREVBEARI RN ENEZENHYEY) o
CX4) RHEEBBIITHEAHDBEE. TRELLIHELIHYET,

(83) REZHORH
RESHORMIE. ZAHMAIC e-Rad ITTHREOLFEY, REHARANICIREMNTET L TLVELMS
BREEEZRELEFEA, FRARREEZFOLEH (AH) CERLTE, AEBRUHRFARRES
(B 1) ISRLUERBEHEZEBRICK ST, DEGRABRERYGCRELTLLSY, BF. ZAHME
TRERHW-EFOVEREEEOELBAFCERLohFEREA,

(a) ec-Rad DFEAICY->THOBEEEIE



BUEAEICET ST =27 ILIE, eRad R—R LY A kb (https://www.e-rad.go.jp/) D HSHBIIEH
YoO—RFHIENTEFET, e-Rad DFARMICABDN L, BWHELTLLEEW,

1) FIFAeTREREREH
HY—EXBREIEER. KB & H12 00:00~24:00

GE) LEFIATMEERMNANTH > THLRT - RRETS5EE. cRadDERAEEFELTEZELEAHY ET, eRadD
ERAZELET BIESIE. cRadR—2 LY A FZTHLMLHBHMLELET,

2) HREEDEEK
PMRENARKEZRB L THETI5E. KEEE] BIRERAERKRENFTRT SHEH
) . 28] MRAESBEELSFET SR (X, REIE LTHERETIC eRad 12
BRINTVWSIENMBELELGYFT,
HREBEDEFZEAEICDOVTIE, e-Rad R—FILY A FESHLTLEZE, ARBET 1A, o
Rad [CET 2 FHAREBELZRO TV ZE, eRad R—F LY A b SHATHEZBZRFORIES
DoA—FRLT, BETHFEEZITO TS, BERFTHHEEIHHEEL/HYFEINT. 2 &
MULDRBEL S TERFHREZLTCESY, BB, —EEEATTINIEL, ETENRE
THHE - EXOLHEORIBEEERIILEIHYFERA, ERIHMETENRET HHE - F
ETERBFADEBEIBEERI IVLEFIHYFEA, ) BERRT., HEOHEHBEICFIEL T
WLy, XIZEBAENOHAEREBEICAAEL TLDISRIZEWNTIE, A&, REAICEFELSREFE
TRARCBEDIZTEHWEHE S,

3) MRAEFERDZHF

BH5T 5 MEFAERKRE] RUHARICSET S MERKESEE] IAEEEHREZHKL. O
T4 ID, NRAT—REWMHBITHEMNBELLGY FT, AREEICFHAE L TLWAHEEDIFRIE
HEEBELNZRLET, 4. BEICHEZAREHBIESHEL ETERIN TV HEEFRIL.
BEIZ e-Rad [CEEINTVWET, AREBEBFSZFZHRDOL. FIERBOEMETO>TL S, BF
EHBEICAAEL TOWELVHMREDFERIE. XHBHEEOREAEXEMEAREE S X T L (e-Rad) E
AIEYUTEHRLET., DELGFHESIT ec-Rad R—2 LY A FESHBLTLCESL,

(b) e-Rad L TIRET HICHF->THIEE

1) 774 ILFER

R LT=-BERKX 774X, PDF BXTOHF 7y TO—FAgeELH>TULVET, (e-Rad 121,
WORD ®>— KB 7 7 4 )LD PDF TMBEREN H Y F T, Ffz. HBFEWLDPC THHTEZSPDFEHRY
J2hDAHA— K3 ARETT, PDF THE(CH=2T, ChoD#EE - VI FOFERIIVAETED
YEFADN, FATIEESIE. FRAAECEESEICOVT, DTHRERITIREY=2T7IL%25
BLTLESW, AFOERXFEFFEALELEGEE. XFETTHAEEELAHY FIT DT, THRS
NT=PDF 771 ILODRABRZLTHERL T LY,

2) D274 ILEE
7yvIO—KTER1 774 ILEE-YDRKRABEX I0MB T,

3) REBEOT7v7O—F
IB=mERE(T PDFICEHRLT7Zy FO—RLTLESL,

4) FiEHEE DA

RRFARNERE ] M OFTEMEIIC e-Rad THELEBEETREESEEET LTWERA., AERE
EDERBOFHEEZLSTITo>TLIZEL,
5) 2RO

REREHDZEHERL, e-Rad O TRHFOHRRENEE ] BEMNGITIENTEEY, B
REICLDEEHRFORHE., FFEOEE (RT—42X) » HREEARERHER] LGVFET
A, CORTIEIHEHBICEZEZBNIREOREZERLETT . AREEORZDOFHRENFL L
HEDEE (RT—4X) A TEROMENERRFED] LBQVET, £L T, BOHE (AMED)
AREBLETE IREBF) ERVFET, EHRMBRTRAT, EOMELEFRREHR] XE IZ




HE] LHE->TOWVEVWVREZEHEIEDNLGYFET, ZNHMKRTHECICHREBICKDILEHED
RHEEMEHBEEFERREBICKZERIANTOAEICELIDHLT, ThODRT—FRIZHELEH
2158, BERYRFTEFTERLTLESL, 6. BEHMBDIZ, eRad DA TLIZFE
BB --BE (HEHMHOYIYERICT IV EREFTDEOFREELARETHEEELHYET, )
[ZIE. e-Rad ®dOT A EOEE EOHE - SXATLEEENALORMSE] ., AMED wxJ
A4 LD by TR=DIZ, BRER/VBHINIGEENHYET DT, TORNBEHEREL TS
LY,

6) RHKDREBEOEE

—FE. R LRESEEEET 510, BHHRMNIC IBIRL) BHEETL. BELLRICE
ERETIBESHYET. EANAREC OV THERFRERNHEEI =27 LESBL TS
LY,

7) 20t
ERUNDEEEBONEOHMIDONTIE, cRad K—F YA b FHREATFA—) (2B
BIBEL THEYETOT, BBLTIEEL,

(c) e-Rad DEMETARICEHT HHEEE

e-Rad DIREAEICET B E (X, e-Rad R—Z YA FDOANILTTFRIIZTZIHFTET (X
BEESBLTLESY) . =2 IYA FDIEH., TEL<HIEMEZZ (FAQ) R—P ] £ &<
BEDOL, BULWAHLETLEIWL, . ANLTTRYTRAREFEOAER. BEKR. FE(1ZH
THBEEICE—YIRETEEEA,

(4) RHEDa1—)IL%E

ABEICHEITAREIREFTORTYDa—)LIE, PERBBATUTDESYFELTVET ., BED
EREFEDHEMEI L 3. HiEzsBLTLEELY,

EEEE SHM2E4ATEA~SM2E5ATE (FE)
mE (E7YYY)  SM2HE6A3H (K (F8) XBEITHLTEE

GE1) ETVLUYERT 5581E. dRZBFEOMRFAERREFICHLT, RAIELTETU LSO 1 EMATE
TIZEFA—IICTITERLET (E7VVIRENADBEO. E7 VU ITEBANERSIAGWNGEEIZIE
ERLFEADT., BIRABODBHNETEFLLESWY) , E7U VS OERBEOCEEICET S HEREHN
HBHGEE, ML 2. (1)EIZEEHD AMED Yz JH A FOLABFERICEBHLEITOT, e TISEE
T EFTU VT ORENEMNETAEIEZELIMAET,

(CX2) EMABRERBIIH LT, EEEEDOBECELEBREEZEFA—IILTEMNTIBENDYEFT., 4
ZEASRIFEICHT HEE(E. BREIC AMED N EET 2H1H £ TIZ AMED A EET 2 AETEPMIZEE
LTLE&L,

GEB) ETV VI OREETRAE L THERERRELLET, ETVVIOBERBEIEETEEEA,

GE4) ETVUIRTHR. BEICH LT, HEARKKRBICH L TEBNERRETSHELHY T, L%k
FIZH L TIE. AMED AMEET 2 AETEPMNIZEZL TS,

FRINAI B DEH THM2F6 ATA (%)

GE) BIRRERFEL - -REOHEFARKRBICH L TE. BERREECHFABEOREHE. K
FHEDBEZRDHLHZ L. HRARBGHADEEEZA S BRRFHERIZEAHYFET, ChoDFH
[ZEVNTIE, FEOZSEICONT, BERFZITO>ARENHYET,

MERAEFE (RWNHEF) FPEB SHM2F8ALA

GE) Co TFEH] (I, RERFICHERBEHZREA -RETHERARTEEIL T TNV I E, Fi.
RIRAER. LUFESECOMT. HOoOULHAEELREREREE L TLVZE, 2AMEER. JOMISH
EERBWN1ECIE, BEE2EBLTHTRT2130THY .. 2EEEOMOEHORIENERLC L. 2
WHEEEBHNERTLIEOTHEHYFEFA., CO TFERI ICRNEHEETT 50101, HAERFEAKFE BF
TR EOHEFAKAEZ ST, ) OEROHZEICONT, AEBEZOEHROCRAZ WL T END
BELHRYET, AMED IZEWTH, PS-PO LDFRABEZHRONCIEREL., RHOEZHNMEZIZEHET,




3.

REEHEOEEDOEESE

(1) FBEHZE

AEEICHTAMERAEREEDIFIRIZY->TIX. AMED O HHERFEETMEICEEI S8 (=

HOF, EEOXHENE., BECLHEOZ UM ZREL., FESFOERISODERREZITOILH. SEHD
HHEBEEZODH) S AMED BERMNMER T HTMBEZHEE & T HFREBFFEHE (BE) #EELE
9, REMEZEESIE. EOONEFFEEBIZDOVTE AT, AMED [z d EICHEINEES
RELET,

(a) BEIFX. AMED [ZFRE L-RETMEZERICE LT, FELRTTVEY,

(b) REFMEERF,. RESNA-REEFONRICOVWTERZFERVLEICRLCEE (E7
o) BTV BERERICKEYIFHEEITLES.
X BEOBETHRAMAERRECENZFOEMBEHERDLIFENHY FT.

(c) RRICH-TIE, BFERRFEZHFX., HRARKKRAICH L T, BECEREHE. KK
HEDEE ZRDHLHZ P, BEODHEDEFZH SRR EMT ELNHYET. ChibdD
BEICEVTIE, AEFORLMEICONT, BERMEZTSARKENSHY FET,

X RIRENLFE, T THESNIBRENZO®ROPREFE©ERFMOMROFMERD 1 2ELYET,
BREEOEREFEISOVTIE VL EEBBLTIESL,

(d) BELRTH®. AMED [IMIERAEARREBIZHL T, FIRAIEHFIZTOVTEAMLET, HH. EE
DEFFBIZOVTORNEDLEIZIZ—TIEL onFEEA,

(e) REFEZRICIE. TOBBICELTHMYBLREICOVNT, TOBEZRWV-RISHRE®
BREFZRELLSICLEZBE LT IMERFETERBENREONFET,

(f) BIRREEOMEREZER PHERAERRERLE(L. 8. AMED D 7494 FADBHSE
IZEYRBRELET, £f-. FHEZREOKLZIZDOWLTIE, RAIE LT, 8FE | @, AMED £4%
—FELTARLET, (D THAS F~ADBEZFOFHEMIE. IVv. EL8BLTLESL, )

(g) NETERALEMZTOBEEND. AMED O IBEIMEELNDZEDIBHERIRS A
DOEFEWIZET 28] ICEDE, FHEREDOFIBERR IR DAL FEITVET, FEHEZEH L
TIZZYT S, FABEBERIRTOAD FOXRELTAMED 2 LBEZRSDH, REIE LT
LEZREOFMELLLEVWLDELET, 45, FHEOREMZ LM EHART HLTHIIRE
NHY., FHEORAENDBEELHEHMNELOAENEZERNARH-IHEICIX. BFEOFHEIZS
mIydELHYET,

BEEENRETHSHEE

WEHEEAKRZ., EIRERAREAN. ISR EEREFORERBEICEVTR—DFH
EXEFR—DEXRICFIELTWLSETHDHEE
BEHEENRETMEESOREBDORT 2 FEEZETBE 3 FEUNICRBGHRHAR
EITo-ETHDHES

WEHEEAMELRXOIFEZITL. RIIRTLIFRECEBERICHIBETHLHEE
WEHEE A > HEBREEN. RETIMEEOFREBOREI SEEEETHEE 3 FEUAIC,
WINADEEITE T 100 FHZEBASEENARZEZZ T TS EE

WETHEE S EEMNTHAERICHEIEE

TR G BERNH D EBOHONEEE

(h) BELELSETEE. IGELE=FIL. AMED &8, 7045 5LTF4L2%— (PD) . PS.
PO. SMEZEIZH L. SMERUVFEIRIZOVTOEENTE2THIENTLEELY,
(i) MIEREBIZHMNBIRDAY MIBETHIEHRSE
MEEEDEYMZHEERIT I8anD, Sk, EERY | BEERSF RUERMSE ® (C
RABEZTLDEHDIREZRDDLEAHBYFET, =, BEIZEL. TORRIZOVWTEET S
CEABYFET, FHMICOWTIE, ULTZSELTLESLY,

0 O ©® OO0

10



% 1 https://www.amed.go.jp/koubo/iyakuhin_check.html
2 2 https://www.amed.go.jp/koubo/saisei_check.html
% 3 https://www.amed.go.jp/koubo/medical_device_check.html

(j) AMED IZH+5BEQBERBOTM - FRIFP@EERDFRICONT

AERIZBVTE, BRELEENBEICAMED B o ZIT-HRED S5, SEIDIREFENDIL
EICEN SN E-HRFARREDOPRFMER CERTMBEREHFT AT, RESKEREZEED
BEZISBENDHYET,

(2) HERBLER

AEZEICHBITA2REDOFRICH > TIE, BEEHICODOVTUTOHRRIZEOSVWTEELET . &
PHEERTE L-RHAREEFIRET S158(F. HERAEEXITITHSLTONEBBEOBREEL.
SHEBEEICH T IMEFAKOXTREAZLTHEDORRELZY FT,

(a) BXBEZLDOESM

- BEBRE. BEZFICEBLTWSD

- B 5 FEURICEREICH T - RIECEERARICBITARAD 5H

(b) FTEIDZ LM

- EREFEORE L BWIZBREMNDORZETH DN

- 2FFHEICH LT, EEZEOFEIFEAMLZLDOTHD, RRARETHSIH (YA ILR h—
UHETIZERESIATINSD)

- IEHEEBEOERRICELANY ELGBZTLY S FULBT—2EHEH

- AROERICHE L G LHBFORMBOERKSH - FBHRENBFEIA TS,

T AIRTAVNTSUETEI T IR O—IZEILTEY ., ABRERUETHSH,

(c) BfiMEZERVELM

- WA, FwEEEELTLSD
- BEEY AOEMEL LT, BREEHEZM
- HEEOMEZXITEEN BEOEMLARILRVINETOERE) T+oH
- EESBFOERIZA VIRY FEEZ S DERPERDENPFTESH
(MDERFEEODHAETH A VICH LTHLEELMEZ L -3 H)
FHEHZ—X~ARHETE2EDTHSIH
- FHEMORIHICETS2EDTHEH
(d) SEREAH
-HEEEPLOE LEEHERRATIAETICHEB S TLSD (R —X, BEIZIH LT,
ETHOHEIARF—LELED>TLNSDD)
- FEAERSBEEIMEEERRICBDEFRARTH > T, +RHEEAKFINEESI LTSS
- MERRERAERSE. BESEEOI I+ — FMIBELTHSIH
(e) MERE
- BEOAR, XHAEFEIZETHIH
(f) Zhith
- EFHREBOAMERSAE SN TLNSH
- EORE, REXNKRIIHT IEFEEETLI-FEEE>TWLSHD
- MBI EQOBRIBIZOVWTRENARISA TV D
(g) ¥BEHME
(a) ~ (f) RUTREODBEZHMEL THREFHET S
-HRED (FEELEE] LWL IBEOER] (TH=5E0H

4. EFHEREOERADOHEE

11



AMED Tld, AR EZIXIHTIFEXERBEDEZEL LT, LLEHIPEDOREZHESHEELEERK
L. LB TCoNAMZBEL THRERRZHEANERTHILEHELTHEYET., LEzA>T,
AMED FXEITEWTIE, BENICEFAEEEZERTLSIENEFTFIET,

BT, BEICEHTIE, BEREOTTHEIEREOMED—HBEE->TVWDI L IBEFHEEEFZN Pl &
BOTHBICHENSHETEZLLSIC. MARARRRECEFHRE CHAILEZEHLTHEFE
BEZEHFNICET TS0 HEIDT, EFARENAZBXICEBUICKEESINS I L FHFL
F9,

12



V. REEROMRLIE

1. REEEFITEEINSFHOEKL
(1) FEHOFAEM

RESEFICEFTNLIFWE. AERAXRERROL-HOEFEDIEN. HEREARBORIERE.
BICRESNTOWOIHARIEDOICFIRASINET,

F=. HREARRRZEZNOIFRIT. FREXFHFD AMED EEEEICEY SHREBELYI O
SWICELRALES,

&iﬁﬁ&k%@ﬁﬁ?é@khﬁ@ﬁ EICRT O EREFERFTA. REBDEFMZEZFZICR
BIDHENLG LS, EEFICEFENLIFERICAT HIMERIBETLET, FLIEFRBED
#Ijﬂ4hxﬁéﬁbf<téu

X TTEHERS - M ITBURAFICE T HBEANBERORE > ZHEOREN (BHH)

http://www.soumu.go.jp/main_sosiki/gyoukan/kanri/horei_kihon.html
(2) WELGERLRE - FHREMSF

(a) BIRSN-ELDOFBEICET L1ER (FXx4. HEMARFER. HEARKKRBEOFTEHEHE
%-&M-&%s&Mdﬁﬂﬁﬁﬁﬁﬁﬁﬁﬁ%s%%ﬁ~%M%ﬁsm%HE%b<ﬁEﬁ&
VRIAMERERRREES (ABFER) ) ¥, BE - 9%L AMED Oz JH4A k. AMED
ﬁ}fnﬁﬁ%%ﬁ-r BAR— x (AMEDfind) ®RU AMED MWREFICE LK BHBEREET IHAEE
EEMOEESEINEET DM T —2 RX—R (World RePORT*2%) N ABLET, MZ T, B
NEZBEITRTIZTOVT, 7 ASISHEGFERIE AMED [TEVWTHHL. TODHHE

BI2OoWWTIE, BEREFEOMEESEMEEZICRHINTARINDMM, 77 0T 1 VT 1ER

DT—AR—RF(HHEINDIGELHY ET., TDH. FEFRERCEVTHL, BREED

MERRER GEX - HHFE) . SHERERRUBEFNERICHRIMBERENTEEEFEREZED

e-Rad ~NDAHNEHFBENLET,

X1 TEATBEAZORET HEROAMICET %) (Tl 13 FE2E 40B)ESEFE 1 EAIIEDS
AT BRI ENFEIATLSIER & LTRYKRWET, -, HEEXEEORIRZICERT 2HEH
A EEQOAREESS. ZYEB L — MIRBH IS LROEBITOVWTHREVRWVIZHEY ET,

X 2 World RePORT & (%

FTEEOHREERERBENIZIEL TV IEREERREZRNRE LT —2R— 7\’C'3'o ERFERIEEET
HOBENMTOTVWSERMGHATEEEAHRILTSFEENELTVEY, BE - EEILREELFHEEH
AT (NIH) AT-oTH Y. NIH, REEEHRFES (MRC) . t»&xU/@ 74J%l(mmm
MMEES (EC) . AT HAEEHMEME (CIHR) . VAL MIR MEE, HERD 12 OHTRESIREHE
BEDERMNREZFR SN TULVET . https://worldreport.nih.gov/app/#!/about

X3 F—AAR—XEZ[ZIX. World RePORT EAEENET,

(b) FEHLEHE - BEOEDRZHRT H-OICHELGHENT, REZEFICEFNL—HOE
%, cRad GLEZBL T, tHFEFZECHOBRFHNEEFOELHMICHERRSE (T—420
aﬁkﬁﬁu BENEORBERICEZL TITHOE D ODEANEROREZEL) 556

RHYFET, Ff-, tLOBRFHNEESFIEFICETEINoDERLEFDHERERO NI
b, ARICERREZITSHEV’HY ET.

2. RESHEOHARVERLDERE
(1) RERESHOHA

RESHOHAIE., THERARERE] LLFT, GENMOHBICHEREZEH L TS, &
EERZMHMERBICEALTE, I EZSRL TS,

13



(2) REZSHDEK

BEIF e-Rad ITTITVET . RESHOMEMICH--TIK, (3) ITRTIEEFELHETIEL
EEL, REEEICFEIHLH5E. RETERVEAHY FT.
BEAANDOARICELTIE, UTOFRITEFELTESL,

(a) HAEMARERFZLE. FAIE L TAREBETOERTT N, EMICOVTIX, BAREBELEEOWEA
DEHENBALLBYEYT, RBERNGEFHEAHIBEE. BERRNELBDIENHYFET,

(b) FHFIBORBERZEDTLAHAICONTIE, FIRZEFo-TLZEY,

(c¢) ANTEXFOHAXE, RAIELT 105 KA FERAVTLEEL,

(d) ZHFIX, RAIELTHEATAALTLESL, ( (B) BEES. BEEES. AHH)
(e) REEHIE. THRIIR—DEBEESEMHEL TSI,

(f) REEHDOEMEIHAS—THHELFEFIA. BRIE-Z LGS TLRABINERTEDSES
[THERLTLESLY,

(3) REZEMERLOIE
(a) &S - REBEHFOES

MERARTEDREICH=->TILEE. EFENTEHLIES - RIEBREHEFZETL TS,
FHMIX V. 4. (4)IEEFSBLTLESL,

(b) MRMAAREDREICHT HHEEDEE

MARAERRENMREZEEZIRET HICHE->TIE, REEE (HERAXKKRENFTEL.
AMED & E#HZAZNEHET OHREE) OTEREMo T LT, T, EROMEHEL K
RTHRZERT OMERREZRET HEHEICIE, SMITE2ETORARBEOTEZEZRFTI LS,

(c) RENBDOHE

MEAEREDFIRICE=- T, FPEOFHNFDEAN G, RESNFHEDEBEZRD S
ENBYFET, Tz, SR, FIRSN-HEFARREOREICL=-> T, VLB TONEIRE - E
EEIREIE. PEOFNFICEIYEDLLIEENHYEIDT, HoMLHITTEILSL,

(d) WRNEBDREIZDONT

UTISRYERAEREDRELEREROMRNERY FT,
@ HICHHO®%R - RROBAZENET SRR
Q@ MOBRETHEINDIONSASHLWVER - HRFOAZILELGREZ. AFXOREICE
WS CEEBEELTVORE

(4) WERARREZELSMNIBELEZELHEICDONT

(a) T=EIRTAVETIY (HBHK2)
(b) T—ARIF DAV NI UERKRE (B 2 FIHK)

UTIEZE L TVWAIEEDAHMRE L TLZELY,
(c) PMDA OERIE - X EBIEDIEHEE

MITTBCEAEEREBRBBLEHIE (PMDA) NEHBET S X5 M) —H A T2 REIKHE
Hl ZORKREFZDS L, BRERETERFADEBESITH Y — X888 7HT I 7HERD
EETH) #, MEMEZEREAODSESIIHEELRHER VK HBERNE) . ThETnRM

14



LTWEEEFET, Fllld XL EOEASHARRREICEE SN TV IEERFEZSRL T

Sy,

GE) ERERBEICRBTY PHRMAERE (TLF¥25 Y —¥4 IO RBEEHK % PMDA OMKEBORRIE
BB AHRMRRD CHLTE. ZORMHEHE LT, RARRE 1~2 FRICHENEER T TL1L
SERBYET (RIDRESHME, FME VL 1. BESBLTIESYY) . BEHATHENS EEEHH
THHZLRFIBATIHY FLAN. FEPSERT. TORHBREFRMRABECRBESETND &M
ZENFET,

(d) EREREHERICEAT 2 EHF

EFMLEERRCERBBRORAHZSBEICEVEMT EAROEBRARR ST 2BIELE

JFERFRERBRZATSMEX ' TIX, ABRHEEZCTO ba—)L%2 (BW. R, BIREE, BROAEE,

EFH. BRAR. TARNE. HENFE, ARAFHFORREZSL) FOBRKARICET 2EH

F (KA BH REFRATRERDOBEEIRTH) ZHRHFLTOEEFRY, FlE XL EOFL

EMRRARRECEH N TOLIBERFESRL TS,

X1 HFLOEESPERBBORIHZENL LTOALHEOH LVERKMOFE, BEOKBIOLR L

BERDHDEIHENELFET,
¥2 TORI-ERICEZo TR, UTZBEESEICLTLESL, BIROEH., TXTOBRKAEEZR

BIHDLOTEHYFEEA, )

- BAEMRAREEL V4 — CERERIEER VESBRESORADERICET 2FIES)
http://www.jmacct.med.or.jp/clinical-trial/enforcement.html

- BAEMEMERTEZER RASHAREEHARTEE H)
http:/rinri.med.or.jp/kaisaibi_shinsashinseisho/files/youshiki_rei2.docx

- (2B HRFEREENTHERE BER/SA/ RA—JavitEtroa— (EMTELARERITEEFERER
<TUF LILHLERERRAR>)

https://www2.tri-kobe.org/support/download/protocol summary2.pdf

(e) BMRERICEHIT 2EC AR - FHEER

MERBEFICETL2BMRBFOERRICEHT SELEEH (T 18 EXHMEEERE 71 5) X
FIEEFBEDOREY S2XREBICE T 2BMERBRFOREICET S2EKREH (PR ISF6A1H
BEAFBEAREEEREENFRREM. FH27F2 A 20 HB—&HIE) ICEHON-EYEZAN
THYERRERET SHBIC OV TR, AEREHICEDE, HEBSAERE L AEREHA~D
BEMEICET 2ECRR - FHEHERD S5, EATERELEZLODELOREZROSZENHY
F9,

15



V. ZARAREZNOBES

1. REMERBEREZOHS
(1) BREHF

FIRSN-ARARZREICOVTIL, ARFARREZERT L AMED LDOMT., BORE
FEQORAIEVEFEORZIMAMARZNZMIE T S LICHGY FT, FHITERRIC AMED i
CENLET,

R EIET HICLS-->TIE, FEFTMEESR. PS. PO FNEREHFER. FIRBFICHIIAIE
HEHRBLZINTOENMES., ZHONE BREOBEEZEL, ) PAENNADERICELLHIMGES
FIZIEK, BIREN-AREARRETH > THLEHN LGV ELHY FET,

LHFR/RICBEVNTH, FEOMEFIZLY., PLE/LVEFLELERICIE. ARBAXKEE
DRELXEHIE GTEERICKLIRHETZED) FXT52&rHYFET,

PS. PO &A', MIREBKREZHRE L. EEEPTORRRARTEORE LFICLHEHNEEL®
REQOHRILEZETIIELABYET,

X EORBEHEE (EORSSEHEARVARARARBBELRTLEZLOZEN S, ) THIRKBEXILHE
BRI OWTIE, HEOBHICEDELREERVLREEICHIET 2MEMERREXEHRMARSBEN
BLHEBAICZERY. AMED EDIBEZRE T, AMED Mo UZKEICATET 2 ERRKREXIITHERRES
PEAMZEHEMSZXINTE2ARZLEENHBYET (ZDHEE. AMED BED HHEMESTUREMICHKS =
EELEY) . COEE, MEFMESOBRBICRAIBHEICTOVTIEARBEORICEEL CWWEEET,
BH. MRAEICSLNT TAEREEL & THE#E] OMRABRS—ARMICED IVLEEIBOLNDBEESE
TH-T. [7EEE] PEOEZEEBECLMEGEICE. ABRIZBVWTE, BERELLTRYKS I &
EEDLZENHBYET, =L, BEINOBETH-oTH, BEIEICHVTIIHERERTS 2 &£ %#RA|
EL. EHITAMED ORDICIE L TEIZCKDREP AMED IZKBEEZFICIELD I LEEBHELET,

(2) BHFHEOERICONT
MERARERBORIRE., FONEZHOMENEDONDS LS. ARFARFEEEERT SHEL.
(a) ENRHARRAFETES. ARRAEFEERVTOMEZHICLDELEE“OER
(b) EHEIRDEGREDRBEBEONGF
(c) REHHE. ZAMBRERUVBBERAREEZORR
EEBELTESDENHYET,

X 2ARFERAEEL. BREOMRAZRREEZRICHRFARBECLICE—BERVEEEEY ., £FK
HMEOMRFAREBEEPLIC, BAXFE. HERRANE. HRFEARGS. FEHEFZRHAL LS, A
FTEER. FEICETSFHEESDORNRUVGME - FRIBCREES EHEOEREHND—DLELBYET,
MEFRFEZE. EFEEORAMEMERNBREORIC. BN LICE—BERVEEFT,
ZTOMEBHICBRELGER GHEEHRAE) X, BRERCHETERLET,

(3) BWMICATHEHLE
AMED I EEHARRAEZNEHLERAE ] XEDE, BELLGIBFHBULEZIT TS,
X https://www.amed.go.jp/keiri/index.html
(4) FEEXRFTOHRHPEOHERIZONT

FEXREFTHERAREZERT S ENATED LS. ZTAMERAERERSTED AMED ~DiIRH L.
ZAMAFERERHAROKRTANSEFEL T 61 BURIZIT o T EELTVEY,, EHRH
EiEx. COMEA. FEREFTOMRPHMOERZRSCEZEMEL TS EZHFER. #ER
[CEVWTRELGEFDEMRICHZH TS,

16



(5) ZAMRARBOEOHEEEFICONT

LREEOEZAMRARZOAMBR TR, FAARMARZNBICESOTRE L TV EHER
RHAEREREZERTTITOEEREICL Y. ZRAMRARBOHEOEEZTVEYT, BERESF
LEWNT. BIRICET IRBOFAEFEARFILZZRAEHF L L TROONLBVREOHITENFIBAL
EEAIE. BREO—HXIILAMOBEERDIGEAHYES . T, FTERAFEZT>LHENE
EEIE. TORBTORECIY—EHEZNZLENIEEGYFET (V. 8. (Q)IEZSRLTLE
LY,

2. RRMEREBEOHERARUVIILLEF

(1) ZAFRFARBOHEH

AEETEABREFNERICEVTHBELTERT A LICHE STV A REA/AERENRRIRICED
S UTOEBYERBRZERELTVET . #F#lX AMED O TE£EMEMARRZNEHINERAZ)
ESBLTIESL,

KIEH E&E
EERE g MRAKR - fffm - AR, VI boz7 (BE®&A) | EF

BAE. BIERAEE - #H - HRAOBAER

& MRRAESMEICEIRE. NEEEMRFOBBERAREICF
BIRE

ABE B | AR ABZANRAROLHICERT 2HREZFOAH

& =1
HE  HEKRE, 58 - BS. WEBRE. R - BR. BHF
BEOBEEFDNRE

Z DAt LRDIEFEN. SHZEAMERRERTIH-OORE
1)
MARRERER GRXERH. #®XHRER. HP {FRER
F) . 2BE. ERE. #%)—XER. #FBEER. M
MEZE. NEE. SV, FEBRMEIFICRLSEERNE
LEEF

PR R EEERICHLT—ELE G0%E%R) TFLASHh., ARZAAEREOE
RIS S AREBEDERFICLEGRE L L THEEENERT SRR

2 1 https://www.amed.go.jp/keiri/index.html

¥ 2 AMED MEMKZEAN, REXRFABEEAN, HITBUEA. FEHEA. BHIRZEA, —BHEEFEA
—MEEEAN, ABHEEA, ABHEEA. REAEEXFIRIRFEFLEEAMRFARZNZ/HEL T, iR
MRZERTIEEIHESINET, Ff. —ELERL30%ETBADLILEIHY FEHA., BOMEFHE (B
THEBEAEMERC) [CATBET IMEETHIGSERMRNERYFET, GH. BERE. 7EEE (
EDMRFREEFERC) [2O20VTH, BENSIIEERECKE L TR ENET,

(2) ZFRAVAERAREDEL

MEFREICDEGEEZEHL, BEZHELELT LS, BEOGFLERUBEE, RAELT
AMED [ EREAMRFHARZNEHNERAZ ) “"OEDICLDELDELFET,
BE. FRRE. BRRE. 770820 73RBOohFEEA,

X https://www.amed.go.jp/keiri/index.html

GEX1) AMED [2ETH5HRETERER - [RASBRTORAMERRERNTIE. THREBXZEBERNIIERKRHAR
BT HEGIEMREANZNEEAR] 2AVDCENHEF T, BIREN-HARBHEZENZD
HREBOONDEHERICIE, HoMLHEDON-RNEZERE ( HIRETERRIIIERRARICE T
BREMRIMBARE]  (RFH) ) ITE DA - BRRERICE (T 2EFBRENITHON S AKH AR
EFEhTUONE, EFSFRFEAREEORIN D EREEIH L T—EONIRATKETES

17



LDELFET, FMIEAMED THAREDER : ARBFTERBRXILIERARICE T LERBEEEEOER
[2DULvT1  (https://www.amed.go.jp/program/kenkyu_unyo.html) ZSHB LT EEW, BH. AR - BEK
HEBOEBIEARFNTELTLSERICEVTIE, H5o0M. #kARTHLIAELET,

GCE2) HERMAICELIMREQBZERBL. ARMEICR T THEEODNRMERZBME LT, AMED F
EDETOMBAREREE., RAEREREAT AL - AHANVOBBICHRET HEEER (X—/3—2
VEa—4) OHBAY—EXRZ. HAHETAHRATESL5ICLTVEY., AIAZHELTWLSHEE.
TRLAERZREAT AL - AANRNVIBBRA—NR—a 21— 2 XTLAAMNRNGA &
(https://sc.megabank.tohoku.ac.jp/wp-content/uploads/2019/04/uses_fee 20190401.pdf) #SEIZERAZELL
TLEEEL,

(8) ZFAMARFARBEDIILL

XIMVEEE, MEHAT LRV LUREEICRETHIEERBRERVHERBEDSHEELZYF 4 KEIL
EEZERAELET,

(4) ZEROFRA

B (KHEB) CLOEEZMAICRIENEZTEEICE ITOIEEREDHRED 50% (ZDEEH 500 /B
MIZHEE-EMEEE 500 FA) 2B2AEVVESICIE. EREAXKHEEDESMHEVIIZLEAHS
CEFRIMRE LT AMED ORARZEZRTICHRAMNTEETY , F#llE. AMED IR EFHARZHERZRL
HERBAE | M THERELTLESILY,

X https://www.amed.go.jp/keiri/index.html

(56) MRERBICHRIEREFOMNEFNOERICONT

BENESOMEREORITICRSIEERS] (FR20FE5 A2 BRE HEWESICET S
RIFLERESBEYE) ITRENTVSERBEAEOEFROE AN S, BELMITHIIAT SIINELE
ZEEL, EXEZTTOEEOERFEMD 5 FRBVICRELTLESL, 6. BEEOREREIC
RAFERAEBICOVNTIE, BTEED 6 A 30 BETICHERENTEEREZDRENMAVELLRYET,
Ff#B(X. AMED IZFAMREARRNBHFNEHRAE ) *CTHREL TS,

2 https://www.amed.go.jp/keiri/index.html

3. RREMERREZEDEM

EXOEHIZENT, HRICEL TOERDREXIHARAXDRE DR, FHEICET DeEFKHE.
[RDER. EMOAFE, TOMOPLEFTLVERHICEY, FERNICKHZRTI A ENTLE
WERICE, MBREOERRZEZR T, XREFERFTTORBZEZRDIBEEN/HYFT.

FHIE. AMED I REMEMREZNEHRLERAE | IS THEEBL TS,

2 https://www.amed.go.jp/keiri/index.html

4. REXEERT SMEREOERF
(1) EFD&ESF

MREEE, XAFXORBICH-Y, TORENLPHMEESTHS L z2HH. BRI IEDETSH
ZESFL, EREHEENDOVEMIZERT 5L 5BFDTITNERY FEA, BT, FETAS . TE
FERA P RURERBE* (UT. ChozhbeE TIFETAFIE NS, ) ZHLETLHHEEZELS
CENROLONFET,

X1 IRETAI £1F. IREBZICEIVAEEREVTITIOA-, MEXIIHEEL L THhEFZEIRNZEK
MEFEREBZELLB 2 LIZ&D. BERXEERRINEHERRDOFITREINT—2 PHRERE
BE (UT MAXEl £S5, ) OEE (B2%F35) ( ATARVERZWL., ZAZThORBEOERIL.
UTFIZCEDHDRECAHIZEYET,

7 ESEFELEVWT—42, IEHREEERTHI L,
4 BEA : IREH - #3R - BEFZEFITIREZTV. T—42. AEFHN L > THONEHBRELZEET
HWOWEDIZMIT B &,

18



D ER MOMREZFDTAT47T. 9 - BFAE, T4, BIRER. RXXIAFEL. 4%FAREQT
BXITBENLGRTGECRAT S &,

X2 IREFAL LI FARBFICL D, BEXEEXRGBKXRIZE S, 2HHAREEOMOAE~DEAXIEL
MR RESORMFOREOHBLINICH LI-FHICER LIER (MEFEZOMICEE L -EBHXIEA
®m, AR - R - BH - HAFSA UVFICERLEFREEOERZETCHACALGICROALL) ZULWE
ERS

X3 TRERIKE LI, AREEDN. AY TOMTEOFERICEY AHRRESEZZHRT LI LEEZVLLET,

* FEEOERICHENT., THEREHEF] L3, PHRRERICIIHAREIDICRET 2HRE. KilTE. AEMH
BEZOMARFHRIEIENICHET SFHITUFILIEELVET,

(2) HEGEHEIOJSLOEE-ET

FETAEZRAICHIET 2EMEND—IZE LT, AMED [, REBXIZSET A2AREICH LT, B
RMEBELHBICETS IOV S LOBEE - BTEZEBEMTHILELET, AEHEBEIC(E. HEFICH
TEHERMGELBTEZEHL. TOEBIKRE AMED [THREL TV -EZFEY GEHIE V. 6. HikU
AMED Oz JHA FETELEEELY)

BEHE. AMED DNERLEZIZEM DO LT HEMRAEENBEEHERE-ILVEEIE. TEMEHRH
REDEBRIEI—HORTELELZAERHBEICIERTIZEAHY F9, AEMBEIX., IBRICHK-T
RAMRRAREOMITEEFLL, ETRAHLSIETHRLAGWLTLIZEL,

(3) FBEMRRDEEICDONT

MEDONEM., E@EMEHEET D=0, AMED O IHEEHHIT2FEHRROEEIZET 53R81]
RIFEGRPAZEMITRAE 21 RITEDE, AEARZREICEAHLLIAEEDOHEHERIKE LT ELIZEE
THLEELIC, TOHREFTH>TWEEFET,

RSN AMED BEICE TA2MBRKICENT, AEHERRERUMAERFELIEE O FIEE
RZEBEVIZEBE L TULVELE AMED AT L7-354. AMED [IFRZE#EEICx L. EDIBEXITFE
BEEDREDITEYY dUIZ AMED M S AZEHRE X L TR LI-AREED—EHBRITEEDIR
BERETSIEADYET, MV, 7. IRV AMED Dz THA FETEL LS,

(4) ZEH - REEHFOETFIZONT

MREARBEEERT HICL->T, HFHORE - BHZLEL T HHRHAK. EAFERORK
VWOERZVLEELT HHRFAR. £HHE - REFRITHTIMBELEL T OHARFARE. =5 -
MEBEHZFICE D FREMPVEGHARIEEN TV IHEICIE. HREERNNOBEZESDOER
ERAIEVELFMEEIToOTLEZLY,

BT AREEFRES - EHFIERL. ARFARZRELLBEICE, BREFHFEOIILS -
SAIDHREGDEMN. ARBEPZER. FIROMELFZTS>HEEL/HYFINT, BELT
f2ELy,

Ff-. BRAZRFEICHFAORE - BHACHEMNI VLU REVELT IARRAEXLAEZ
BUHEICIE. MERUFIROREOTIRWIZDOV T, BYILRIEEIT> T,

ChoDEFRER - BEHFICEAT IMARBICE THR/REFEOKRICOVTIE., BFEORTHR
XFEAMRFARRER TR 61 BLURNIZ, REAARFAREERESLBFTEN— DL L THEEZT
TW:EEET,

BWITTATHA I ORICEAT HEMAERMREICONT, BEFEALEDDIERTEOELLDEFILUTOES
YT CORMNMIIRARARABICE STERENEDONTVRIBZENHY EFTDT, RFDH
EICTHERLTLEEL,

O ENCZEY (Y 0—UBMiEORHICET 2EE (FR 12 FEEE 146 5)

O RFEDFHRUVBRFEDEEICKT 2ERICET HEE (TR IS FEEE 106 5)

O EEFHBALEVHFEOEAZFOMRFICILEMESHREOHERICET 5EE (FRISEEEE T

=)
O

BEERFOREMOERFICET 5EF (F25 FEEE S S)

19



O OO0 OO O 00000 O 0O0O0O0Oo

O

(5)

BEERFAZE R (ERK 29 FEEEE 16 8)
BEEOIIRWLICET 5158 (ErL 31 EXHREEETE L B)

B~ ES #BOBISIICEET 68 (TR 260 EXERPE - EEFHESTE2S)

E ~ESHIEDODERVUERICET 5158 (FERK 26 EXEREIFEEERE 174 )

E b iPS MifAX (X E MEBEMES S DETEMBOEREITOMEICET 5158 (FRK 22 £X
EBFIFEEER 88 F)

ErT/ L BEFETARICET 2MEES CER 25 EXERZEE - BEEHEE - BFEE
HETRE1E)

EXROBKRABOEEOREEICHTIET (FTRIFELEETE28T)
EEMBROBKRABROEROREICET IET (Bl 17 EREFBHERE 36 8)
BAEERSFAROBRABROEROREEICET 52E4S (F 260 FEEFBHESE 89 F)
EELOLEHICHT IEBRABROEROREICEAT 4T (FRIFEEEFBHERE 21 5)
EREBROLEMEICET 2 EERABROEROELICET 284S (ERI17TEREEFBHESEST
)

BEERSFHAGOREHICEAT IEBRABOEREOREICEHT 24T (Fl 20 EEEFTEBE
S5 88 5)

BRERBAZEEMEITIRAI (ERK 30 EEAFBESE 17 5)

FMETHHEINZE MEBZRAWVWHAERARDOEY AIZ2OWT (ER 10 EEEMFESZSE
FA)
AEXMRETIEFZLRMEICHET HMMEES (F/ 29 EXEHEESE - EEFBHEAERE15)
BT AERFHBREMEICEAT 51658 (FR 27 EEEFBEERE 344 5)

E FZEEOERETS £EHEERAERICET 2MEBHES (FEk22 EXEHEFE - BEEHE
HETRE2E)

HEMEZICH T 2BYEREOERICET 2ELRIES (FK 18 EXERFEEERE 71 8) .
EEFEBEDOMET SEMEEICHE T 2EMMEREDOEREICEET SEKRIES (FRRI18FE6A 1
BEAFHBAXEEEREERPERERAN. T 27 F£2 A 20 B—EKRIE) XITEMKEEDRR
ETOMEHEZFICH T I2HMEREOEEICAET 2EKRESH (FR18FE 6 A1 BEMKES
EMKERIsZEEREEN)

BRERODMBOEERUVZOFNANSET HFBEOAENDEFELESICET 168 (FK
20 FEIFEE - XEPRIEE - EEFEE - EMKES - BFEXE - REEERE 1 8)

X EGRERVLRLE2OERICONVT, FLLEUTOIzTHA FESHBLTESL,
FXEHFEESA THA T ADLE TERRE - KL HEHE]

https://www lifescience.mext.go.jp/bioethics/index.html

- BEFBE THRICET SISOV T

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i-kenkyu/index.html

EAMEFARBEOWITICOVTOEEERR

ZAARMARET. ZAMRFAFEZNICEOE, ARBBEICHITL TV EEET, TOH. B
RHEE, HREFNESFOEEIHRMBOERICENTITOIANE] LORAIZHEL., HAREED
BREICEVWTHREDEERET O TWELEEFET,

(6)

AHERFICET DAL ES

(a) FHIZHICET 2ICET

EMMEHEEE. HREFDICESTEIFETANORSFICETSHA4 5401 * (FRL 26 £ 8

A26 BXERFEKRERE) . HERMEEICHEITAAMAEENDEE - EEDHA FSM4 Y (EifE
#) 1 X (EFR19FE 28 1S BXHBERERE. FR26FE2 A 18 HRIE) FIZAIY ., ARSI
EEAEEZEINTVNAEFEICODVTETF LTV EEEET,

¥ BAARSTAUITONT, HFLLRUTOI T THA FESRELTIEEL,

- THREDICEFEFETA~NORSHFICEST DA/ K514 )

20



http://www.mext.go.jp/b_menu/houdou/26/08/1351568.htm
- THEEBICBST2A0MMREDERE - BEBEOAHA K514 (EEESE) |
http://www.mext.go.jp/a_menu/kansa/houkoku/1343904.htm

(b) AHZBIEZEDHERIZDONT

AEXOZHITH-Y, BRRBEEE. ThTNDOHAS RSA4 VEBFA-RHIBEEOERK
REFIZOVWT, UTOFz VI VR MIKYXHHREE~NREL TV EZEEFT,

Bz THA FOHFKIZEDNT, AMED A RIRIETYT 2B FTIZ, HHRHEEL S ERIE
HIZ, eRadZFIALT, Fz v I URMERBLTLCESL,
1) KEEEEFECTEFz v I VR E

R W THARBBEICE TS5 MMREDERE - BEEDOHA F34 Y (EEEE) |

- B AL - http/www.mext.go.jp/a_menu/kansa/houkoku/1301688.htm

IR B % XEEFETMRRERRECEZERFHESHESE
2) IRTFETAFI VIR

B W THARFHCE T EFETANORISFICET 504 K34 2]

- B AL http/www.mext.go.jp/a_menu/jinzai/fusei/1374697.htm

IR W % XERRIFEARERIN - FWBERBAMBERREA RN EHES

(¢) FzyvI IR LDRHEOVEN

(b) IZ#BIFE1) RU2) OFTYH)AMIDWNWT, XBRFEDMEBEEADGEEIZ L
DTAREEICAVYEIZCFI VI VR MEZ—ERHLTWRBAE. REEICEITSXERZED
BEAOREXIIZAAEMFKZNOMBEICRL T, FRITRETILEEIHY FHA,

fzZEL. ST Fz VvV VR MDRHEIBEEROSNTHEYEITDOT, BEELUBREMREL T
EELZERTAHEIE. DEELKL. £1 RHO TXHHREE~NEEEBSELLED,

Ffz. 2) OF v VR MIDOWTIX, AEFEZ1TH7% VR R UBIZEEE (X175 A XER R
PEARUVXEHPFEANET AMIAITEEANSFEDRA,RIIHBE 2T VMEREIZ DT H,
RHEEFFETT,
¥ e-Rad ~MD &%

FIvI R FORBIZH=2TIE, e-Rad DR ATRELBENE S TN EARBERYETDT, e-Rad ~
OHREBEDERFHEEET > TORIVMEBEICH-TIE, BRICFEHETEHSEOLET., ZHRICILESE 2 BEREE
FELFTOTHMEBELTLESL, FEETOHMIT. LITD e-Rad FIEHREERITR—20 LR FLFIA

[CL7=> TOERER ETEIZELN,
https://www.e-rad.go.jp/organ/index.html

(d) HE~DHS

Fryv VYR MOREO®R., BEICH LT, XBMFEICKEDAHBERFORRICET HREIC
WBAZEWEESZERHYFET,

(e) AHHAREDEREHMERUVMEREHIBFDHREIZ DT

AHEBEFOHRSE - AEFIZHEVT. TORHBEBICFRELAH S L SN I-AREEICDONT
T, XBHEFEDOCHREFERVOTDBRTHRZTLE-EEEZGATESNET, TOLTEESK
HOBEITARH NG WNEE. BIREEE. XHHFERUVXBHZENTE S DHILITBUEADL
LEDSNLIETORFMNEEDOHERBHINFNHREEZR TSI ENHYET,

5. AEXOMREHICSEIT IMREDEHF
(1) ZAMRFEARBOQENDBEELZHITIZONT

AEXICSEYT SMEEFE. AMED ORAMEREENEROEELGRETHOA TS LE
THRICREL. AEMNDBELGHITRUDRMNLGRITET 2EBHIHY FI,

21



(2) WBEIZIBTFHFE

AEXICBEYHHMREFE. BHICRLTE. BEAVHARFARREERRT SHEE~DEHERHA
PEAREERIFOFEZEZBEIICATOTLLSLY,

(3) HRMEHEITOITILOEE-ET

AEXICZET HMEEE. FEMR - FIERG - FETAZRAICHLT S1-OICHARMEZRT
T S5TRISLEETIILENAHYET FFHMIT V. 6. HEZSRELTESL)  BH. B
MEBHEITOT S LOBETHNEEINENERICE, BTHERSNLIETOHM,. ZARRFERED
BITEZFLEFETEHEAHYETDT, BELTLESLY,

6. ARMEITOT S LOEEE
(1) EBBXdgE-BETOTIL - HMIZONT

MEMBEEN., AMED OFRET AMEBIZEYITONIHAEZEICEENICSE L TLS & HE
TEIHAERZIZDODWLWTIE, LFOWTAADTAOYT S L - EMEBESETLEEL,

BN ESRRELHAEERE ~KROEF. FUDEHDT—RTv o~
(AREERATHFEEE)
*APRINe 5—=>470% 3L (eAPRIN)
- [HZORBRELERBO-OIC-HELHEEODLE—]
(BARZMRES RHEORLLGERDO-OIZ] RERER
- REBEAEN LR EABTHICEELHELI-TOI S A
Ff. BERBRZEICEVWTIE, AREEEMRUSEREEME. ROONDHEFICIE L THEE
RMRZBEEICERET DI ENTES LS. ARICEHT IBEBARICHROERRICHLELGHARFESF
DOHBRUEMCEAL T, +RLGHERVIEEZTTOVERTAEGELLGENIE, EENRTVET,
HERELELGDIAREIE. UTOWIT M ESLTZEL TS,
OEERAEICHET 52FEZRMRE LEBERARTRBERENERET SPHE
QLEBIZETHELDE L THEKEANRDDI LD ERERMEDZAERUNOEETERSINDD
DHLELD)
GE1) B LSEMERADSMOA IHBIFICZALEE A,
(G¥2) APRINe 5—=2% JRA% 5 Li(eAPRIN), ERIRFAERD 1= D e-Training center (A ARERFE
ARBREEELZ2—) | ICREBEKMEAMZEO—FEDEHIER STz e-learning HIZFZH L
BHEHLOTIN, HREXEMMIEERICZEL. NIBTEBLTVSIENMRETT,

(2) EEBEHHIZOWNT

BiEXMEEE. RA. HEAESHOVEERICBELTIEZEL, TORLEVICEBELTE
Sy GBEODBEBNEDELHEELNHYEY) .

(3) HWEHBFOKRENDONT

MEHEFL, BCOHE (BEREZEL. ) ITETHLER (1) OBREXRAIZ, £&E (1)
DTATS L - BMICE5HARMGELEZEESE. BEKRE AMED A E LTSS,

(4) EBKROMBEIZDOLNT

FRMBEHRY FEHD L, AMED MEET 2HXOBERRBEE L. AMED FIEAE - %
BE) ISEF I 7 ALTRE LTSN (FEERETY, ) .

HEXMRE T2 FELURICHABSNEZRICETIBENRE

22



7
=

R SM34FE5AXA
E 8. HREGEHF OIS LEBKRREE)

(AMED @z 744 FLUYKXEF V2 A—FLTLEEL, )
U R L : https://www.amed.go.jp/kenkyu_kousei/kyoiku_program.html

REAERVIEH%EEX. AMED 9z JHA O THHEQNE] O THAERGEZET OS5 SL] O
R—L (EEURL) [CHfI2&FE3 AEICEBHLES,

(6) &BHEEERE

MEMEBLHET OIS LICET 5EME L. kenkyuukousei" AT "amed.go.jp NEF A —ILTEEL
TLEEWL ("AT"DERZ@ITEATLEELW) &

7. FIEHERDOERE
(1) AMED @ THAEZEEICHTHFFHRICEEICET 2R8|] (CE DI FFHRERE

(a) MEREFIZDLT
MERERRERUMAERHAESPEE, L. AMED Dz JHA4 D THEAE] R—20D
TARFARICE->TOREHERER] I2HD IFARFAREE—CE) OFXEIHFHNELRYET,

(b) FIFHRBEEDHEHIZDINT
NEEILX, BEFARFBICOVTOREEDZNMEIETIC, EERZEESEFICH L TREN
FIBWEARICOVWTIREL-L T, MERARZEEICS THAFBERODBEICDOVWTEHLHTLL XL,

(2) BRERBAZUEMATAREIE 21 RICE D FBHERER
ERICESVTHBEREBEEEL TCEELN,
(3) FRAREEREBEZEDRHICONT

EMRELEFL. EFERTRIXEIZAMERERZNOKR TR 61 BURIZ, FIBEREERTHRS
EEMERLTIRELTLCESL,

FIHEREBRKIBEEDOHRN., REAZERVRHEZFIZ. AMED V744 b MHFRAE] O
ARFERICESTLHFBHEREE] OR—DICHM2E 1 AEICHBHELET,

https://www.amed.go.jp/kenkyu_kousei/riekisohan kanri.html

(4) &HEEEE

FHEMRERICEAT 5 BME L. kenkyuukousei" AT "amed.gojp NBEF A —ILTHEY {2
("AT"DERZE@ITEZATLEZELY)
* FIEAREEOFMDOLNTIE, LTFO AMED Dz JH4 M THEREL T,
FBIREHCE T HARAROEEICET HRA
- R8I Q&A
- FIBmAREERIREE
https://www.amed.go.jp/kenkyu_kousei/riekisohan kanri.html

8. FETH - FEMEA - FEZHBADXIG
(1) AETH - TEFER - TEZBORERVHAE~DHHEF

ASBXRICEHL, ARKEBICKH L TAE TS - FLEFER - FEZH (UT. ShozhhHteT IFE
TAF] LS, ) ICTRIEHRE HRECLHTRERFONTHENINSDERHILET, ) AHo1-5
BlE. REBICHEITHIRETAE~NORIGEIZET S04 K54 2] (FRK 26 F 8 A 26 HXEFEIZE
KERE) . [AEEEICETH2L0MARENDER - BEEODHAN M4 (EREE) | (FR19F2
A 15 BXEHZEXRERE. FR 26 F2 A 18 HRIE) . AMED @ [HARFENIZH (T HFETEEA
DOXIZET HRA) [TAIY ., ONEEZFHEAETZHBLIZC &% AMED [ZHREL TS ZELY,

MEBEBICENT, KABEIDELHMINIGEE. AEZEREZHREL. AEAHEH. ABERR
RUAEEIZDOLT AMED EELEITAIERY FE A,

23



ZDZBE. AMED [, REICKHLT, AABEFO—HBMEESL LT, HEREERUMHEHREICH
L. AEXOMEEDHERAELZHG LA EAHYFITDODTHELTLEEL,

Fi-. ARBEBEIL. AMED @ HIEREHICE THAFRETEZIAORIGIZET 5RA]] ITED LN
HRLURNIZ, AEFER. TERLEZER. FEICEAE LEE ELIMOBFNESFICHSITLERE -
EBEAFOKRE. BRBLFEZEFZEORERMEEZ AMED [TIRHL T &L, HESEITEY AT
RNEFEE, HFLLEMREEFREITHIFETE~NOREFIZETSIHA FS54M4 2] (FR265%E8A
26 BXERZERERE) . MHEEEICSITA2AMMBEDETIE - EEDHA K542 (EEHEH#E) |
(FR19 %2 A 15 BXESHEFERERE. FR26F 2 A 18 HHNIE) . AMED @ #HZEEEICHITS
RETAHEAOIGICEAT /KA1 ZSBL T ZELY,

HE. AEDBETH-TH., FTENEEA—HTEERINEERICIE., FOMIZEEL.
AMED [ZHRET D2HENH BHIEH . AMED DRHIZIH L. ABEDKRTHITH-TH., FAEDOEBH IR
HERVABEDOTEIHREFE AMED NEHT H2HEAHY ET,

EHEIL., ABICKELHIE. ELLEHIHLBEEERE. AMED ~DHZBEICHRIEH
DIRE XL AMED IZ&SBE., WHREEICIE CLHRTNIERY EFFADTHEELTLLEELY,

MEEENRRIBEZDIRHIIBZEIE L -1548(F. AMED (&, HAE#EICx L. BEEED—F
BEHIR. RAMREAREOHITELZEDHEZTOHENHY ET,

(2) AETH - TFEFER - TEZBEARBOONHEIZDONT

ABXEICBWT, FETASELRH--BE. MRBFDICETEIFETE~ORILHFICET LS04
FS4 21 (FRL26 % 8 A 26 BXEHEKREIRE) . MEEKBICETL0MMREDERE - EED
HARSAY (EREE) | (FR19F 2 A 15 BXEHMZEXRERE., FR 26 F£2 B 18 BHIE) .
AMED O THEREHHITHIFETAZEAOXIGICEAT HRE) ICEDE, HREERUVHAEEICH
LT. UTOREZITLET,

(a) RMDMERF

AMED (&, RBEICEWTAETAEN RO ON-BAIE. AEHEICH L. ZRAMERREZHZE
Rl L. REMEFAREOEBII—EOREERDET, AEHEEIZIE, REICH--> T, REIC
RAEIMEHEBEOZBEOANSHMMAOBETORRIGL., MELEZXIL>TWVEZEES, &
H. COMELF. YZEANRHREBEDE (ZO—HEMTLEBEICHEITE2ZOROHARMICON
Tl&. BRMMEEZIZRR L 1=%8) ITDEHF 10.95%DENE THEL-EEDEHBENANT AMED IC&EYEHDD
DELFET, Fl-. REELBRAARARELRMF LBV ENHY FT,

(b) BHERUSMEKDHFHIR

AEEICBVWTAETAFEZ T HRBERVUZNICEERIIEEZES LRESNEHAEREEIC
L., FTEDREREIZGLTUTORNDESY ., AMED OEE~ADBBERUSMEKRDHEETLET,

Fr. RBXRICBWVWT, FETASHIRESN. BERUSMEROFIRILEL Sn-HE. B
FEICHERUSMERHBOEREZTOEZHRELET. ChiTkY., BRFEEFOMERESHIE
ZIZHEWT, EHRIZ. BERUSIMEBIFIREINZBENHY FT,

(FEFTAHDEE]

RESN-BLURT., TNEDORIHIEERVEFEUR | FULE 10 FURADOETRETA
DABRFEZHEL THIE LD LN S HM

FETHIZRLIERHRONRE RETHDEE B &I PR AR
FREF|] HROBMHOFETHEZ
A TICELEEERLTVWVEHER 105

E Lt |E BEBELGE
& 2 FEF| UZAXENELT| LUBPFORAEDOER~DEE 5~74




ABRH | EAESEE (BB CHSMBENKE L, LT

EFHEIC|EEE. RERE| AOBEMIATOEHB SN D

BAHX EXNEZCALDL| HD

FORE | OO tmsnonnokR~ORE
0 < En i < | DHEMEBEANE . RITT

o) AOBEMAENEHSND | OO
L0
RSN OES 13
3 IRU2ER < FEF A .

ELFE

LS FOMEDER~ADEE
_ PHEMPEENKRELC, XIET
FAETBICEHESLTUVWEVNEDD., FIE ADQEBEENSEHEH IS 2~3%
TRADHHOI=HMRICRIMIFOREZ | ¢
85FE (BEBRESE. ARREFET | " - -
ChHoNELREOEELES LREE | IHAHORRDER~NOHE
ni-E) PHESHFEENNE L, RIFFT
ABDEEMHMNMENEHIBIEN S
LD

1~24

(FEFEA - FEREDHR]

AMED WEEZRELE-BLURT, TNBEBORYH2EFERVEFELURE 1 FLULE 10 FLAD
M TAEFARUVFEZHEORNBTEZHEL THL RO oM HHRHE

AEFRARUVUFEZHRONRE A% I PR HA RS
1 HIREFOFEFRADEEN. HE~NDEEN NS L, | &
MWOITAEDEEEHLEVNEHEHEINLED
2 MEREBFOFEFERADEEN. HE~ADEENKETL, 54
NOITANDEEMLEWEHIHEIND LD
3 1 RUP2UNT, HE~NDEERVTAEDEBESEEZHEL ot
THHESNDED
4 1Hh531hhbhbd. EAORENFIEEBS-HIZE
ALESE 105
5 BYZFTOMFENDFRICEYAIREFHOMNREBFELLT s &
RIRENB5E
6 MEEZFOFAEFERICEZEEBAS L TGV, EETE |~ 2
EFICERLTHERZT - LHII SN DI5E

X1 UTOBEE. BRHREZRS Y. REIERZENT 5.

1~ ITEVT. HEANORENMNES . THOEBERLEN K Sh, A OFERAENVELES
FOITEVNT. HEADEENDME L, TAHOBERILEV LK SNIGE

X2 6I220WTI, EEIEEBECATOAMREBOEBEROEEZMELTED S,

(c) DB EREEFIETRHERVSMEROFRATHONHEEIIHT HHIR

AEXUNOBERITRITBEAFNIAET S, RENEHXIEI—HBILEETHLIMRESHE
[CEVT, FETAFNIROONBERUSMEROFRNMITONHEZICOVTIE. TOHIRHE
B, RERANOBHBERUVSMEREFRLES . ERFRRIC, AZMREOELEE~AOHFEXL
SINALMNER S I5EE. SRBREORIRENMYBETLENDHYFET, FLEAMRFARR

25



HFRRIC, AZMREOERZEZADSNAALA L -HEIF. HEERHWEMRI S LEFN
HYFET,

(d) OB REEFETRETAFET 2 LRVAHHBERITONT

AEBXIZBELTWSHAREL., MOMAREEHECTCFETAZEZT ORI BHLIELTER
ENHo-5E. BEMEEOMBEHEIL. BZTFEEENKAERICA-I-CLE. AMED IZHRE
TEEBDHYET,

LEMEEZITT. AMED [F. BELEBOHDHFEICIE. RAMAERAKEOFEAD—FEFILEEZIETR
TEHZERHYEFTDT, BELTLESLY,

Fr. BZMREOFMBEHEN LEDOHRET IRFEZE - IHEICIE,. FAARMRBZNDOHER
ZEET5HERHYET,

(e) FEEEDARK

AEBZXIZBWT, £iE (@) RY (b) ORE-HEZEHEIT LSS, HREHICHSTHFE
TAE~NDOXISEFICET 204 K542 (Fr26 5 8 A 26 BXEBZXRERE) . HAEHEEICH
(THRHARENDER - BEBEDHA K542 (EREE) | (FR 19 F 2 A 15 BXHHEKER
E. FRL26F2 A 18 HWIE) . AMED @ HRFEICEITHFRETAHEZFADOXIGIZET HRA]
FIZHEV., A, SZBEORNBTFZARLET, . ARICEARFEICELNTIARTSHI L
NHYFET,

Flz. XEBERZEDOEAA RS54 VICENTIE, FEZRE LGS, AEEBEIXROHIZHAE
BREANRTDHILLESINTVEIOT, FEEICEVLTEYICHIGLTZSWL, GH. BE.
XHHZEIZBVWTARLTWAFREEEOMEICODWTIEUTO Iz THA M E8HBLTLE
= AW

% http://www.mext.go.jp/a_menu/jinzai/fusei/1360483.htm
http://www.mext.go.jp/a_menu/kansa/houkoku/1364929.htm

(3) AMED RIO #Y FT—9ADEEFIZDLT

MELIEZFTENZNENICHET SCH-YFELTIE, AMED ERHE#E. H 5 WVIXHEHEER LA
FREXBEL, EWNMZBALH - THEL TW ZENEELEEZONFET, £ T, £EMIZH
EHGARDETEEHET 57-0IZ. AMED hoHAREEDEDZZITTVSHAEHEDAELIE
BERENKEICHERBENTETHIHEFRE T N RIO (Research Integrity Officer) Ry hT—% %
29 FEEICHILELE, RIORY FT—ZI220T, #ELLIFUTOY T THA *ESBLTKL
&Ly,

% https://www.amed.go.jp/kenkyu_kousei/rionetwork.html

AMED £2X(CSE T 2R EBOARMEZTEXERV IV TSA 7 UORAHEETERE (MEZS
HDETHRLAEEEELEFUET) ICIEX, RIORY FT—IDAVN—IZHE>TW=EEET,
ZHDRICIRET 5 REFRNR - ZWIEB > — ) O, AEBREBZBFTEEFERVIVTSA
FUORMHEBEEEICET IERETZATIHELHYETDT, BTRHRALTLESL, HELQEERE
FEDORIO XY FT—9~DFEEKIE. AMED BNMTWET, 4H. LFBUN T, ARAEBEEXHEICED
STWHEHBFEZFRIO XY FT—VI(CEET HHEIE. AMEDDRIO %y FT—9 Doz THA b
DERNIZLEZN>TERT S L OIBFELLET,

9. BIREBHNMEECOZEES
(1) HIROBUELZEFIZDIT

RRECHSNT, UTOBBISBNTIE, FRODYLEETS S EnBYET.
- AMED AERT HIREMOREMRET > LMSA
- AHHRBARBECSMT ZHREFIIONT, —EHMRE - SMEROHBAS S N1 BE

26



C AETAFICEYT ARAESFBSNEES
BRIZBVTEEMIE SN B EICEN T, RRMICEOFENE-ShEL - -HE
- ABITETAERNELEINA TGN - CENHIBALEES F

(2) FRENRE - FETHREEZRTEHREORARGIZOVT

REREEAILX, TAMRARZHOMREICH=>T, UTD (a) b (c) [TDVWTRARILET S
DBENHYFEITNT, BELTLLESLY,

(a) BIREBIZEVWT, AZXOHAEFAREOEEE L LT HRRARKRE] XIEIIITHET S
BEZZMNESN-ERUMAFARRRBLHAREBZHETHEFLLT IHRFARSEEI X
FCNICHEBITIREZTEHESINEEDN. BOFRETAER]IEHA K54 *RIE AMED O
THREBCETEIFETHZFEAORGICET HHRA ISEDNT, FEFTAFZIToLELT
MEBEFICLIRBEZRITLE (LEL. AREEFICEISIRBEICEDE, EXIFMILITEE
AFIZLY, BEHNEEEAORE - SNEROFHRERSGTVHO L ENEEFERVEXIEMIL
TBEEAFICKYRSNBREFNEEFAORFE - SMEBOFIROMBART LEFEER, )
TEGEWI &

(b) BAEHEICE LT, BOFRETASEXIEHA K54 XX AMED © THZEEEICH T 5 FIEST
BEAOXIGICEAT A ITEICARHE (UT TRAEL &0V S5, ) ORELELE->TWNEHE
IRFERTEEZ L. BEARKBICMET IMRHARRREBERUDIEE (BERRIELHLHHE
121X, BERAXICFFET PMERAEMEERIEICNICHETIEEEZ M5 SNEEFEZSD, )
CEENDIGEEICIE, HEXMREICONT., RAMEARZOMEBDRIE TIZT AMED (TEF
AHATHDIERVEZAREBEOEFZNZIDE AMED OTHREH TSI &

(c) IEH#HEICENT, EBEOFETASFEXNEHA FSAVICEDONT-TARHBEDOAKRFIREE LT
MEHBICERENEFINTNWSREFIEICDODE, BEFLERLTWLSI &

* AMED & REMERRZHNEMEL TV I2AEHEINFE=ZB LEALNEHE (AMED LA D E. BRIEEN

[CEEUFET, COE=ZFHIZDOWNT, UT TERFEEI E0V0FET, ) LTWLWBBEIZIE, (a) 12200 TIE, H%
MEHBEIE. ERRICHABTIAEREDNDS S THEMESIEE] (CHICHITIEEEEMFESINEEZTLED)
221 TH, RARIIDOHRELZYFETDOT, BELTLEEL,

X COEBICEHFSTEORETAFTRICAS RS4 01 EFE. BNKRET HEDHMDFIETAEADHIGICET S
BHREUVHAS FSA U EBRIBLTLVETS,

(8) WRFARMEZERVHES DR

BRIRREICONTIE, HARRARAEERVREED M EZRETCORKZEBEI S EADHYFE
TDT, HoMLHBELTLESLY,

(4) T—EIRXTAVENTSIUDIRY

FHEREICOVTIE, AIRFARKKREL L. FIRBOEAAERARKZNOBHEORICT—2I D
AV RMTS52% AMED ITIREXLTWV=EEET,

¥ T—AIRTAV TS UDREIE. 2HERICKYITHONIMERERBETT —22HE - kRt (F—4AR
—21k) TEIBLENHZILDIZDONT, AMED WHAET—2DFREZZEET I LICKY ., TRDA D MEE
RIFEmiE a4 5RE L. AT SE CEL M ERA REN COEEREC_ENRMAEDORBEHICRITEIED
=HIF5+4DTY,

¥ T—ATRDAVNTSUICIE, BEFE,. XL RHAAREER. WEIOEHSNEGT—ERUVT—4E
DB, AERET—FDHA, T—E2HAIUT A ALDOFRE - KEZE. VR M) (REFESFR) FOMpnES
BEEZFREBLCWEEEYT, B ZRRRICHESERLET,

X REBEFEDSILT—AEYAMIVTFAAMDRE - FABIZOVWTIK, FELAEWVWEES 2RO THOREEREED
AT S EELTULET,

27



¥ AMED = 744 kb https://www.amed.go.jp/koubo/datamanagement.html

(5) HEREDNFSELEERVBEDEF DR
(a) FEELGERICHT HHEE

HREN. A—DOHMREHICELSA—DOHEFARERE MERAREEFNSENSNLITAROEMK
VEDABRZLD, ) 1T LT, BRIFFITEEADERDHRFHNEETENTLECERTES
SNBRETHOTUTOVTIMNCEZET HEE. FFRICEVTEEARM DR, FiRD
REDEUHL. XRIFBEDHIF UTHRROREDIELFIEWND. ) ZIT5EMNBHYET,

- REMICE— (BUEBEELDFEZEL. UTRL) OMERFEBIZONT., EHOHRS
HELFESZICH L TRBIZEEAHY . EELTEIREN-EE

-BRICEIRSNh, BOFORFMNELSSLEENICR—OWMERHRREBICOVT, ERTHEN
Hot-15E

- BHOMEHRREOR T, BREBOARICOVWTEELHDIGE

- FOMINIZESTHIBES

BE. FEX~NORFEEIZEVT, thOBFNEEFHEFAOLSEHFHRIILOTEHY F
HAN, thOBFHEEHEFICHIRSNIGEICIEEONIC AMED OFRFFEEL(ICHEL T
SV, CORFITENAHOIHEE. FBRICEVT, HIROREDECALFZTOAREMENH Y
F9.

(b) BEQCERICHT HHEE

AEZICRESNE-HERARTE., HOBFHEESHEFZERALTCERL TLSHMERABTHER
ZHEITENTH., BEMARBEXEIMARIIL—T (UT, RKETIE. Thiozx THEESF &0
S, ) ITHREEICEDSSNIARELALSDRY - DERMICERATELREZEX. TOHEH
FATENMINGOEORETH 2T, UTOVWTIAMNIEZLET HHRICIE. RFRITEVT, &
ROREDEHLFZITSIZENHYFET,

- IREBZFOREACHRAEFICEL LT, BAGHRENEL, SN TNDEE

- UERMEFARREICBRIS SNDIT I+ — + (HAREBOSHBRHEF MY 5 LRMEDORMEIC
DELTIHEOESEE (%) ) [THENBREHRELSRSSNTNDES

F AMBEICEERTHRRBOBAZFETSHE

- ZTOMINICET HIHE

X BAMPBRNT - 4/ A= aVRBICEHTHI I+ — bOESE [HREOFHOSHERME 100% & L1315
B, TO3LLBRARORMBICLBELZIHMOBRIE (%) | (SHIEFS, 45, FREOSHEHME
. FREFBHOBMOHEIETOTRHEL, 4E - EREPPLEEEBF LSO RENTLHRRHMEE
LET,

D=, REEADREZEHDIRERIC, hOBEFMNEEHEZICLE LBEIRIN-1EE8%.
LHANBIZEENELCBEIE. FEAONZ AMED OAFEHEYIZHE L TLESL, COWMEITHE
nNEH--1BE. ABZEICBULT., FIROREDICE LEXITORREEAH Y 9,

(c) TRELGESR - BEOKHHROEHD. WEARICEYT HFERIEML

FEELGER - BEOEREHRT S-OIC. LEGHBEAT., I05F (RIFFRRNZFE - FX) A
BDO—HRICEET B1FEHZ. e-Rad BEZRL T, MFEZESCHOBRFMESFIEFOHELICFR
RUET DEENHYET, T, MOBRFHEEFIEFICETINoDHERZITS>-HKRHLN
ERRIZ, RRICEBRREZITSEE1/HYET.

(d) HFEZECHDBFNEESFOILS - RAKER

28



RESRIC, hFEZETHOBREMNEEFOLSE - RARE (HESL. HRAXRESR. Rk
K., PHEE,. T4 bF) ZEBL TV EEIGENHY FT ., BERRICONT, FERLE
TAHRHZE LI-5RE. HRARREOF TR, FIREUE LRITHBEESET DI ENBYFT,

29



V. RRAEOSE L

1. REEHE

ETORRREICOVNT, BEE., ZRAVRMARZNICEDE, ZRAMERARRRREEDVRHER
HES ., Fl=. PS. PO FNEHEERZTVET ., TOR, HAFARREZRET IHIRLELGIEERD
HRT—4%2 (RREL) (220 TE, EARRFAROZHLAIEREEN=3DOTH-oTH, EXEE
DBERTHEREZIT S EDDHYFET, EHEEICHE-TE, BMESOEFE®L, AEE HROEHK
MELATHER . E7V2T ERRECLOEB) . Y14 FEDY b (IRERISFRICEITHE
FROAFXRRDHER) FEBEL THABBORRZR>TWEEY, 6. HRARFEEFLELL
BhE T, #EHPRKEICLY., HEORELPREOHIE (BHKRT) FZT52EAHYEY,

2. 1

AEXTE. BREFEDNS S 5 FULOMERARAFMZEZFEL TLDH I DITONT, HERRAFERBE
3EREZARELT REFMEER] ITLHPHFMERE L. HEFAEFEOZERE CHERFRE
RRFEZBHEICSHELFI N, 5 FREOHEMEYMMZFEL TLESLDICOVTIK, RRIEELE
WL DTIN, EXRFOMECLH-> THRFFENADEL ShHRIZIK, RETHBEER] 2L
HREFHEARE SN ET,

FEAEETE, RELBHLIREITOVTEBRHEZELY ., PHFMZEREET S EAHY FT,
FHBFERICK o TIE, PS. PO FOREMLHIMICE Y AMED NWEEDHIE (BERT) LERFZT
STENBYET.

FEE2TORRFBEICOVT, RERTHROBVGRAICERTIMZERELF Y. FEHERICE-
TlE. EREARAFNEERMICHRIANERBLELT | FHZBELELE-EREZRET D ENDH
YFEF, BIS, BREICH LT, RERTR-TEORREZEAL-RICENRTIMEREST S ENHYF
ER

X 5ELEEIE, CITIREEE LS,

3. RRBERFTOER
AEXRORRBEN—RE LT, FINFREOHRFARERREFICH LT, AMED AEHET S 2ERIE
ELFRDERBESETORRERODENHYFT . T, BHRELPRERFAFAEO-RLLT.
DBECHLCTRERTEFEURICEVTLRRZEEI D EAHYFEIOT, CHAZHEBOLE
d—o

30



VI FERRREORHL

MEMERROEF N DONTIE, ZRAERMARRZNICEDE, HIEMARBRKE. MHHEOCKRE
FAICET 2FIEZETT 5 EVHARBRBICERBHFTOoATLET,

1. MIERAERRBESORE &R

MREEE, AREARZRY FEO-ARARUARKEEZIREL TV EEFET, RUHBIREERR
MAFAREFEPEORT . FEAARRAEOTT - PIE - REOVLWITIAMBRVENGEELT61 HUANT
TOTIERELTCLESZL, HREFTICHERERRBEZOREA T SNAGE. RAAERERN
ABITENGEN -2 EERYETDT, REHIREFEFLTLESL,

Fl=. REBEEICE TS5 HOEERVRROBEZ ST —HMOEBIEL, AFHABERELYFET, &
PIERFHIC AMED 7 = JHA MITARLET DT, HFLHEROER. HrHBETFORNBETHHTXK
DFEDOER. / INVEERUE. TOMKRLAFFERICOVTIE, BMEZEDOHKITH > TEAFRARD
BEATICEE LTI, oI, BHREEICOEL2MAAERELRT LEBORBRHNGERRBRESE
220 TH, BRFAMORICHARRAERRENE YT LHIHEEDNDS> 5. HAICH > TAFRAFRDE
FICRREBSN-NEL., BUILGREIC AMED V44 MITRABLET,

2. MRFARBRERDFRE

MRFARERRICFRDIFFECEEFOMMMEEICOWVNTIE, EXRMARIEE (FK 12 FEE5E5%
44 5) B 17 RICHESNDEHZMHT CEZAHRIC. IERBICRBSIESZEELET N1 -
F—ILRTE) o /N - F—ILREDBMIE, MPUMEEROHREEE~DREZREL THRAREHEE
L. TORRZEEXFBICEVTHRMNICSERAT DI LICHY TS, AFRICTEVTIE, AREKE
BENRREDEALICEARRYBTL EZHFEL, CONS - F—ILRAEZERLTVEY .. EHO
HHISOVWTIEEZHMBRICEOARNFRICLSEELFET, F-. HRARBRCIEIARFAERR
[CHRAMIEEEZ. BEROFRUANSENORESLICKBT HG5E(E. FRIICTHEHKI S0,

3. MAMAEMROEREICAITHEE

AEHEIZEINE L TIE. AMED OFFEARAEOKRRIZOVT, BRICETTAL., HEEE -
EREICRRBRYBOREIIFICHIZLFEBERL., CNICRATEBELGHEEZT> T,
I, IRREICRDIHEBRA, /oD, T—2EOMMMEICODVWTRAREFART S EFHIC, AMED 4
RIBTERY O—XCAIY ., B ESONMNMEEZ T O—NILTEYICRELERT 516, MMEIE
MEORFICHZY, MEREZ RS T L%, MEKBEOMROT THEUIGHEENEINDSKLSI1ZLTKL
=&,

H$H. AMED HMIBEITIX, AREEICERE L-AERAEREOKRRKIEERUVERILICAITT, —&
LE=ZE#To>TULWET DT, Medical IP Desk [CTHEK Sy (BEMIX IX. 6. §ixzsHBLTCIES
L) .

X https://www.amed.go.jp/chitekizaisan/chizai_policy.html

4. ERHRER TR EHM

MRMEICIFRE L - RFARRROHEEE. EFLBE. FRBKREZREITILTESELLLE
BRARER TR EZMZ AMED Dz 794 MTRRALTWEY, AREEET HA1IC. AREF
DM EBMZEE TSI LERERELTLET,

2 https://www.amed.go.jp/chitekizaisan/chizai_kyouzai.html

5. HEAERREDF—T 7V £ ADHR

MR, DEGMMAEEZOHREZL-LT, ARGRYMARERE MBT—2%£28T) OF
—TOTVEREERTHEIFHTLESL,

31



6. T—HDEEEL

MEFARDBERFOoNET—FFICEHL T, FMN2FEURORAARFARERNEICEHTED
[T—52 OEKRL ] (TR BV ET O TWVREEFET LS. BRELWL=LET,

32



VIL BEMa0RIAL

1. SYRDIRE

REFOHAEERBECLIYRBLEYAE (UT IMEWR] WS, ) OFBER. XEFICRE
YBHEDELFET,
EEFCICLOIMEDROAEEE., MEMEA 50 FALE CEERETL., ) N OMAFHEN 1 &
UEDHDIZDONTIZAMED [ZRET 2HDELFETH., HEBMEWREIEZANERREYPMETETD
M, ZEAMRARD-OICERETEAT S ENTEET, 46, HZPEPE, ERGLIEEEDE
BZL o THEICEELTLESL,

X1 TREF| L. UTICHBIF2MRBEERMLEZLDEVLVETS,

7 ELKRFEAN. BIKRFEN, RIKXRFFOFREA

4 ENHREE. ABRABRMEMRE. MITBUEAFO AR HE

D AWENFOLMMEERT AHETH>T. AMEDVEDHD LD
X2 RRABTHRLEMAREXZFICRESE 58, [RATARBE] FOREABELBYFT,
X3 ThEF| &3, TKEF] USNOHARHBEERHLEZLDELNNVET,

2. MIRFARAMRTROERKEL

ERFICHLTIK, SISHEESUZMRFAREDCRAFORMICEASIND L ZHHRIC. FTAEDN
AMED [ZIRRY AFEHMARDO 5> bEREEEEL. RAlE LTMAFHHRIIBESES L. MAFKE
BE&IC AMED |2 & 55HELEICCTHETEETHAZLELET, =ZL. WIFhd AMED MNHZEEY
mEFEAL. RIFLDTHIEEEIORY TEHY FHA

HEGERWEGIMEYRICOVTIE, HICEEZNFOFHRETVLEFEAN., TOFEA/KRTIT S
FTE, ERGIEEEDIEZL > THEEICEELT LS, ERLTAREFTHILFEDL
nEEA, )

3. BMEtEREMFOLS

FREEFERVEAMARAFARORRICKIYRE L -HRFEEEZEYE. AREEOFEFICELTASL
TS,

33



X 20ft

AEHIX, EBEIZHBWT, BFRFBEE LTEESFESAEGEWNRY ., FFECHEETIEDTEHY F
AN, TNTNOEEMENS, BENLTIEEZ AMED £ LTRHDEDTY, ARBEARUVHAESE
[ZHEMNMELTIE., ZOBEZ+RICCEENEE, AERFARICRYBATWVEEET LS SEWN
LET, GH. CNoOEMEDKERICDONTIE, §%D AMED BXEE(CET 510, BARBRO ST
ZITRASETWECE ELIC, RERRFENBEESAGLE (Bl FEOTOTSLTEDER
%) THOMKBREZL/HAIE TV ELELLBENDHE-6H. FAMEREREREE~DERHEZROTWNE
ERR

1. BROHE EDOREE - HEOHE

BERERITEE B LREARERHT -4/ R—YarvgE) TlF, TEREDRE - HifTxdsE ©
WECDOWNT (EAMEEAE) (FE 246 A 19 BRFEMBEEYKERVAEBEZERTE) I
KU, HEBHOBN:-REZHAMAECEIHL, EPEOHEHMELY —BRESED-HICIE.
HERHMOBRZERICERTSEELIC. BEROEBMREZFEET, LITRFRMEHELTLCE
BRFARTHDIESNTUVET, TNITMA T, F S5 PHRZRMERTE (FR28F 1 A 22 HEZE
RE) [TEVTIE., BERMTEHELEEZERNTIEDELTHEDTIHEERDEFRE. HiEE. BR.
AT4T., BEER, BEBBEELE WS EBRRALBRAT =IO RIS —IZLD0EE - HE. 34bhb T#E))
EHETS-HOBERICRILISEDIIENRDONTVET, £f. ThioDEEMD., AEFBOA
BORREEHE - BRICHLTHDNY 0T (AT IREPLEH LR T—IRILY —BOREE - HE %
HHETD-OOREARDOLNTVET, COZEZHFEZ, AERRICEHALTOTMREE, Uk
DLRUA VA —2y hETOMERRORGHEIE. SHLBERT—IRILI—2EETAALAERE
ZOXRFHICONT, BEMNICRYBO LS BSELLET,

(8%) TEREOHZF - RWTxIEE] OHECDONT (BEARREEAE)
https://www8.cao.go.jp/cstp/output/201006 19taiwa.pdf

2. EFHR - BRARICETLEE - TRSE (PP DH#E

AMED [, BEIA—A—AIZFYRHL., £0 TLIFE (%@ - £5F - AE) 1 2XAEHAL, BEES
FOMERRZ—ZLECEREL, EEFESAOCREDTICEITAZ EEZFRELTVET, D
EIZEA, EFEME - BBIRFAERICHITHEE - TRSE™ (PPI : Patient and Public Involvement) DERE
FRELFET, CORMICKY. BEFICE>TIYRISIODHARRRDBIHOHAEDABELERE.
BREREORESENPFINET, LEDZ D, EEMHE - BBRARICHITHE2E - TRSEICHE
BRICRYBO L SBEWLLET, . TEEME - BRHAR] 0553 m. FELTAZHREL
f=. EEEZERER - TAYR - BIRARK CGENARR) FITHEITIMMEZHELET,

X1 AMEDIZHEIT2 TEEHME - BERARICEIT2EE - TRSEH] OEE
EXHE - BERABRIOELRAD—BEE LT, BIRELNEE - TROMREEZSEIZTDHELEELTNS,
Ff-. SITWS TEE-TFR) &F. BE. RiE. TEE (IN\A4/1—) | REOEEFEFHEELTWLS,

(8%) AMED I2H 115 TEFHR - BRARICET46E8EF - TRSE
https://www.amed.go.jp/ppi/index.html

3. RERREIRER

AMED Tl&. BEFBENCDKBEICEDE, AREBEIFAEDABECERDOES. BEICEXRGHE
ZRIFTIER (UT MBREKRER] LU 5, ) £2/EBHEICE. AEOKRX ICTEEFBE~DE
|MEPELLTNET, ERESHM-DOULTIX, AMED IREFEMARLHEFHWNIERAE) ¥2%25
BLTLESL,

BHE. BREVWELEVEEBREERBERICOVWTIEX, BEEFEBEICSOWTHOBERL AL TEMELZLT
WEGHIGEREFTTH2EOTHY .. BRIZEICHES BEEFARBIZELDELDOTEHY FHADT., 18
G RV ECEKSBBELLET,

34



3 1 https://www.mhlw.go.jp/file/06-Seisakujouhou-10600000-Daijinkanboukouseikagakuka/kenkoukiken.doc
¥ 2 https://www.amed.go.jp/keiri/index.html

4. HEEFEHROD researchmap ~ D & §

researchmap™|F B ADHAREFRE L L TENRABOARERF/RT —FXA—X T, EHFL-EEEFR
FA 22—y FEBLTLRATSHIEHLTEEY, Ffz. researchmap (& e-Rad PEZE L DKEDHET
—AR—RELEELTEY ., ERLEERZMBOCRATLATHAEAT S ENTE SO, ARED
ADBRRIGHFEEOCT —AR—RIMAELRICEELZEZRTHIVLENGT (Y EFT, rescarchmap TEER
SN-ERG. BFEOZE - HERNBRILEORAECHIAFAEMTEENERINATLETODT,
ABEEME L researchmap [CHEFRL DL CHAEHELNLET,

BEH. AMED HIERIREET —42 X—X (AMEDfind) Tl&, FIRERN S rescarchmap ~D ) U H &
ToTLET,

X https://researchmap.jp/

5. VY—FY—LEHFDOFERADOMEEL

JH—FY— )LEFHFICODWTIK, SATHA T URADHBIZEFH)H—FY— )LEFEDFERDOME
EICBEd 5488t] (FR19FE3 A | BREHFHMSE (R LRelEHEfT -4/ R—2 3 0K8E) )
[CEDE, EYICHRYKES KS58BHTLEELY,

6. FNRIEAEEHELESTE 1% DTG

TENRIBABEHEEERTE ) (X, MIMIBAEERZE (FR 14 FEEE 1225) (TEDE, MMM ERKZESD
[CHET D=2, MHMMEBRBASICEIY ., BERESNTWVWIFHETY . 48, MAMEHREE
2014 (FR26F7A 4 BAMAMEBBAR) *HVTHE, BRFRELFHZSHITERLET S
=&, REDHBHERZRET D EARHIN-DT, AMED [2EWTH. ERFEL - Bz
AEFICAN-ARFAFEOREICRYBL Z LICTLTVWET,

D=6, RFEFRITHEWT., EBREREL - ZBEHHRU DK AREMEDOH LA REERT SHEC(E. @&
AOMERAEHBEICHE T, REEICRAT-EEREEZRY AL, HRFARITDICTAHEZSESE 5.
PHAREEBICENTE, RAEBOILLLEITOREZOXIEEZRTT 54 L. BFREELERETICA
NEHMRARICRYBL LS BBELLET,

X1 KMBAEHESE 201 4
https://www.kantei.go.jp/jp/singi/titeki2/kettei/chizaikeikaku20140704.pdf
(BRH BRI
F1EERENRIEDIZODT O—/NLEHE S R T LDOEE
4. EFFFEEL - REE~OERHE
(2) SEMYBOANEER
(BEBRBIEHFITE T 5EFRELBBOHE)
- ASTEHERA T (MBORE - REE. 2FOLENY . BEVEOEMLYE. BREELOERL ST
BEZBFEATER) CHT2ERZELERICOVT., EFMLGEREIET LIS, BER
FHIcLBEMCREEHET S, (B - ) (REER. NER. #%4. XERZ24E. B
A, BMKES, BEER4, BLRE4. REHY)

M2 HEHERAE - - - LIRER. K. REREHE, 8. IRLF—IRSAVE, AVTUYATAT
xUvARy b

7. AMED #IRIBAEa VY ILAE Y PR AMED #1Bt ) T Y VI K BBt OV IILT—2 3 U XiE

AMED Tl&, AMED W"EET 2B X THON-HERRDOERILZRET H1=5HIC. HHIEAEERR A
EHEMRICDWLVT, AMEDAIMBEIEDI HILE Y PR AMED RIBF ) T VICK BB o HIILT—
AVEERTERLTWVET, £, YZMFIHILT—a0D—EBELT, FEIZKELT, 5
NI-ARBRROMIFEZHMBERRED-OIZ, NEBRAEHBEIC L ST XHATE | TIRELTL

i—;-o

35



THlT, £EEMOMEHEIC AMED 1Bt TV UAEEHME, AMEDANIBfO VS ILAE Uk &EE
LoD, Bon=HERRIZH L. EHICAITERHICOVYIILT—a Eaie b TH4HEEBEL
TWFET, AMED fIBF) TV X' (&, BEHFEMIC. ORBRHERORHICE (T 5@ GEH #B5 L =508t
HEET7 KN4 X, QEFTXHAE. THEAE. EMiP—XDFMEZIE. OBTE - BRSFICH(T51E
YILEHERE PR O — FOERIEEZEETVET,

LFEREIEEFEHFLEINS AL, Medical IP Desk (BEELSFOMMBERAZRO) ITERIVEHELTE
LY, Medical IP Desk [CDWTIFUTDD = THA F*2ZSHBLTLZELY,

X1 AMED #1841 T Y > https://www.amed.go.jp/chitekizaisan/chizai_riezon.html
%2 Medical IP Desk https://www.amed.go.jp/chitekizaisan/medical_ip_desk.html

8. O—X-Z—XDIVFUIRBEVAT L

EESFOMERERROBRHERLICRAIT T, REET7HTITREOMREL —XFERELE=—X
BHROIT Y F I ERPOEBETXET 5-ODELRBERRY FT—9 VX T L TAMEDA L 2 &
., FRI0OF4ALUBBLEL . IR —XZEHECEDBAELEICTE—ILTE, RYERT
TELOEEZRLIENTEEFT, TOEH. EEFPFOME S —XICOVWTEBIICHZ AT A
ADEFESBEOW-LET, . AMEDAS - & FIABBHEOHEMICDOLNTIE. AMEDRD2&™D
T THA MRESBLTESL,

¥ AMEDAG D& JHYA b https://www.amed.go.jp/chitekizaisan/amed_plat.html

9. RIEXERY b7V RUBIEEBREICK 5XIE

AMED Tld, XEZZDEBN-ERHRORRZEFER L L TERIEIZDEIFS1-8. AMED BIZERE
B (LT TRIZEEERE ] &S, ) AAEHEEEFIEL, EIMERFEABCEWER. EIHEMAR
EANEERRE - B - REWEF. EiRAREAEERNTREAEMECERT 57— v/RY
TORIEXZIEEERS TBIEXERY bT—9 1 #BEL. ZICKAMREL SAERKRRAREREETOE
EHARICH L TUNEBEDOGENERIEXEZTL. DEEREFICRYBATHET,

BERMIZE, BIZEBERSAERT 2FEND—IBE L TRIEREICRYBEOHEEN DK EEL <
ZI 5L EBIT, BEL—XDFERINE - AERUVEHE. BER S —XOMAEHIEEUVRELEAD
BHICATEHOBREZSOMAEMARETEORES. ICAME (FRHFER. REIEHEE) . FHKRK
ER (GLP ##) ZFITHITHEMMIZIE. CRO (EXRFAREBFZIAHEE) © CMO (EEREEXHEZ
M) FORN - FRAXE. AECEADEHZFOEHRFTHO>TVET,

ZDEKSIT, BIEEEEEIL, BIEMEZITIREEFOMAEEICN LT, ERILICEAT 2ERMAEED
BMED, MEMEADEHICA T -AREARBEROREXESZ2EMICTSHMMTT, ZD=oH.
AMED X055 bEXESEKICHRIFEMAEZBICONTIL, BLPYBRLARD L., AIZEEBIREIC
KAXBEBBMICITSZEAHY ET,

DEFLTIE. EEGHRICRILEARMAREBEIZOVTIE. ZORBICEH LT . BIZEHERIRIC
FMBHETVET AV, 1. HiZSEBELTLESWY) , 46, AIERBERSIIHAEREICIRET M8 E
ZNORERVTMZERE LT, AIEREDEFICEOVWTLEROXEZITVWETD,

F#Ic. EERFARICRICEAEMAEEENS b, BIEEKBTRIEEZITo TS, L., 7
STWEREICOWTH, TOXBEANBTE B EBLUREFICHRIZEZTVLET,

BIEXZERY FT—I RUBIEHEHIC K 2RIBICET IBAEEE. X EESBLTIESL,

10. AMED IZHI+2BBEFENFTE

AMED [ZEWTIF, REFMEERERRL. L YEYLGRETMOEREZBEL T, EFEEIZD
WTEELBHRZETS2ZEDMHER. G - 10 - TREEZFOHEANCDEZEDSHEADEEIZE
YHHATHET,

D=8, RENRIRSN-BEFICIE, AMED OFHMEZREF L L TOIHAZEBNT S5 EAH
YET,

36



11. Fa+ibnnAA)y—R7A2x45 b (NBRP) ~DJY—ZXADEHFEEL NBRP TEIni=Y)
V—ADFAIZDNT

ABEDEREEL. KABEICBVLWTHELEZAA(F )Y —XZEZFERAL. BoN-MERREZH/IEF
TRARLERIEZ., SATHA T URADFHICETAIMEICET S LS., Hg/N(4 4+ 1) Y—X (NBRPX!
TREELTWANAL A Y—RIZESD) % NBRP DHEHIM A 2ARTEX L, [RKHAEEDOFAIC
HIDZEHFRAMELET, £7-. NBRP THEICEHEINTWAINAMF ) Y—RIZTDNTIE, KEXE
DB LEEREDBE AN ZTOFRAEFHELET,

2 1 NBRP : https://www.amed.go.jp/program/list/04/01/002.html

2 NBRP F##lm KT —E : hitp:/nbrp.jp/center/center.jsp

¥ 3 B YV—RICEATIHEEFIIBEETIC, NBRP [ZHEITHFA (RE - #RE) ~OMAZROLIFHETT,
FRAREETRBFHZEDSHS LT, FIABIIH LT, AZOFHIRCHXEIAEDOERAFHEZAMTEHI L
NTEET,

12, EET—IR—X~DHAH
(1) NAAYALA I UVRT—ER—=—RE3—HIbDT—2REAIZDONT

NAAHYALA I UVRT—RR—X 22— (NBDC) (https://biosciencedbe.jp/) (&, #k < % BT HEES
FICE>THERSN=54 TS T UVRARHT—AR—XOMENGFIRAEHET 51=DIZ. Fik 23
£ 4 BIZHSTBCEAMZEATREMKE R EXEARZAREZRMIREEE) CHBEShiD
DTY, [FATHAIVRT—ER—RAFEHESEDER ESEROAREIZONTI (FR25EF
1A 178) T, AEY2—DRHPLEL>TT—ERUT—EAR—XADREEZ(TERMEBEDILEK
TS5 LEShTVET,

INLZEBFER. KABEICIYBONIROBEDT I RUT—E2RA—X[ID2T, REv¥—
ADT—ARBEOARICCHHEBEVLLET,

No. | T—42 D ik LB URL
— . Integbio T—4 N https://integbio.jp/dbcatal
— /)\ —_ J—
1 | BELEAKMAT —2R—XDOHE 2h4a0Y o/

WXRERETOARL-EEICEHST
2 | —ADEEY. RISHEBEL-2BEAT
— B R—2DHEHEY

3 12056, EMCETBRED

E@mBET—42 A | hitps://dbarchive.bioscien
—R 7—HhA4T | cedbe.jp/

NBDC £ b7—% | https://humandbs.bioscie
R—2Z ncedbc.jp/

(2) BELDAMNIBREVATLADEIFICDOLNT

DQVZAIL A/ R=232 -3y kT—9 (CIN) [, REEHFIRATL (BELSRKNY)) %
ERRFAFEICFERT S LT, BARERIZE T SERESR - EEMFFOBRKARZESHLEIESI L
AL, TOEOOBRERBZEEFTIO>EEFBETEN IO Y bTY, BiIEKRERMN
Ko —lE, BEEHRIATL (BELPCRAKM)) OFRREIZLD. DIEMGERS - EEKS
ZFOBRKAFEOXEO—RELT, BRICHFETAIBBL A MNJICEATHEHRORESATLEE
gL, MBAMALTWET (https:/cinc.negm.go.jp/) » BEFEL DX MY RUAFR—FRAE CARER - It
ARIERRL) ICHRIARMARREECRRRE AT LIZKEFEDIGEIE. ERICSTHHAEHSRELLE
el

(3) Xt

BRIAREDCY / LBIWIZOWTIE., BEOMEEBROFAAEFRBIBHIZITS ZEARD N, AMED
NERELUMREBICEE - Iy FUIEFRETIHEELHYZIFET. CHWH~ADXHIEEEDH. AMED
MEET BERET —IR—AANDT—HIRBEIKBET DEIE. CHHhHEBBEVLLET,

37



13. MIE#BOLAREICIRSIEIE

ZAMRFAREONERMERRUMREBZDOEDNFADE "N L. —ENEHDL L. THEHESR]
DHAFERARVEEBALSROONFET, FHHMllE. AMED IERMERRAERNEHFOERBAE] *(=T
HEL TS,

X https://www.amed.go.jp/keiri/index.html

14. FERE (BEY) FEOLEDHEICONT

F3H. B4HRUE 5 PRPZEMERHEICSVTIE, BFLGFEE, a2 AZERND L5 &4
(T571=%, RERE., FHICTBLRE (BRY) FLEICHTIBEFNIBEZRRIANC, MEFLHERE (&
H) AEED 2 AEENEETEHLEREERIETELSLZAET) CEARERZRELELTHEITS
nNTWLEY,

T, TREZESNTIREFREEFRE (FEBFLED) | (FRR2TFEIAI5H HREFEZFR
REHDHR) [TBVTH, BLEHERE (B LRI EEHREHRICES RA (YHY—F - T R4
VR BRAOTA (TA4—F27-7YREV L) BERAOREEZERS L. BEEE (BY) F4£0
RA BRAKU TA BRICE=>TE, £FEHLSEREORSOIEEREARLT H I EARDHLATL
F9,

ChboZBEFA. AFRICLY, EEFRE (RY) PAZEBMICRA-TA ELTERTSEED
2. MEKEZEFERIEETHLZBHELODD. FARMICRE @Y BREICHEDHTLE
Sy,

15. BFOEITHMEEDZHET v ) TNRNADIZIEIZDOWNT

EHHPEDAMAREICIYEBRSNSIEFRLIMREDSHLGF v ) 7 RAXEICEHT HER
A&t X (ER 23 F 12 A 20 BREZET - FMBERAMERSR) (THLT, AMHREICLIYE
FOBLIHREZERT S OMHARHBEEUMARREBICH LT, BEFOBELHREZHRIC. ER
NDBHREF v ) THRADERICA T -XEICEBHICRYBL ] CEARDLATVET, ChzE
BEZ. XAFICERREN, 2HRRE GEHWESZOMOTOD ) FRAREEL. XERITD
NFRYERRES) C&Y. EFOBIMREZERT IERICIE. LEHAREDSHLEXFY U7
NADHERIZAT-XBEAOEBHGTIREZEBO W -LET., . SZE~OREEEDTER
LRELTSESL,

X IXEHHZEOAMAREBICIYERSNIEFELIAREDSHLE T v ) 7 ARAXIEICET 2EKRAE)
(FRL23 € 12 A 20 BRZEI - 2MEBAMEZER
http://www.mext.go.jp/b_menu/shingi/gijyutu/gijyutul 0/toushin/1317945 . htm

16. ERERBIZEMEITICR R0

EREREAZEDIEST (CERB30FE4 A 18) IT&Y . BBEKAROERICH-YEEFBENRET ST
—AR—RTHD ERERMREREITE - ARBELR S X T L] jJRCT (Japan Registry of Clinical Trials)
ANDERCERERS L EEAETAE FRGLIRFEIBELLGYE Lz, ZFEFOL. BULRIG
EHRELLET,

ERERPAZUEIEITRICRIR SN SERKRFIFRIZ DU TIL, jRCT SN DERNERRAREZFEEDOT—2 N
—RITEHELTERLGVWIELELTVWEY, TAZXRRETIEZRMRICEAT HMmEBIEE] FIC
EOF, BRICHhOBRAEEZZFHEAD T —2RA—X(ZEHFLTWVSEEIE. EFFICRLVETIZHIG
LTLEELY,

L QBREKRATEEITICHRDIRMIEDFMIZOVTIE. EEFBEDD T THA MESB LT
AN

X BRRHREICOVWT (BEFBEIITHAH)

38



https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000163417 html

17. BEHMERZMBIHARICK PHRXIE

AMED T, EFMERRMAIERATOO L) FE LT, XHRFEOHESETHIBELH
REBWEETO TS LE, BEEFBEDHESETHIERRMERLRSRESESFT L EHTNE
BO—ARALAREELGEE—HREL, —TELE-FEEEARFNOBFEEEDOTVET, ATOY
7 bTE. BELAEXBELRRCERMEFZBERZFICENT, 7HATIT7EOEHMGTERTR
DHERZ—BLTERLIZDBCHFHIZEET 2LDT. AMER - BERZESO-HAKEDRE®
2y bI—VLEEME L-EROEBEREEEL D —XEERLERLZBIETHE LHARCELM
FERBREXELTVLEY,

BEHFMERBMAIERATE, EER - ERERFORREXET 501, EELEYHE. 7
ASzY bIRTAD N MBHFOEFEMAAMICMA T, N A 7—H—FHliExlK. MiaRRmEER. &
KERT—2DEX17REBL 2 —ZEBHEL. RRANDD— XT3 L TEBFREREED, 5 ERK
AER - JBER - RRMEICET AXBEZEITOoTLET,

ARO DXEFEFADE LARAREL LTROONIERICEVNT, THTITROERS—ADEHA
LR ZEFE. RET SRICEFMERRMAERRICIIXEERLEINLSI A, UTORF—%
HZHAIBNEDLERESRL TS,

X WE—F
https://www.amed.go.jp/program/list/05/01/001 _ichiran.html

39



X E&%

AABEBROEHENBRICOVTREAENELEEICE, RRITRTEREICBER LTIV
2, Ff-. FHROEHFVHSHEIE AMED VYV THA FOLEBFRICEELETOT, fIETSEL
TLEZELY,

X1 BEVWEOLBFEGEEIRCEFA—IWTHEVLET (UTT7 FLR'AT'ORBAZ@ICEZTLEEW)

X2 BEFSOSBTEAEVCERLTCESY, BEZMEHEIL. HEA/LVEE. FH 10:00~12:00 R
13:00~17:00 TY

% 3 hitps://www.amed.go.jp/koubo/

REAR RS

) o oo p N N
ABWEMKRE, Wil REsMmony | MO BEFERRL A1FALTR
HEF E-mail: genome-platform"AT"amed.go.jp

AMED #RAIE - E#HER
E-mail: kouseisoudan"AT"amed.go.jp

FETH - FIEER - FIERG

AMED BAE A IE - iE7EED

=TH . R = =
HEBREE - FRMELFITOT T L E-mail: kenkyuukousei"AT"amed.go.jp

AMED #RAIE - E#HER
E-mail: rionetwork"AT"amed.go.jp

Medical IP Desk (EH 2 F DM E | AMED &N#984 LR
A) E-mail: medicalip”"AT"amed.go.jp

AMED BISEBLBAER 30 E AHLHELR

BIESE AR v O —5 RUBIEBEEEIC & | T 030022 RRBERXAKEEA-TH S &S5
prietalie & EHBEEASHELT 4 25 8 B

Tel: 03-3516-6181

E-mail: id3navi"AT"amed.go.jp

RIO v kT —%

e-Rad R—Z LY A EANILTTRY

BEHEDHINZ, < HIEMEER (FAQ) R—Y
[CTHERLTL S
https://www.e-rad.go.jp/contact.html M 1) ¥

—ZMD5 AT, eRadlzATA L, EEI=Z2TIL

e-Rad VR T LDIEEAE ZHERTETLHRET

Tel: 0570-066-877 (FEX A ¥IL) . FIATEAEL
BEIE 03-6631-0622 (E&)

Z{TEERE 9:00~18:00 (EH)

X1TER., BEA. EROMBRUERER (12
A29B~1A3A8) #k<

EM R EAR PR IREEE UST)
. 2= NAFHLA I VAT —ER—RE 53—
NAAFALYRT—FR=A Tel: 03-5214-8491

E-mail: nbdc-kikaku"AT"jst.go.jp

40



Xl AEHRRERE

NEMEHARBBEIIUTOERYTY, AEEZLAKDOBEFIZOVWTE L EX, 25 - EBEDEHRA
BIZTOWTIEIL Ex, TRENASHB LTS,

(1) E=

BNAPE—BEFEREIIOVTIE., 7/ LAERNRESNODOHLHLGH. FRFEEICOVTIELE
AD7 7 LEREFERALEGZHIRECRAIRS S WEEFAFCEN DI ET O ANKREIZR+5
THHEFABNEY, BT, ZRFRBENR. EREREREERNEOHEERICIYRET 51
. T/ LEBOAG ST ERBMGT / L2y AEBROBEWLGEFTLTARTY, D=
. BRFERERRICEVNTIE, XKENDEZRTDT—E N oKREREDHER, RECEELDOT
Al BRCREOEMNFEESHI OO0, HIRAROEULZRBAIECHE. SHRGEBITRIMTOMK
BHGEA. BEUEBMWLT -2 DMEMNGERITZEREE T SERFURTEARSROONET,
HEETHDREDHHEERBO-7 IO—FHAEETHDHELEHIC, 7/ LHIRE., BREKRHARE., &
BRARENB A L-ARABILYIECLOTERARELEEZONET,

Ff=. 826 7/ LAERBES (SHTEI2A) ITEWT. 7UAY MATA AL Z—ZAHWHFHE
L. HEHZ—XAREVERAFENS. BERERBERUFBHEEENRE LEHRIEEOLEL
AEREnEL .

SEOD 2020 FEAFETIE, BEREREHIVIIHBHEREEZRNRERL LT, REAH=XLOD
RIALLLIZ, BIEANDBELEOBRRANST VAV MATAALZ—XDREEZBEL., 7/ Ll
HEFALE-FBEERORRICENDIMRFMAREPDIHIRLET, 2L, ITIZRKERXRTXEE
R L TWAIBHEED ) RV EIEFREZBEHE LEZHR, EUIC. BIFEOFH - MERELGRE
L& BMERVEMERD ) RV ICEES HEEFOREZBIELE-HREHENELET,

(2) HIEFARARLBE

SEO 2020 FEANETIX., BEREREHIVIIBEREEENREERL LT, SEFEEHES
BICEITEREBROME (REREOHER., REDLCEELDFHR. Polygenic Risk Score. AEPE!
EDOEMDFOELRE) #BRTIREEZROET, OVTU—F—H TP U TE(, Single
Cell Analysis, 3D genome EDNHRFD T / LFEMEMEZEERY ArvD>D, IJE— MEES, EES
B RTSA40T, BEFRE. FSURRY Y, DM ILVREEFDOHEAIAHA. Rare variants F
D, EHEST/ LBFRON)I—2avEEELELET, IREBOBBRRICHEL LW/ LER
FEUEY, BEICHERRICRITIAMELZRDET, ERFEEODERMEZRIRTEELS5. HE
HNERDBEYNLEBIMEOCSE. RREFEB/ONVA YU TILOFERE VWS -EHLBIRBTOHARLE
RAE+7ICRE LB ENEENET,

MEF—LOERIZH->TIX, EEMNSKRAETT—BE LI-AERRICHICARER, 7/ L
RE. BERUARE. T—3 VA IoT1 A b, ERARENEEL-ESHREROKRFEZHHELE
ER

(3) MFShHIAR

AARFARERICKVEHFEINLIHRE. BEREZREHAIVIBRERBZRRERLE LT, UT
FERTHEELET,

REBICBITDATUAY AT A HILZ—RERRTDHE

- NREBICEWVWTY / LEEOERICENIHENFEONDSZ &

(1)

* BlES—XDHER

* Drug Repositioning

* BAMLERERRT 2N\1 A X —H—DER

41



* BE. BiEE. FPREZFAUTHIVRIVRIT7OER
* Polygenic Risk Score Mit&=EHE

- AMED 88 MAREEREMESRE., RET UL —AKEERAILMESTESFOERILBEICEN DK
Er/gonsdl L

AR CHEILINE-MRET TO0—F L, HOZRFERE~NBICATES &

- AR THEENEZHNRIX, thOZRFEEOHEBAICEETHIIDTHS &

(4) BIRFAREDORIR. HARMAAEERET EHHEF

. o FREREORE | GRERER | SRS
ABF. LEHRARERE (ERBEER =) * E FE
P DAY 3
1 | FEREREE | B - Y LR Aﬁfiﬁ N
BREE S TN EIR 38,000 FAREEN | PiN2FE~ | 0~2 AR
2 S0 6 &£

X1 2L, I CICKRBRTXEZERLTLSIBHEEZD Y RV EGFREZBIE LR,
W, BEFORFM - HREREAREICIDIVMERRVEMFRAD Y RV ICEET S EEFOREE
B LEHEEIARAELFT,

X2 FHMEDFER. BEEGLHAAREEADHYET.

(5) HIREH

B 5 ELURNICEREIZRAIT =R CERMEIZEITARAD SMERE (7 / LIREENTT
Stagel) #KHFET,
REMEICOVWTHRERIL, BECRERESIUEHEKEELELET,

. EREERBRIIERAZBROARARREDEDOEHICONT (—HERKRBREZED)

AMED Tld, ERLZBEELE-MREHEL TN I EELTHBYET,. TD55., EHNLEESR
PEEMBOBHEFSHEICEVWV :-EMEIEABRCERABRRVEN L ZBE LI-EBRRHABR E1T56H
RICOWNWTIE, AERRIRER. EEEARIIERARMIBBEOZINTNORREBICE T,
BYHLEHOAERU AMED ~DRHEEZMEAREICHLKROZZEIZLELEZ, TD55, EICHE
FARRERICIRHZROZEHEHDIC, UTICRELELE GIRSHR) .

2L, BIRIZCHTITESHBUVHARIZONTIEK, TRENROHERNSEIZE LT, AMED fIT PD. PS.
PO LHHEX L. @, BUGEHOAERVREEEZRDSLZELEELET,

X FEHRRFEREF. EERFRERTORBREBURICEHE I IEEPHE, SHRR. EVHELAREE. X
SHITBELWTWET,

(1) Ix (A—F7Tv )

MEAFARRES CHERR - ERWES - BEERFHEGAR (EX~OBHF) XIHMEENE
DHEOFTOLEEDRT D21 —ILHBOINSIRREER L. BIERRARIRERST SMENEDPFTEDS
EDFICRENEBHRLTLEZE,

(2) ERMFERERNIIERKRABRERAES

PEER - BREESR - BEAERFALERR (EXE~OELHF) XEIFDEENFOHOZRIEA -
% - ERIEHRE (—HIFRRERZEL) ([CEVOTEH. IRRARREFRICE OV TEMEEERX
FEERABREMABEENMERSNATVS CEARLEF L, ZTOFEEICSVWTHREADIRER
RURHRAMRLEIANILA FUHAAR SN TV SIRENHYET, F-. ARAFARREFRRAT. EME
BARXFIEREBRERAEENTR SN TORWMERICENTH, JAI—La LT M E
WIEATY,

42



%1 EMEFEARNIEERAREEO-ODOFEI/ARFECHARMBEHEATOI VLT FOERICELTIE, ERS
N-EMTFEABNIIERARERTEZDREIHELWMEELHYVET . TOBEICE. UTOEEZSL
Ofa—LavEdrE2RELTWE=EFZES, JOra—barET MIo20TIR, B (FEFMEEZ2S
L) | BRERUHABRHEORNL (R, HRITHT 2ZEER. ARTERTEORN) . BEEREE, M
BRYEEHEEE, MEtMWBE (E@MEHImEE, BIZENROETE TR, ZHREMHE - B .
R EEATIICET EHEE LTI ZEL,

(3) LFaFb)—HA I REEMEHRE

FEERBEDO-ODORDHELXEIEL-EBRKRRE C4E) (FEF GCP ITEDEERET ILEMN

HYFET., FERABROBRETH - TLHEEROBHEZRFEALTEMHARBRZICE T/, GLP

[CEDOZTEEMEFHERLI-LTERTIENDELLRYET, £-. BEERSHL. EEMSRE

EHT. RRABHFICLELLGLIERIIONT, +HLGEBOTCTREBREZXITITLILELNAHYET,

EREEICBITT SMERAAERE (L¥a5 ) —H A T REIRMAREFD PMDA HEKEFD

SREEX2 L L HMFTMARE) (CHEVTIE. FIREH L LT, REIFEREZ 1 ~24F8%3(C PMDA

DEETHLFX1T M) —H A TORERERZEOHER (HEEE) Z2RITTWWEKIEEBYFE

9o FIRANCEEICLF a5 M) —H A T O RERRERE EME) 2T TV LSHRMARREEICD

WTIX, AERARPEPICHEICR L TEERTLSLETEELIZAHYFEREA, GH. KAEIIH

TORBEHRETICLFS M) —H A T ORERERERE (HEBE) 22T TSI EIEWAETIE

HYFEADRLFLS M) —H A T ORBRERE HEEE) 22, TOMEKBEREHRTEIC

RMEETWSZENEFENFET,

X2 LFaS5h)—YA ITORERMHICET HEREM (FK 29 £ 3 B 16 BfY) 2. RS & T OXRER
] QIEF*SE
X3 BEREER CRER) Zx%R&ELE-MERAREBICONTIE. TAEBRRIIET) OEBERD S,

(4) EMRFAFZOEMRHBRRAR EVREFTFEORE

EEEERBRRIIERRAR Z1T SR, EFBDRERLNZOHBRORYIBH TERLREIETR
LFET ., ABREAROHBERUVEMCE VL TIEEMRAR FFICERKRFER - BRICSELLEEEZLD
CENEFLLYY) OEERRATHY. BFERRTHRT S ENEFENFT . HRARERENDY
T FOBRBTHAIEEICENTH, EUHHAROESITOVTERL TOWEABENHYET,

(5) MEAHELUERVE - BREH (2@ 1T 7= Bl

HEEM - ERHES - BEERFEAMEAR (EXE~DOEHEF) OADEMEELERNIRRKREHERIC
BWTIE, HRARRERR CTHMMELEDOHEICET LB RVOUTOEY FE - REBHIZFE T
FERSICRE T SEHERDFT . (RELNIHNIPZEEFET HHEE. AIRGEETRHL TSN

(a) BCEMDIKER

RFEFFHEL TV S (LTLASERICERTAR FFHBRESOREH. XARHFLE0)
KR T AT ELH AN (EDHKIM - RERZWDOEHEY 55Y)

(b) BET HMBEBRMDINT (ARFARIRERICILAIRRGERT)

- MERFORAERR GREDXF—TV—FERHFT—IX—XLEH)

- BEYV—XEDREN (BEETFADES DHIRE)

(c) ARMBDOEEEY (RRML) 1209 5758

- I TICTEREEEZEL TSN ESI D EELTVELEEEFEELTOSMBORNEESEDMEL
DER7IED)

- BREBEETLITENDHDD (EQKM - MEZWVDOEMEMEL T, EDKSITERT HHED)

(6) EEEDEEIKR

PEEM - BEESR - BEERFHAERR (BEXEADOELHE) ITEVTE, EREDEENEET

¥, MEARRERRICENT, SREROERADEHY, 2R V—IADFE. BREFHAF LR

EMFEROAFLEZECEFLOERRKRICOVTOFEDEHZL TV =EEFT,

(7) BEEREORE - HEICDONT

43



EAF EARX TERRHBROERICHE - > TIE., &R - RIEESH - BANFCRVOAZARXIIHR
[CEET H2EEERFR/BOEEICEDHDLLLIC. EFFICEDCHAEEROBELXHEYICIT-T
{fZ&Ly,

(8) ERARMIREMETEESICDOLNT

BRARMREOERICE > TIE. BBRMTETHRE T SEBRARAREMBELECE D EFHRARERE
- AR ELBAS X T L] jRCT (Japan Registry of Clinical Trials) ~DEHFMNLBELYET, [EREK
MEZERT SMERAFIREICDONTIL, jJRCT ~DEKRARERETEFEROZFICEIYMAFEIND
BRI R EMEEES] ZRESICHRE L TLZELN,

BE. MEMARIRERSAT JRCT AOFHNTT L TOGVERRMEEMRETEICDOVTIE, REE
RRE®R. BHERAEORIBE TIC TBREKMARERITEERERS]  AMED [THREL T LY,

44



~ . . . U cosmmzmve s m
<H +H +H B £ v o @epE 8| %o LHmIEY 0XEE
"G WRTUNHE HEOTET
08 o NV BHOE%G
BLO 6 R (V) HEETOEWES KOG LN TEH HHOWEDE S LR
v °Q 6 MBI - 1 YE O 5 DY pin
"0@3 S &2\ L5 2vbEH|  C0@ISEHRVLEH 2vbEH| C09ISEHRNLEH ENEIVLT | ETOE EE WG
‘e
2HEO LG G o
T T 4 4 vwwmmwwm_mﬂw%wﬁm —| moavcoiggoZE
ALBERCH DI e R R
TGEEIICTIHEBOEE
T ” AL | R E ETOREGY .
o v i) "SRG G lyfes 1 L AL B | FYRBEE
g .
OAY oo T HERIURG (I
WLsL L pSoEmy| 2SBEOMYELSLLT
) waaB S | S S OWRIRE) R (2@
- EA] M | REREISQHEG| TV oo s YEEY AT
LRI WAL B 418 °T ,__.Wmmmwho@, E 1| XATHA—(NETEA
@I LIRS g | F R e @RIBHT~ )
i 3 | BN 2 (2
S 2 (2 B gsn9mign - Yok
B USISM - Y —TC 4
g
e °Q 6 TR EINE °Q 6 MU EINGE °Q 6
i pticisi | BESIWHEGS TS | BESINBEGS VTR U HTE 2 10 28] S
BT X B ETHED U g emiraer k2w B Cg g (R EE| >3 T EMEBA LA BEHEG S
ittt o W T WEHEC MRS o0 R
"G 6 MHBEHT "o 6 MHBEHT
MR NNYUp2QETOLE (g T T TE L2 U 20T TO2LE LT
R E ST A BN M T R
3 45
s B FTEB % B I FHTE) B 1% e
L st il e G e T -
peE % o
=}
(ORR =531 Wl SWE=GE

B O MHHATIOHKEEZ @R ILIIAINY

45



QLMW LETIEY O (PR RMBI ) BRI

WV £ B
HWE-EY ORRES

HE - UXOHFES Tk
4y} & 2 ORI TS L -

‘£

TAREAREROL SRR 3 OB G BUZENO2  SHYDIHE HEOTHS
COLMWEREINICL T " ELOPGY T
- LS LRI (V) HEETOEWES BGOUHENO LT KROUHDE P e
"G S WARM N OS2I YIET °Q S MWREBIHTE - KO OB TS it
GBI E RN LE 0@ E RN L5 "2y b6l GBI E RN LE BT e s
WEREEO L)
o bobs SWHO
2 - | FENHGEH L LB s nog o
COLBESI) HLEH IS EHOR GFY 6P| 2
B R C D OB s
"o+ m G Ly oy G L Y1 o T -
BRWNOL HISENLGF AL HLE- ~rALES B /BOEE-| TOREIE
IEMTSSHEOMEN /2
MO NS TTY - B
‘Y LHBTANO2 FIF HEOHWETTY - D EEOW e e
LY 2l TS M PSRRI o O@MMM%WW& E-4E) M| OWEEE)MINEBYNWED| SEBOTET[BE
01 BB g S RPN R 2
v NENE IR M- Y — 1€
EEAIC S L Y- 22T VONGHIUZIRN - Y —= it
"Q 6 MHBHES SHTIER
WHdE =)Ly TIL [ Iy 03 o H
‘o mHREmpaE iy Y SIREREELD 4E N o o4 I X T T T ST
EWRIVL RS EEHEUELIK] yoan i feste | FoEEAET 7w | XUP AR CEHER LD RN
'm@._'mEwemm_ﬁmmﬁnuﬂl_#mmumﬁﬁwmah*m +m@mW|E.mw_~wwwﬁm&mm J._ﬂm* ﬂﬂm%ww,ﬁkw@‘rgwuﬁﬁ = \_H\_\l_Hl__H_hl._u.mme#&mmﬂmm
fmi FUBCIMERRUEM o) o m s r)x g LA BB e T | SR
3 O S T B A
‘o 6 mu (o B TRIEEFON
°Q 6 MHREEL | ZEETYNLD BNNY B CoITROW F S W)
AV A BT QLA Y2 TR | wwEn wEET T LwEy 7 7 R FHT
HOYALATYUSH CIHEREMEER|20ps) wrOm -0 FHTILZ YA 2N ET
HEDOEE < (O~ BMEE | TS
BT 0. Tx o
(FRTHORM THOWFHE) (PERYHOWERY) EHEORELETTR - BEOXE

EROYALATR S Y-

EACEA A
GBI O {3EEY)

EAEA A
BRI O ) {35 EY)

(NG A) ¥

CECES?:

(HE 02 MEEEH) BRI O EH

L Ed TR
(PERZXTOHEHE) RHHZIOEEX

GYEYINE

i OZMIHHARTIOMERHTZ@ER 2L ZIAINY

46



o

AMED

BiImEEREA BAERME RS
HEBEMETEEI NAMANVD8

T100-0004 FREEBFHRARXRKFHEL-7-1 FETHFEEIL 21F
Tel 03-6870-2228  Fax 03-6870-2246
2434



