b
SH
j -
N
il
Nt

n = & 8

FEMERMESE - DATLERNRAESE
FEWNERESR - SATLEFEHRETOD Y b

Sf24F2 A

ExmEmEEEA BARERMAFHFEEE
EEEEL ERpIRTRE



BR

IR I~ o . » ] OO ST U TP U ST TT 1
1. B B D oottt ettt ettt ettt 1
O D =5 =372 15— TP TP 1

L -5 375 -1 2T T TSP 2
(1) BB B R oottt ettt ettt ettt ettt ettt ettt en et n e 2

(2) AR ERHEBE & A B DI B oottt ettt ettt 2

. B T B T B B Al E oottt ettt ettt ettt ettt 3
1. B B R B oottt ettt ettt ettt ettt 3
2. R el e S (0 = 25— = - = PO OEOT ST 3
(1) BEET T B TE AT T D UN T oottt ettt ettt ettt ettt 3

(2) FFEHBEFATREREIRLD R T L (-RAA) [T DUV T oot ee et er e e, 4

(3) REREEZEEICOVT CEANOBEMTRBEADRAL) e, 4
NI 211 ) Y =3 iy b~ TP ROTRPRN 5
1 BT T BT R R DA B oo ettt ettt ettt 5
2 B AR R I B D E R B U R oottt ettt ettt ettt 5
(1) R EEI IR T D A T E oottt ettt ettt ettt ee e 5

(2) BRI B T R oottt ettt ettt ettt ettt r et 5

(B BRI Rt oottt ettt ettt ettt ettt 6

(B ) R Al oottt ettt 8

R 1= = L Yy b~ TR 8
(ORI I3 5~ TP TP 8

O T35 == I - = TP PO TTR 10

AV 22 /oY o = = SOOI 11
1. REEEEICEENBDIEIRDIEIIEL oo oottt ettt ettt s et 11
(1) TR FU BT B B oottt ettt ettt ettt e et et e et en e, 11

(2) A EAIEIR B « BRI R oottt ettt 11

<= == (0)Y = = WA 6 X (5 1) B = NPT 11
O It - (1)Y= 5 v TP 11

(2) BRI D VER oo oottt ettt ettt ettt ettt n et 12

(G D =5 -1 (=3 A ) B = OO 12

(4) BRI EE LM B EIBIT DUV T oottt 12

V. BT RER L IEERM RIS F ..o, 14
1. AR AREE L R R R A DR e, 14
(1) BB oottt ettt et 14

(2) B D ZE B IT D UN T oottt ettt et e ettt e et et e e et 14

QD I TRl Y= - 1 T 14

(4) FEERE COTI TR DT RIT D UN T oot ettt ettt ettt ettt et ee e, 15

(5) BRI E D BB FETEZIT DUNT oot e e eeeeseee e e 15

2. B LRI ERREBEOREBERUTIALYE e 15
(1) BB L IEE AT RITEBE DEE ..ottt 15

(2) IR T BT B DD ET L oottt ettt 16

G DI k= 10 T2 7 N S PR OTT 16

O T~ = L3172 30 = TP 16

(5) MEREBICRIENEFOIMEEDEMITDOUNT e, 16

B BRI T BT EE (DARRE oottt ettt ettt ettt ettt 17
VN NE N =S i WY ik c (ORI 17



(1) FET DT oo 17

(2) BB E T O S ADRBIE * I8 T ettt 17
(8)  FUZEFAR D B IEIT DUV T oo oottt e e ettt ee e s es et ee et ee e e en e et en s eneeen, 17

(4) S RIEIE R D IETFIT DUV T oottt e ettt ettt es et 18
(5) BB OHITIC DU N T D BIEE L oottt 19
(B8) AR E TR T D X I B TE oo v oo eeeeee oo e e et e et e st e et ee et et e et et e st e e ees 19

5. AEEOM BB E T AT B DB B oot 19
(1) FRHEFEHEEE DL IED DI IEEEITIZ D UN T oo e ee e es s s een e 19
(2 B T B T B S o oottt ettt et 19
(GO 24 2t =R A n By i BN Y=L = 3 19

B. TR T O S D B oottt ettt ettt 19
(1) BEBXERE - BIETOT T L I ITDUN Tttt 19
(2)  FBIBEEERIT D UN T oottt ettt ettt ettt ettt e ettt e et et et et en et s ettt er e 20
(B) B R EE D IEEIIT D UNT oottt ettt ettt ettt ettt e ettt e e e et eter e e, 20
(4) B BRI D FRE 1T D UNT oottt ettt ettt ettt ettt e ettt ettt e et et et et st et eter e e e, 20
QD I~ L5 == v <P P TP OTTRTOTR 20

7. BB B R D B T ..ottt ettt ettt ettt ettt ettt ettt ettt ettt 20
(1) AMED @ THAREEICHITHFIBHERICEERICEAT HHBA)] ICEICHEHRREE ... 20
(2) BRERMZEMITRRAIZE 21 FITE D KRR B .o 21
(3)  FIEAA R IR IR E IR IT DUV T oottt ettt r e 21
(A ) BB T oottt ettt ettt ettt 21

8. RIEATA » IE ER = R IE S A AN D T o eeeeeeeeeeeeeee ettt ettt ettt ee et e et et e ettt eeneenas 21
(1) FETE-TEFERA - TEZHBOBRERVFABEANDBAE oo, 21
(2) FEFTAE - -FEFER - - FEZBLEDONTZBEITDNT e, 22
(83) AMED RIODRY R = ADBEERIT DUNT oot 23

0. BRI U B O D B R oottt 24
(1) BRI D B LB IT DUV T oottt ettt et e et ee et s et eten e e, 24
(2) FEXNRE FETAREEZTEHAEEORBPRIIC DT s 24
(8) BB RE T B E R R E D IR oottt ettt ettt et eeen e 25
(A) TR R BT A U R T T D R oottt 25
(5) WREODFEAELEERVBEBEDEFDHERR. ..o 25

VI B R R R D B T BT M. ... oottt ettt ettt ettt ettt ettt ettt ettt 27
1. B B B T oottt ettt ettt ettt ettt ettt 27
2. B .ttt e ettt ettt et ettt et et et et et et e e ettt et et et et et et ettt et et et et et et e nenenes 27
B B R R R T TR oottt ettt 27
VI BT B GERE BR DD ETIEL ..ottt ettt ettt ettt et ettt ettt et et ettt ettt eeeen 28
1. B B T R R R A DD d & 0 a R oottt ettt ettt 28
2. T D B B B R DD BT o oottt ettt ettt ettt ettt ettt ettt ettt e aeees 28
3. el XD T o == L L bl 1= o e =5 TP P PO 28
4. E R ZE B A T BB BE AT ..o oottt ettt ettt ettt ettt e et et e et e et en s 28
5. B R R R R D7 — T o T 7 A R DT R oottt ettt 28
6. T D ETITELY oottt ettt ettt ettt ettt n ettt ee s 29
VL BRI DELEEL Y ..ottt ettt et et et e et et et et et et et et s et e e s et et et ee et ee et e et et et e et en et eneeeeens 30
1. R B DD R B oottt ettt ettt ettt ettt ettt ettt ettt ettt ettt et naeeas 30
2. A BASEHARIR TR D ERIEL Y oottt ettt ettt ettt ettt ettt ettt r ettt en e 30
O 8 3L =00 Y 1 T 30
D Y < TR 31
1. E RO A E DRI EE « B O HE R oottt ettt ettt en e 31
2. EREWE - BERAERICHITEEE - TRSE (PPI) O oo 31
RO (3= -3 o= TP 31
4. TAEEIEIRD researchmap N D BEER oo 32



5. R e A Ry [0 Y == [0 Y s =L TS TTTRTT 32
6. R B T T T BT I 028 D T ettt ettt ettt e et e et e e et e e e e e et e neeeas 32
7. AMEDZMBEIEIVHILAZ Y PRV AMED fIBA) TV VICK BB O HILT—2a o KiE..32
8. Dl Sl 81D i AT IRy I 2 = G ol AN TR ST 33
9. BIEXERY FT—U RUBIEE IR IC R AR e, 33

1 0. AMED (2B B R BT M D FE o oottt ettt e ettt e e e e eeeeenes 33
LIRS = o arte RNl QN3 ) <y 1 F TSSOSO 33
(1) N AAHYAIVAT—AEAR=—ZREUA—D5DT—EFRBIZDINT e, 34

(2) BEBELOA PR BERE Y R T AN BRI T DU T oottt 34

(B D oottt ettt ettt ettt 34

1 2. B S D A B R I T R D B TH oottt ettt ettt ettt ettt ettt ettt eees 34

1 8. BRI DT R B T T B B T e eeeeeeeeeeeeeee ettt ettt et et et ettt et et e e et ettt ee e et et et ettt ea e et et et ettt e e eseseeerees 34
X BB oottt ettt ettt ettt ettt ettt ettt ettt et ettt ettt en e 36
XL B B T R R ..o oottt ettt ettt 37
(1) BE - OB REIE . BB ettt 37

(2) BEEICEYEZ DBBEDMHTT - QOL ML s 38



. KCOIC

ANBEHEICEFNSILEMRARZREL. EXHAERAREIABAREEMEHFEMEE (LT TAMED]
LS, ) NERT IEENERBESS - DATLEENMRAREE STENERES - DX TLERRET
O Y FOAEMERAEZBIIHIDNIEHOCEEARETEL-BDTY,

1. BXOHE
(1) HBXoBE=

AEXL, SHNTEE~SI 6 FEGC EM)ZEEXLAOERLGFEE L. BE - EEEK (Fr 2645
7R 22 BEERAE. FH29F 28 17 H—8ZEE) OEAMESTTHD RS KEOHEMZAL:
EEOIRE] & BRBEREADFE] ICEET 520, HRMEERDETILEHSREICHTT H5AE
HEERMSE - DATLEZHAEL. BERA~NOER - EREBELFET,

HRFETOLFEEHIEOER. FEEHSORBELLEZERIC. EEEFROERTSZIISELILX
TH52EDEFREINSF, EHAEOEEEIEEET. BN LDOBABEDKENFELNTLNET, B
TlE, RA— b7y TENEFNLERERZRARE L. KFLENEZEILELT I/ A= 3>1Tad
ATLDOBELRETEITHEATULET, EAEICHINTH., EMLERES - DATLZHEL, &
RICBEEDOTICE T 5012, TAVATLOBEL, AEOLRMASTRETHYLG(CZET S L
NHBERLEEZONET,

FES. BEFGOEM, EREBELEL. EMOSHEEHE. VFait~ORELZEENDHE=—INGE
F5—AT. ECFBIT/HmERMNOAL 0T FOEHFMEMNRLEEEZLTHEY. EEOHYFIE
RKECEERLESELTHYFET ., ERICEVWTHBRIRNEIFETLIVERHLEL, F-HEETLIERK
MIIRAGEEIZELZN>TWLCHh, Ihdbsld, B HAREFICALGVERERMARENSLYVEE(IC
HoTWEET,

ZZT. EREDMEZOHERANL. 0 FEDEERDHINETREREDH, RI— 7y T&#ELDHE
TEHEV—ARERELTO—NLF Y RILERETIRFLEN. ALARZRVTRERRICERY M
DEESBERNTHFORENDBETHDILEDEHBNDHLE., AMED TlE, TEED 3 DDHANLERAE
FERELFEL

() ER DB

FIAEYL. BEROAT—IRILET— (BE, EEF. EREES) ([T L THEZ =57 M
W - VATLEFEORENKROONE Y, BIZIXEEFHIER, FF QOLDA L, EREBIEL. E
BDRIEER, DENCHEERELVSLMEZ L 0T KOIGHE - SATLFORRENEEELER
FY9,

OEIPEDHENART O vIL

FEMGERMSE - VATLEZRREL. BRICBEORICETHEOHICE. AROLAMSTRET
EREEINT=A /A= 3 VIAVRATLOBENFRARELGYET, LA 2T, ELVEICEWNT,
DEIBIIAVATLOBETREMDHHEHEEER - Ml L F L 1=

(c) DHIXEDLEMEDE L FELE
RO DEWRE., BT TERYBEADLWAFITE T HHRMREIT. AMED A" XEY S0 EM
AEWEEZbNET, BEMICE, UTOESGNHEERISLELFEL,
- REEEOT7 AT ITEITRBRERRIZLSHDE -
XURIDEWLE (RAPORE - FifT+ARAORE - KfTO—& L)
KER - LBHENEF - T (EH HARELFTERYVBEHAILVWIHFLEEZLND)
-BLRLRART LAV —DEENDELHE
KEHRMOBENVELCEREREFAFE (Ed HAREBLFTTEIRYBEAISVRHFLEEI LN
%)



UEDIODDERERFEA. 5ONDERNHE ORE - ZHO—BORHIE. gt Q7Y AL
BRANEZRHZH - AEO—KE OFF DEEMIEICEIYRZISHENHT -QOL ME & T4
e/ T—2FIRICK H2H - BROBELZEDE LT,

SEEICBEVTIE. 520ERANFN S5 2 200FH. ORE - BHO—BORHL. S5k, @akh
EICK YRR BHEEDMT - QOL ML [To2LWTTRY Y MELFET,

¥ TAEAOFREOBMEIZOVTIK, MLE, 1.5 AEHARFARFEOBE 28BL TN,
FEEMAMAREOEN - BRFBEOHUCOVTIE, XLE AEMARE 2BBLTLESL,

2. BXOEK
(1) EXZErkAH

EENTHARMARHELTENCE DT, HENEEZOVENLTFRZEY . Bn-BETEA#H
LT =ODABEEEEZRS=H., TOT S LRA—N—nNA4H— (UTFT [PS] &WV5, ) RUT
AJSLATa4H— (UT TPOJ £V, ) EZAREENICEELFET,

PS RU PO #H(. AEXLADEHKRZIBEL. BXOMBLHEDT-SH. LELGIEE - WESE
FITVWET, £z, AREEARUHAREIEL. PSRUPOZFICHNTHIEHEAEVET, PSRUPOFH
1Tk 558, BIEEFRFA. HAEMARFTEICH LLEIZIS L TEHEORE LYEEOHIE (FHEE
BRICKHBHRTZEL) FE2T52LAHYFET,

X https://www.kantei.go.jp/jp/singi/kenkouiryou/senryaku/suishinplan_henkou.pdf
(FH2EELILORYPERSFARMAFMETEICOVTIE, BERFPTT, )

(2) REREELSEZEORIF
AREBEICHVT, HEFARRESRREERVLEICIE L THEKENERELET .

(a) TREHE &, ARBAEKKRELSFEL. MO, ELHHRBHF* & L. AMED Ao EE
HBEDRMFER(TSH, £1=lF AMED L EEZAMRFARZ 2 Z2MHET S, RE 0. REIC
By 2#&HE 1. BEERE ITRENI2ENOREREFZOVET., BEXTOSH b
TlE, THFHEE) IHREARKRTRICEECZAEI-HEMEELELETS,

(b) THEHE] &, AREAESEESFREL. MO, ELHWRBH*' & L. AMED L EEE
AHRRARRHRIIKRKE L BRAMERARZNZHET S5 TKREE LN OMR#EEE
LWET,

(c) THIRFAREKRE] &3 TRREE CAAEL. EXOXkRIMD. BHICHRS THRFAXER
] 1221 T, MRARARERAEDRECREORY FTLOTENDRFEEIHRE (1A %
LWWET,

(d) THIRFAESEE] & TRREE XL T8 ISFEL. THREARKKRE] LR
FAEEEZELTHERERZREL. SEZMERERBEOREFOREFEZESHMEEELLE
ERS

(e) IHARFAFEZE] X MKRME T THEEKHE] ICHEYT S THRFARKRE] X
MARARDEE] D55, HAREBEAKRTHIHRE U A) Z200FET, (B THFREARE
REREF X TRERMEE) O THRFARELE] LQVFET, )

X1 FRHMEEE-2MRSEHAARLDIBEIF. A& ITHKIZELN,
X2 ABRICEITHEHMEEOERAMERARZNOFMICOVTIEIVEEZSREL TS,




I RELETHHEHS

1. EERE

AEXDLHEREL. UT (1) ~ (5) OEGEHL-IERNOHREHEFICAAEL. D, £
LSRRG E L, BEICRIMATMAEREICONT, HARMARERTEDORECHKEORY FLH%
ENERZESHMREBELLET,

(1) LTD (a) D (h) ETICEBIT2HHEM4ESE

(a) EOMHRERE? MERAERRELNLERE. HAEE. EEBC. BUBE*°. IBEB* XX
FHAAEETHSEEICR D, )

(b) ANEFEOMBESRERAITHESE

(c) Z2RHEE (B 22 FERE 26 8) [TE DK KERVRAMBABRAEKES (KELRFIA
HBEEABLED, )

(d) RETEDOMRE - BAHREM. F% - LEHEM

(e) MEZEHEXBME L TLIEFHIREZALLIC—REFEAN. —MREHEEA. A% HE
ARULAEEEEAN (LT MEHREEANE] EUVS5, )

(f) ARZELEFXEEME T HMITBCENEAE (FRL 11 FE2EFE 1038, FR 2646 A 13 H
—ERRIE) F 2 FICHRET 2IMILTBCEARUARIITBCEANE (FR 15 FE#E¥E 1185) £
2 EICHET Bt AMMIIITECEA

(g) FEEMHEITEABMARHEES

(h) Z0Ofth AMED BERMNEL EZEDHDED
X1 BT AMRHES LT I2MREFNELDFEE. R IHEHEL LI,

X2 NERFRVERTEMAEES LS 2 BICRESNSTHRIEEICEN N ZHERFIRME. REIR KA.
XHHEER. EEFAEER. BENBHERRUOEERERZEWLET,

X3 FREXIIHEZETIHBICFHET SEICBYET,

X4 EXEBICBOVTHAIAIEMCELT, H881AEL>DEOICHEME LTS HEHKEERE

(2) BEMNMEIREINFE-BEIC. BEOZKITICEL., HEDORERUVRENMERATETSLI &,

(3) FEI/FRINIFZEIC, BUFHRESZFOEHRLETO ILENTEDLI L,

(4) REIPFIREINF-BEIC, ABEERICKYRET LHMMBEE (5. EFEEZFZET, ) (2

LT, BEEHIRUNEITIEMNTES &,

(5) REBERTHRY., SIZHREHAEFARLTHEL. MOAEHERUARETOXIEEZTIENTE

52 &,

HE. BEOMEMEZFICAREL TLWAL, ELLZERENOATRKBEZICFREL TLWAHMEEIC
HoTIE, AEFARKRE L L TEHEIRSNEE. 2HNHEE XIZAMEDDIEET 5B ETIZ. BAE
RNOMEHBEICFIE L TMEZEET 2AKFEWME ZENTAREMEELICETEET, =1L, 88
WHHEBAXIZAMEDDIEE T 2B ETIZ, LREFHZHEATLEMES., RAIE LT, HIRIFBCEL &7
Yxd,

Ft-. SEHBEDOBTERNZHRT 50, BEERICELEENE. EERVABSEMEICEHT IE
FHEXOREERODZEDRBHY EFIT DT LEICHI->TEBEESELLET,

X [REZFESIGEHE] (EEO NREKEE) OELE

2. WEICY->TOBEEIE
(1) ZEEAERAFRZHIZONT

BRENEHAERARERBICONTIE, TOXRMBICEHY, MRFARXRREZERRT A RHE &
AMED & DB THBERMNE L FRAARFARZNEITSI L EZRM*ELFES . RREELDR
HIZHEE (EEEXRBEEICHBE 28 2R LD XFELGYVET ., EDMRFHE. A
AHEFKROMBRBHAEREE FREAFTERCEI(KREZRVEMBERBRATEEE. HHIREENE.
WILTBUEAR VA RIIITBIEAN . FERAREARMARES LERAARARERNELGVET,

X FMEV. EESRLTIESL,



(2) NAHXEMERAREEIATL (e-Rad) IZDWLT

REARXBHARMREEE X TL (UT lTe-Radl ¥&WW5, ) LiF. BFEVET HLEEHARE
LHEDEERIHRLI—EDTALR (BERZF-HFR-FHRBEOEEHARAR - SHEBEOEK
ZHE) FA US4 METHIFEBHNLE R TLTY, WEICH-->TIE, BEORXLAEHERRK
FEDHMEZDLHNET L LCHEREL-LET, RETIOIARMAEOEBICIY EDXL I LHRETRE
SENE+AREOL, BREEFHICHEE L TS0, FME. IV. EZSRBLTESL,

% le-Rad] &(F. FFALEMEREEEL X T LDEF T, Research and Development (R 1T 0 1= D EA LR

%) MBEXFIZ. Electronic (BEF) DBEXFZELIZHDTY,

(3) RERBEZEEIIOVT (BHA~NOHEHMRRADOXL)

MAKETEZ  OREFRMHAHAR SN TEY . BIZKETREEREIZE > TEFELHEAB
RENMENY 5F. ERERMTOAERAEM - EHMFNRE L. RKEWRERFOME - WEFIEA
ENLBIRUEATEOTETVET, TO-0H, AREBEILARZAMRAFARZELCEEARTETDZ
TICEEL-TE, EENICERASNIBTNOHLMRAAREN. KERREHFOFAEELTAY
A LEAF., BEEHEITOIEETNADHHEICELSLTEL D, HAREEAIC K SHEBAIEIEHARD S
nFE9,

HATR., NEABRUNEESE (BM24 FEEFE2285) (UT A &0, ) ITED
SEHRFDITORATVET, LEN-T, ABETHRHESATHLIER ORI ZE@E (R L
FOETHHAIK. RAELT, BEEXKEDHAZZTHILENHYFET, SMAZZEILH. B
AEDHDES - fEft - BEFZETLTCESY, BRES-BHFIERL, ARRAREREL 1=
BRICIE, ZFLOLS - SIBICHA T, HRAFAEXBEORSDFILEL. HEFAXBEOESIREZRY
HIELBYET,

X BE., FHAEORLABHHEEHEZ, EREGEFICEIE, TICRFMMECBERNBTFEREE. H5—
EULEDAR Y - MEEEHOEY (Bif) 28t (R#) LLS5&T5548(1C. RALLT. BEEXEXKED
FRANBELGHHE (YR MR VX MRFIZALGVEY (Bl @b B Li53&L9558
T, —EOEH (FAREH - FEEEHXEFA U7+ —LEH) &ELEBEIC. BEEEREOHATE2LE
ETBHE (FryFA—ILRED) BNHYET,

YOEEE T TGS EMREL N ABEORFRMRELGLY FT, YR MRTRTZHEOE GEFE
FE) [CR#BTIHEEFEC. HRICEVTRET HI5RICIE. TOREICEL TEAOHFTIBET
Yo HATRAEICIE, BREE - HRE - v = a7 - M - BIERFEORITERE, K- A—J)L-CD-
DVD - USB A EVEDEREATRETIFFIIEHAND L. BMEECHREIGEEZE L-EE
MBORBEOELIF—TORMXEFIEFNTET ., HEILLDBZEOZANY, HEHREFDE
BORICH, NAELZORHERRELGYBFLIREMOOY LUNZCEFNDIGENHY FT,

BEEEEEDVI YA T, R2REEZEHOHFMEI/MAINTOET, #LLE, UTE
SHRLTIZEL,

ORFEFE  ReREEZEE (£#)

https://www.meti.go.jp/policy/anpo/

ORFEXE TEREEZNVFTVY
https://www.meti.go.jp/policy/anpo/seminer/shiryo/handbook.pdf
O—MEMAZAZEREEZIFHRE V72—

http://www.cistec.or.jp/
OZRERBEZICRIBHEMERHAF R (KF - AEHER)
https://www.meti.go.jp/policy/anpo/law_document/tutatu/t07sonota/t07sonota_jishukanri03.pdf



Il A% EZORHAE

1. AFRHEFERREOHRE

AAFERICEFNSLFMRFARREOHMZRILUTOELSY TY, FSOEHERRAZREDFHMIT XI.
BEESRELTCESWL, 44 AMED £DE{AKIE. EFEEDSSFTHMERFHHMEXREE ¥
FBRAFZETIE 273)EXRM) ). ThLS, REFLEZAARRAERNELY . AMED EEHERRE
A TN ENERNICRHEHERDSEE FEBEERMT)LET,

sms z MEFAREE DR MEFAREERE HRRIRRE
# TS ERS
RERRAT (EHEEE)™ FEHRE FEH

BRE-ZHO—BOREHL,

LEale | RS- ER] & 5 FH

K 192,000 FHEE (($2 FE~FF 6 £E)

0~2 REEE
= EICR YR A HHEE

2 5oL mL

CEOHBEXEOB S THMENREE, KEHED 30%Z LRELTHEREZEMTRELET.
EXRBOHREITRKRT 25 BRARELLYET,

o HMREMAREBOREFISEELIETNDERELGYET,

o HMRAXRBORERVHHRARREEFEHF I, AEFABEROFERIORRF CIYESHT
BIENHYFET. RELGEFBNH-HBEICIE. EHRIE—BOLEARRREFEBEICDOT
RREHDOZMOREDNRRERMY CHLARMENHY FET,

o HBHOLAFMAMERE~NDEEEIEBOONETH., HREOFRSELEERVBENEHRIC
ZELBWI LEZETRY O, ARICIESE LE-MRAZRREDFHRZMARMARREE DX LEA~
BYREBmL TSN, (FHE VEOEGBGIEZSHELTLESWL, ) COREICEERL
ELLRBE LEBEIE. FERICHENT, EANENM ORI, RROREFOBHELEFEZE
fI5nIEEELNHY 9,

¥ TAZThOREOHERREDEN - BRFEEOFIZOVTIE, XLE AEHRFE 2S8BLTIESL,

2. MIRARREEZFOFALVIREH
(1) REEEHAOAFHE

RESHEOKAEF, THEICLELGERIAMED 7z JTHA FOAFEHERMFVO—FLTLE
AN

https://www.amed.go.jp/koubo/

(2) REEHEZMHRM
SM2FE28128 (K) ~gH2FE38128 (K) [128004900%] (ESP)

[FE) $f12€E2A218 (£) 22B~FM2E2AHA2508 (K) sSHOHMIX,
e-rad VATLMREILELFET.,. COHMIEe-rad ~DEHZENTETEEA,

GE1) e-RaAdNDEFICEWNTITIEXRICONTIE, e-Rad DFIARTREREFDHTIDTEELT
{rEEly,


https://www.amed.go.jp/koubo/

(F2) ETOMEFARREEFICOVT, HBRZBELBRICE—URBTEEHANDTIEELT
{fZEly,

GCE3) REZEEZMHMKRTE., RFARKRFISHL T, AMEDAEF A —ILOEFEFEHBHLG
HRZITIHELNHY EFY . BZHEREITH L TIE, AMED NMEET 5 AETEOMNZEZEL
TLEEY (AEAFELONBGVNSEESZRENBEERARN ORI SNDIENHYFET) &

(C¥4) REEBBICTHEAHIEREFT. FRELLLIBENHYET,

(3) REZHORH
REEHORMF. ZAYMAIC e-Rad [CTHRELLEYT, REHMBAICIREMATT LTULEWNS
BREHEZERELFTEA. HRARREEFOLEH (AN) CRELTE. ARBRUMERRIRESE
(BH 1) ISRLEESEERICH T, REGRARERYLBCRBELTIESL, BR. ZfTHME
TRIFREWEWV-REEEDEZELEBEAFICERELohFREA,

42 EH2 B AAREAE

HX1 | AERREREE

Wt 2 | REE(RERHE. £ EHET)x PDF 77 4 JL.”e-Rad IZ & 12H*?

Hst 3 EREBHFETROA D MELTO
FryVEBRAR

X1 KRRHE, RULTOSEMBIICONTHREELHNERALLDO)NMBALBYET,

X2. PDF 774 JLTHERL L. e-Rad ~EH (FfH) LTS W, MEKICLSBEFIFETY,

(a) e-Rad DFERAIZHF->TOHEEFIE

BAEAEIZET 5= a7 ILIE, e-Rad R—4F L4 + (https://www.e-rad.go.jp/) N 5SBRILS
DoA—FRFEHIENTEET, e-Rad DFIFARMICAED L, WHELTLZELY,

1) FIATTeERRMEH
H—EXERHIEFER. KB & £12 00:00~24:00

GE) EEFARERMNTH O THLRT - RREITISE. eRad DERZFLETEHEAHYET ., e-Rad D
ERZELTHHEE. e-Rad R—F)LHA MITHLOMLOHBHMEELET,

2) HRBEDEE

MEELNARKEZRBBALTEETIEE. [KEXEE] MEREKREBHLNFAET 5HEH
BE) . [TH4B#E] (IREXSEELNFET 2HHEHME) (X, RElE L THREBETIZ e-Rad IZ
BHREINTWDRIENRELERYFT,

RN ZEFHEICDLTIE, e-Rad R—A LA FESHBL TS, ARHEETLIA, e
Rad IZB T AEHRREEZRDOD TV =FE, e-Rad R—Z LY A PSR EFHEBFOKRKES
DoA—KRLT, BEATHEZT>TLEZSW, ERFCTHREZET HEELHYFEIOT. 2 &
BULDRBEL > TERFHREELTLESL, BH. —EEHZAZETINIE, thHEATEHLNRE
TEHHE - FEDOCEDERICHEERZTIVELIHY FEA. ERITHETSELSFET HHE - =
ETERBADSEIIBEERIIVEIHYFELA. ) BEBAT, BHEOHMEHEICRREL T
WL, XIZBXRENOHAEEBEICAAE L TLSSEEIZELTIE, A&, AMED EZFEER - EE
HABRTHIEE - EMERKSE - DATLERFE IO Y MELETHEIRBEDIZBELED
LS,

3) MRBFHROEH



BET5 EARREE) RURARICSEHT S (HEMAHESIEE) FOREEEE. QOJ4
1D, QNRIT—FRRELHBEYFET, AREBICFFE L TLA2HREDIEFRISATHENEEZL
F4, G5, BEICHYEAEEGENSHEL S TERIN TV -AEEBE®RIL. BEIC e-Rad ITZ4E3
SNTVWET, HEEBSELHAD L. FMBEFEROBMET > T, HEEBEICFAEL T
WEVWVAEEDERE. XHEZEAOFELEMEMARETES AT L (e-Rad) EREYTEHRLE
T, BELGFHEEF e-Rad R—F LY A FESBLTLESL,

MEREER D NE

MAREBE ) ICARE L. ESXROXEHRP. WHICHRD THRRAFERE]
HRARKRE | [COVWT, HRARERAEDORECHRREOBMY FLOLENEREZEES
BRE (1A ZLWET,

MERHEEE) X THE%E) ICFRE L. THAERRRRE] LHERAR
HEMAFESEE | EHEZHHELCHERARZERL. LA EHREEOEREEFOEEEIE
SHMEEZLWLET,

(b) e-Rad L TIRET HICH->THDIFE

1) Z74ILFER|

R L=-BEHRRX 77/, PDF BRXTOAH 7y TO—RalgeL > TULVET, (e-Rad 21,
WORD ¥°—KER 7 7 1 )LD PDF ZHEREN HY F£9, Ff=. HFELDPC THHATEZSPDFEHRY
JrDEO— KL ARETY, PDF THIZHF-2T, ThioD#EE- VI FOERIIVLAETES
YEHAN, FHETEIEEIE. FRAAEOIEFEICONT. DTHEERITEEI=2TILES
BLTCESWL, AFORBRXFTFEE2FEALLEE. XFIETTHREEELAHY FTTOT, TS
NE=PDF 77 A ILDOARELTHERLTLEZSLY,

2) I74ILE=E
7yvIJO—KTER1I774LEEYDRARKE=ZIE10MB TI,

3) BEEHD7yJO—F
REZHM(X. PDFIZE#RL7yTO—FLTLESLY,

4) FRIEHBEDAEE
MARBAFER RS b oFRMEIIC e-Rad THEEL-BRETREREET LTWEEA, BT
BEH#EOERBEDOFHREZET>TLEEL,

5) ZfHKRDOFER

TEEHOZERERIL. e-Rad O MBEHEFOHARREDOETE] BEMNSITSIZENTEET, B
TEICKDICERFDIRHB®K, RFEDNEE (RT—42R) H THEEENEGHRED) LLQYET
N, CORTIIAREBEICLIERENREOREZEKRLET, MEHBEORBOFHENEFD L
MIEDHEE (RT—42X) ¥ EHOMELERRER) LAYFET, £L T, BEoHRE (AMED)
NREBLETE IZEEF] LLQYET, SMAPMKRTHAT, (EoOMENERRED) XX %
BE] LHE-oTVWEWERREHEIENE LY FET, ZMPRRTHECTICHREICLLILERED
B EFREEEBRRRBICLIRENTOAEIZEMDDLT,. CAODRT—RRITHESEH
2125 AF. BEHELUBFTFTERLTLESWL, 8. REHMDIC, e-Rad DR TFALIZFE
BAH--BE (HEHMHEOHYIYERMICT I EREDD-OFREANRET IEELHYET, )
[ZIE., e-Rad dOT A U EDOEE EOHE - SXATLBEENLORMSE] ., AMED wxJ
YA bD My TR=D2, BREHENVBHINDIIGEGENHYETOT, TORNREHERL TS
LY,

6) RHEBRDIEEEHNELE

—E. REHLE-REZHEZEET DICE. ZAHFEAIC T5IRL] #BEFEZTL. BELELRICE
ERETILENHYFT, EANGREREICOVTIEARERIHHEETZ2T7ILESRL TS
LY




7) Dt
ERUNDIEZECHABTOFMICDOLTIE, e-Rad R—%2 LY A b (ARERIFTAR—) T
FEELTEYEIOT, EELTIESLY,

(c) e-Rad DRETAEICEHT HEEEE

e-Rad DIREAEZICET A X, e-RadR—F YA FDANILTTRIICTRZIFHITET (X
BESBLTLESWY)  R—=2ILYA LDIEH., TEL<{HIEMEZZ (FAQ) R—Y ] £ &<
BEDLE, MLWEHETLEEL, 8. ALTTRITRAZEBOANE., BERAKR. BEIZHE
THEEEICIE—YEEZETETEREA,

(4) RHEDa1—IILEF

AERICBFIHRINFTTORT V21— LIE, DEFABBRTUTOLEEYFELTVET, EED
EEAEZDOFMT INEI HESBLTIZE,

EEEE TM2E3 AP ~TM2FE4 A LT (FE)
EE (E7YYY) SHM2H54A8TE (PE) XBECHLCTER

GE1) ET7VULIEERT HEEE. MHEFEOMEFAKKAREBICHLT, RAELTETY VSO LEMATE
TIZEFA—NICTITERKLET (E7VUIREHNDGEEL, E7VUTBERNERINGWNGEICE
BHRLEFBADT, BIRAIBDBEHNETHEHELLESY) . E7Y VI OERCEREICET HHEREHN
HBBEIE. . 2. (1)IBIZEEHD AMED Yz U4 FOARIFERICEEHE LTI DT, fFETITSEE
S, EFVVTORMENENCET ZEANREELIMET,

GE2) BEMAERERBICHLT, EEEEOBECELEBEEEFETFA—IITEMNTIHENHBYET., 4
SBEBHEICHNT AL, BEEIC AMED NMEET 2B E TIZ AMED NMEET 2 AETEPNZEE
LTLEELY,

GEB) ET7V VI OREEFRAE L THERERRELLET, ETVVIVOBEBEIEETEE A,

GE4) ETVUIRTHR. BREICHELT. HIRARKKRBICH L TEBNERRETSEENHY £9 ., H%HE
FIZH L TIE. AMED AMEET A AETEPMNICEZL TS,

FRINAI B DBEH TM2F£5ATE (FE)

() BRFBEERFBLELGo-REOHRARRREBICH L TIE, BERRFERFA-BRORRTE. EEHAK
FHEDBEZRDHZ P, HRARESHEOERZH S BRREBFZAIZENHYET. ChoDFE
ISENTIE, FEOREHEICONT, BERFETSAEELAHY ET,

MEBRFERE (FEE) PER SH2E6ATH (FE)

GE) 2o TFERI I, BREBICHEREBHZRBEA -RECHERRBEZITTNVECI E, T,
RIRRAER., LUHESETOMT, HoMLHARELEREEREL TULV2E, 2SR, JOMICH
TERIBWEECIE, BEZEBELTHATTZ2L0OTHY ., AEEFDOMOZHOIFNER L, £2#H
BRETZHNETIIDOTEHYFEA, O TFTER] ITEBHNEHES T 50121, HEHKTE (B
TWHREOHEERAFZED, ) OERPLHARIZOVT., HEEEZOBEHEOCRAZVEELZEND
ELHYFET, AMED IZTBEWVTH, PS-PO L DFRABEZERONCEREL. RHOZHHEZICEHET,

3. REEHDERDERAZE

(1) BEAE
AEBEICHITAAERAREZEBDOIFEIRIZHU->TIX. AMED O THAERFEETMEICEEI SR8 I
HOF, EEOLEHE., BEEOCHEOZLUMEFIREL., FEZEOEIODERREFITO=5H. 48D
HHEBEZODHN L AMED BERMER T HIMMEE ZME & T H5REERHE (BE) #EELE
¥+, RETMEZEERIE. EOONEFFMEBIZCDOVLWTEHEE/TLN. AMED [ZChzd &ICIRIREES
RELET,

(a) BFEIEX. AMED IZRE L=REFMEERICE LT, FELRTITVEY,



(b) REFMMEERIF. RESNEREEHORBIIOVWTEEEERVLEICK L THE (E7
J2T) BTV BEICKYIEHBETVLET.
X BEOBE THEMERREICENFOBMBHEROPBENHYET.

(c) FRIRIZH=-TIE, BERBRFEHFTA. MERARKRFICHL T, BRECEREE. EikAk
THEDEBE*ERDH P, BEOHEDERZH SEREHGE[TZLAHBYET, Chod
BEICEVWTIE, STEEOZEEICONT, BERHZTSAHRMELNHY 7,

X RIRENBE, CCTBESN-BREENZ0ROTEFTHCERFMEOROFTFMFRED 1 2LBYET,
RINREOEE LB OLTIE VL EFSBL TS,

(d) BEERTH®. AMED (IMIERAEREREZICH LT, HIRABHFIZODVWVTEMLET . 4. EE
DEFEBICOVTHOEVEDLEICE—UIELohFEEHA,

(e) REFMZRRICIE. TOMBICEALTHMYBLREICOVNT, TOBEZRV-RISHREL®
BRFEHELLICLEZBE LT INERFETERENREONFTT,

(f) FIRFEOMEHEZEROMEHAERRERLEIL. 8. AMED U JH 4 FADEBHEHE
IZ&YRBELET., £f-. FHEFEODKLIZOULTIE, EHIE LT, #&E 1 E. AMED 2%
—BELTARLET., (DxTHA FADBEFOFEMIL. IV. EELSHBLTLEEL, )

(g) NETERLFMETOIBEANS. AMED @) IBETBEZELDEZEDBERI AT A+
DOEFEWIZET 28] ICEDE, FHEZREOFIBERR IR DA L FEITVET, FHEZEH U
TICEYTE5E1E. FIBEERIROAD FOXERE LTAMED ([Ixt LEEERSD, RAIELT
LSREOFMELLBEVWLDELET, 4H. FHEORENZLEMEZHERT 5L THICLE
NHY . FEOLAENDBEELHMABLEONLENEZTERENEOHIGEICIE. FEDHEICS
mesZeEnmHYFET,

WEHEEARETHLH EE

W EAKRZ., EIRFAREAN. BiIEARMEEREFOMEHBEICEVTR—DZEH
EXFIR—DEXRICFTELTWLSETHDEE
HEHHEARETMEZERORERDRT SFEEZECHE 3 FEUNICRELCHEARE
EIT2ETHDHEE

BEHEENB LRI DIERZITV., REZTLEFRECMBARICHLIETHDLE
WEEEN > LR EN, RETMZESOFREBDORI P2EEZELHEE 3 FELUAIC,
WINADEEICENT 100 GHZEASEEMABEZZT TS EE

WETHlE S EEMOHRSERICHEIEE

ZOMRLGRBHERLH D ERBHONEHEE

(h) BBELELSETEE. BHELI-EE. AMED &BE. JRYSLF1L Y% — (PD) . PS,
PO. FMBEZAITH L. FHER TFRIRICOVWTOEEN T EITHLENTLIZEL,

0 O ©®© OO0

(i) BRERCANDITHRTAY BT EEHE

MAEEDEYMTZHERT 28 RNL. SRERKSR™ [CHRIBLOEHORHZRDSC
ERBYET, £z, BEIZEL. TORBICOVWTERTHIENHY FT, F#HMICDOLTIE.
UTZESBLTLESW,

X https://www.amed.go.jp/koubo/medical_device_check.html

(j) AMED IZHBIT5BEDEEZFEO DM - BRIFMBRDFERIZOLNT
AEBEIZBULTIEZ. RELEENBEIZAMED ALZT-HARENDS . SENIEEZFEDIL
RIZEMSN-RHERZFEODEHEER CERTMEREZHRFEFA T, RESA-REEHD
BEEFTH58BELRHY ET,



(2) HBERBLER

AERICBETHPREOFRRICE > TR, REELHIODVTUTOERRIZESVTEELEY ., 2
EHEZRE L-MRERRREZRET 2551, RAREXTI S LTODEKBEOLEEL.
SEBEICE T OIMEREOXTRNAFLIAMOMRELGYET,

(a) BXBEFLOEAN
- EZXBE. BEFICSRLTL DS
(b) BZH - K LERRVOEBAM

- BADRMLANILRVINETORBEF+2ITH LM
BN, FRE. EHEERELTLSD

- ERSBOERICETHLDOTHLHIH

- FRMORILICET SN TH LD

- HEHZ—XARIETHLDTHSHH
ERSFOMEREICET IENAHICERTHLDTHLHIM

(c) FHEIDZ &M

- EREEORE E BHIXAETH D H
- FEZEDFEIIFEAMGHLOTMN D, RRAETHSHH
- EaRE. REXNRICHT DIERFEETLEFEEG>TLSD

(d) EhetksH

- BEEEFIDE L-HERARAFNELICHEB S TS,
TR EEAFNEBEINA TS,
-HBEEEOI A — MNEIBEUTHSH

- AEELEE  BEOEPITELD

(e) FRERE
- BEDORR, IHABEFIRETHSH
(f) BXTEOHIEHBRUKREMICEIET NEIER
- BEICETAEHE - R D2 —LIERETHIH
-NTU MY TOER. EEBRE. MG TRAENFEICEYRAENR TSN

10



V. REEEOARLEE

1. REEEFITEENSFHOEKL
(1) FEHROFMABEH

RESEFICEFNLIFWE. AERAERERRO-HOEFEDIEN. HERFARBORIXRHE.
BICRH SN TOIMAREIEDEDHICFASNET,

F=. FRARREEZNOFRIT. FREXFHFD AMED EXEEICEY HHARIBELT/ O
SWICHLRALES,

&iﬁ&%k%@ﬁﬁ?é@k%ﬁ@ﬁ'l%?é&ﬁ%é%ii REEOEMMBZEZFLICE
BEIHIENBLKSIC, EEFICEFNLIFERICAT HIMERIBRTLET, #FLIEFRBED
©17ﬁ4hxﬁ§ﬁbf<téu

¥ T{TBUERE - M TBUEAZICE T 5EANERORE > ZHEOREN (#BiFE)
http://www.soumu.go.jp/main_sosiki/gyoukan/kanri/horei_kihon.html

(2) DEGHEBROM - HREHRSF

(a) BIRENT-ELDOFBEICET Z1ER (X4, HEMARXFERL. AERARRRBEOFTBEHTH
%'&ﬁ'&%s&%d%/H%%Hﬁ%@gﬁs%ﬁﬁ EHE. IESESE L EENR
‘R REARRREREE (ABREHR ) * L. S¥EL AMED O™ x JH4 +. AMED
MEFARRET —FIR— x (AMEDfind) RU AMED h\fﬁi%l BEOK G HhBEREFET LHARE
%m%%@%ﬁﬁﬁ?éﬁm?—ﬁ&—x(WMdmNmﬁ“%)#%ﬁﬁLi? MmzT.,

NIZBEITARTITOVT, 7 OB/IZBHEGFERIE AMED ITEWVWTH L. TODHHEE
%lour@ BARAEOCHARESEMMEEZFICRESAhTLARINGM,. 77071 VT ER
DT—AR—REXBHEINLIBELNHYET, T0H. REFRRIZBVLTH, EEED
HMERRER GHX - HrE) | SFAEEFEBRUBENESICHRIMERENTEREBERED
e-Rad ~DANZEBFEWNLET,

X1 THIATBEAFORET HFEHROLMICEAT HEE] (FR B FEEFLF MO B)ESEFELSAICEDD

] e g g &b\%iéh’CL\é’fﬁi&J ELTMYHKWFES, £z, HRRAEREORIRRICERS SRR
RIEEDAREERS. BUBRE Y — MIRBBESNDS LEDRBIZTOVTELRKDEWVIZBEY FET,

3 2 World RePORT & (&

FTEEOHRESRERENITEL TV IEREERREZRNRE LT —2RA—XTY, EXERIVEHT
HOEBEMNMT>TVLERNGHRELZARILT 2FLENELTVEY, BB - EEXKEEIFHEH
T (NIH) A4T->THE Y. NIH, ZEEEMEFES (MRC) . EL&A YA - 74 YEIHE (BMGF) .
BRMZEESR (EC) . A FHAERHEME (CIHR) | DTILALISIRMEE, HAPD 12 OHRESIREHE
BDEMRARAEZEFZ SN TLET, https://worldreport.nih.gov/app/#!/about

X3 T—RAR—XEZE[Z(X. World RePORT EAEENET,

(b) FRELER - BEOEDNZHRT 2-OITRELHEEANT, REEEFITEEFNL—HOIE
%, eRad LEZBL T, tFEFZECHOBEFHNEESFOELEMICHERRSR (T—420
%ELE&U BEZNMORBERICZERLTITHE S ODBEANFROIERZET) T556

NHYET, Ff-. thOBRFNESHEZFICETEINOoDEEREFOHERZ RO ONT-FEIC
H. ARICERREZTSHEI/HYFS,

2. REEHOHARVERLDEE
(1) REZHEOHKA

RREHOKNI., THRFARREE) ELFEJS. BRI DHBRICERBZEHL TS, &
ZERZHHBMRREICEALTE, I EZSEL TS,

11



(2) REZHOMEM

SEIF e-Rad ITTITVET . RESZHOMEMICH--TIE, (3) ITRTIEEFELHETIEL
e, REEHICFEIHLIEE. RETERVIEAHYFTS,
BEAANDOAAICEL T, UTOFRITEFELTLESL,

(a) HEMAERFEZLE. FAELTERBETOERTYT N, EMNICOVTIER. BRELREEOMA
DEHENBALLGYET, BERNGEFRENLHIEEE. BERARNELLIENHYET,

(b) FHEIRCHHBFIRZEDTLAHKITOVTIE, FIRZETF-TIESLY,

(¢) ANTEXFDOYAX(F, FAIELTI05 RSV FERANTLEEL,

(d) ZHFIF., RAIELTHEATAALTSESL, ( (B) BEES. BEES. A¥H)
(e) REEHIEX. THRIIR—DFBEEMFEL T,

(f) REEHOEHEIAS—THHELFIA, BRIAE—ZLGEETLRABIERTELSE S
[THERR L TLFEELY,

(3) REEEERLOIE
(a) &S - WEEHFOES

MEFRABEORTEICH=->TIEEE, EFEINTHIES - GEBEHEHEFEZETFLTLESL,
HMIIVELE(4)EEZSBLTESIL,

(b) HRMARREDREICHT HHEEDHKEE

MERAXRREBNREERZIRHE I HICH--oTE, KRRWEE (HAEFARKKRELFTEL.
AMED & EEZARNEMHET HIPEME) OTHRZEM- TS, Tz, EROHREEAH
RITHEZRET PHARREZRET HBEICIE, SNTEILTORRREDOTREF TS,

(c) RENBTDHE

MERFEREDRIRICL - T, FEOFIKFOEAN G, RESNI-FHEDEEZRDH S
ERBYFET ., T, FR. FIRNSN-HRARREOEREICH>T, VL TohIRE - X
EEAREIE. PEOFINFICEYEDLLIEENHYFIDT, HoMLHITTEIESLY,

(d) WRNEBDREIZDONT

UTICRIARARREDREFIEAEROARNEBYET,
@ HICBHOERE - FROBAZENET HRE
Q@ MOBREBETHEINDIONSASHLWVER - HRFORZICLEGREEZ. ABFXOREICK
WS CEEBEELTLORE

(4) WERARREZLUNMIDHELZERICONT
(a) PMDA OEHIEH - X EBIE DiLHFSE

HWITBEAERRERERFNRGHE (PMDA) ARET S TL¥a 5 b)—H A T XEKEA
I FOHRREBDS L. FAAEREERFADZEFIYTY— (BKXBH; 7HT I 7HERD
EETH) %Z. dENEEREFADBEEAEMSEERVAE WEHXAD) 2. ThEnRfG
LTV EEFET . FlEXIZEOELEMEMAAEREICEH ATV IBERFEZSRL TS
LY
GE) EREBREICBTT DHRMAREE ([LF15 U —Y4 IO REIMAH % PMDA ORFEB ORI

B HRMRRE SAVLTIE. ZOZNEHL LT, RARRE 1~2 FRCHENE £R1FTLMVEL
SERBYET (RIDREHME, #ME VI 1 BESBLTIESYY) . BEBATHENS 2EBEH

12



THAHACERFIRATEHHYFEAN., XEMELZT. TORXBEREATRARFEICRBEIE TSI EN
ZENFET.
(b) ERIRAERICET 2EHSE
EHMGEERCERKFORIEZ SHEICEV -EMEEARCHRKRRABRRU TN ZBiELT:
FERERABREZTOMEX TIE, ARHAESZOIO Fa—L%2 (BH. AR, BIRELE RyVE#E,
FEBIZ. BERNE. TARS. MENFE HAREFNFOFEREESL) FORKARICEAT 2EH
F (KRABH  CERRTRERDHZAIEETH) ERMFLTVEEEET, #HlE X EOER
SHMRFARREICEBR SN TVIBERFZSHRLTIESL,
¥1 FLOEESVERBBROREZEMNE LTOEALHESH LV EERTOFE, BE0ORZETOER L
BRH3DERRMNELET,
¥2 TAFI—ILERICEZS>TIE, UTZBEESEICLTLESL, BIROEH. IXTOBRKHAEEHE
BIHLDOTEHYFEEA, )
- BREMRARIEEL V4 — CABRERAEERVEFMNBREEDRADERIZET 2FIES)
http://www.jmacct.med.or.jp/clinical-trial/enforcement.html
- BAERMZMEEEZESR (RAEHAAEARHEE_H)
http://rinri.med.or.jp/kaisaibi_shinsashinseisho/files/youshiki_rei2.docx
- (M) MFEREERHNTHLEEE BER/A/ RA—CalifEtro s — (EMEEARERTEEERER
<TUF LLLEERREAR>)
https://www2.tri-kobe.org/support/download/protocol_summary?2.pdf

(c) BIYRBRICET SEHE AR - FHERHER

MEHEFICE TLBMERBRFOREICET SEKRIEH (T 18 EXHHRFEETE 71 5) X
FIEEFBEOMET 2XREBICE T L2BMRBFOREICEHT S2EAREH (TR I8F6A1H
BAFBEAREEERAMFRREM. TR 27 F£2 A 20 B—HHRIE) ICEHON-EBWEZAL
THYERRZRET DB OV TR, AEXEHICEDE, HEBA AR L AEREHA~D
BEEICETIECRR - FHEHERDOS 5. EATRELEZIODELOREERDDIZEAHY
F9.

(d) AERARICHANDEIRT A MZETERE

AMED O = JHA FMZTEMRI0FE 12 A28 BIZ TEEREBOMARMREIRTAL MIBITEF
IVIRAV N RTF—=DH—b) ELTZERNLFELE: TEEEREARIROADMIBTETF
Ty VIEB] OERZITVEY,

ARFETOUSLICHREINIREREEE. FryVBEERAR] OREZLTLEEET,
FxyVIEBREAR] (I, AMED Oz JH A b TEEBBRAREIROA D MIBTEFI VY
BHREAR] ZUTDO 794 bAoA —FLTRE. thOIEEEELHHETerad (2T
RELLESY, FxyVIEBRAR] OERICETZ2EFRNBERXICOVTIR. ARV IHA b+
O TEEEEAFEIRDADMIBLTOF v VEB] 2288 ESL, BEITEL, Fzx
yHOEHEAR] ORBIZTOVWTEBETLHIEN/HYET,

Hhttps://www.amed.go.jp/koubo/medical_device_check.html

13



V. BBERAREE L (REEFRREZNORES

1. #HPERMTRESE L FEARRFERZHORERE
(1) ZHEHF

FIRSN-ARRARZREICOVTIE, ARFARRELERT L AMED LDT. EORE
FEORAICRVEFEDHEIE (HWHEXMREEICHBIE 213 ZRLE-EED) XTREZZITS.
ELLIZAMAMRBRENEMET S LICHYFET, FHIETEIRRIZAMED Mo ZEALET,

RN EMIET SIS - TIE, FHETMEESR. PS. PO FNEREZHFEZ. FIRBFICHINIE
HHRBLINTOENMEES., ZHONE RBREBOBEEZEL, ) PHENNADEERICELLHIES
FIZIEK, BIREN-ARARRETETH>THLEN LGV ELHY FT,

R RICEVWTEH, FEOEBMEZFIZLY ., LT E/EVEFELINELBEICIK. HERAKME
DRELXEHE GTEERICKIRHPERTZED) FET5IE&0/HYFET,

PS. PO &H', AREWKREFZHREL. FEEPTOARMRTEORE LFICKHEZHNETL
FEDPLEFTOIENHY FT,

X EOMEEHESE (EOMEEHERVAEABHEREZRTLEZLIOZENS, ) THLIRRBEXTHIE
BB DOWTIE, HEOBHICEDELSMBRUVLZEBEICHET 2MRMARRRE XEHATAZSBEN
HLHEBEICEY., AMED EDREEE T, AMED H 5 U#EICFTE T 2R RE XTI ERARES
BEAMZEHENSEXMNTE2ARKZLEENHBY FET (ZDIHEE. AMED AEDH SHEBESIIREMEIZHS =
EELET) . COEE, BMEMMESORBICRIBHICOVTIELZBEORICEEL TWWEEET,
BH. MRAEICSLT TARHEE) & THE#E OMRABRIS—AMISED ZDBERIBOLNIIEESE
TH->T. HE#E) P EOREFHEF THVESICE. AFEICHWTE, BRAELLTRYIEKRS L
ERDBEIELNHBYET, L. BRADBETH>TH., BRREICHVTIIHEREETS 2 L #RAl
EL. EHIZAMED ORDICIE L TEHIZEDBREP AMED IZKBBEEZICIELD I L EEHELET,

(2) ZBHBEOEMR-DOLT
MEFFREEEOREINE. BONIZHOBMENEDOND LS. HEFREEZERT AL,
(a) EFHARFHARTEE, AERRARFTEZERUVZOMEZHICLELET OER
(b) ¥#EICHELREODRBZEDORSE
(c) |REERE. IAMERERVEBEXBPREZOEHF
EFEBLTHESDENHY FET,
X SAMEERAEZE. FREOWEHREEESTICHERHRREECLICE—BERVVEEET, 2Fik
PR OHREREE L DL, EAHE, AEERNS. ARERAH, FEHESSEHEL TFEL, B
HEZE. EECBTAFERSOBRIRUHM - BRIMHCEEESCEOERERDO—DERY ET,
HREARHEZR, REEOEARRHERLHFBROEIC, BYTLIIR—BERVEEEET,
ZOMBHICHELEE GrEEHRS) X, IRRICAERTERLET,
(3) ZHICET HEHFNE

AMED T#BIEREHFNERAE] *'E LI TEAMERRERNEBHLEHRAE] *“?ITREDE,
MEERDEBHUNEZEITOTLESLY,

1 https://www.amed.go.jp/keiri/youshiki_hojo.html ™ i51) >4
3% 2 https:/lwww.amed.go.jp/keiri/index.html ™5 1) >

14



(4) EEXRFEFTCOMEHEOHERIZDONT

FERFTHERREZRET S ENTED LS. ZRARRFARRBFHREEZ D AMED ~DiHF.
ZREMRFARERPEORTANGEREL T 61 BURIZToTWEES I EELTWEY, SHFEH
Eix. CoMEA, EEXEFTORRAROERZRSICEEZEMEL TSI LEERFTA. HER
[CEVWTRELGEHFDEMBICHEHTL LS,

(56) ZRAMRFARBOEOHEEFICOWNT

LURFEEOMPERE L IERAMRAFAERNPFR TR, GHECOVTXERARRAEHEES
XEHPEMRERICE SO TREL TV EKHMFEERBREEEZ T T, £LEFREIONT
FERAFARMAERZHNEICEOSVTRE L TWVE EAMEREREREEEX T T, BEREZT
WZkY., IERXBEOEOHEEZITVEY .. BEREFICEWT, HRICEI HIREDFERAX
FHZEAXFE L TEOONLGVEEORITENHEALISEEE, BEO—HMXEIEHDREZEZR
HEFENDHYES ., Tz, FTEFERFZTOLHROEREL. TORNBTDEEICK Y —EHIMZE
MELGWIEERBYFT (VESBEHI(2)EZSHELTIESELWL &

2. #WHEELJFEAARFAREOHEERUIILNF

(1) #HHEELJFIEAMNRRAREDEHEH

AEETEIHRFNERICEVTHBELTHERAT A LICH> TV AIRARERERR S RICED
E.UTOEBYVERBRZERELTVET, FHMITAMED O EBIEREHOERAST) &L
[T TERAMERAERNEBLERAZ] “Z2SHEL TS,

KIEE | &%

EEEE MaE | HERARE-ER-HER. VI YT (BHES)  BEBA
B HRARE - M- HEROBAEA

RE& MEEESME TR IRE, NBEFREDOIBENRECRLRE
ANEE | AGEE  LEEAHRBARO-OICERTIAHREZEDOALEE
-HiE | B BEKE. B8 - S, HBE. BR - BR. BEAYHED
HEZNRE

ZTofM | LEEDED, BZREAMEFARZERITTH-ODRE

)

MEXRRERER GRXIBEH. ®RXABER. HP FREHR
%) . REE. ERE. K —RERA. #HHREEER. HRE.
HEE. SAEVAH. TRBREBGIFICRIHEERMBLES

E#ZEICHLT—EHLE B0%BR) TFLASIh, SEZAARRREDOE

MERET | o> RO EBS R ELER E L CHRBEAERT 288

1 https://www.amed.go.jp/keirifyoushiki_hojo.ntml W5 1) > 9

2 https://www.amed.go.jp/keiri/index.html m™i51) >4

%3 AMED AEM KZFEAN, XEXEFIAKEEA. MITBUEAN, FHEA. BHIRZZEAN, —BEFEA.
—REBEEAN. ABEEEAN. 0BHEZEA. RREERIRIXRZE L EAAEFFAEZNEH/EL T, IR
HEEZERTIEEICHREINET ., £z, —TEHEL IWEEBALSZLEHY FHA, EBDORZRFHKE (B

IHHFBRARFZERS) LIRS AMEETHAGSEHARNERY TS, 4H. FHEREL. 28#HE (
EDmRFEREFZER) [COV0TH, B ShIEERBICK L TESSNFTS,

15



(2) ZAWRFERBOL

MEFARICVEGEEZHEHL, BEZHELELT LSV, BREDHLERUKBER, RAIELT
AMED l#BNEXREHNERAE] “ B L [RANRHARZOEHLERAZ) 2 DEDITED
toELFET,

BE. FRRE. ARRE. 77020 JTE3RBOLNFEEA,

X1 https://www.amed.go.jp/keiri/youshiki_hojo.html ™5 1) >4
2 https://www.amed.go.jp/keiri/index.html M i51) >4

(GE1) AMED IZHIT5MRBEETERER - BRAR CORAAERMAREZNTIE. THRBEERR
XIFEERFABRICH T HEFEMERZEZAVEZHNEERARX] ZRAVSIEAEERFETH, FIRSNI-H
RHERELZTORREZEHONDEEICIE. HOMLOEDON-NEZERE ( HEEFTER
ERNIFERIRERBR(CH 1T 2 ZEMAREIKIRIE] (RFF) ) ITEDEARR - BREEBRICH T HEHEHRSE
PMTHNSARFINAREEICEBHEIATUONIEL, EFEZREZAREEORI S MMOEBREEICH L
T—EONIRATEKETELIDELET, F#MlllE AMED THAREDER : AR EFEARBRXILER
RERIZHITE2EERMEREDEE(ICOLVT]  (https://www.amed.go.jp/program/kenkyu_unyo.html) %
SRBRLTLEZEN, 46, AR - BRAROEBIEARFINFTEL TLSERICELTIE., HH0OM.
REEXRAXTEAELET,

GE2) STE#ABICRIPREGELZERL. FRIECHATTHREOVRMERZBME LT, AMED E£0
ETOMEMFEEBEL. RIAKEERIEAT AL - A ANV BIBICEBETLIEEEE (R—/R—avF21—4) @
HAY—EXZ, HIHETHATESLSICLTVWEY, FIAZHBELTWSEEIE. TREXRERLEAT AL
CAHANV O BBR—N—a0VE1— 42 RTFLAMBREARL % (hitps://sc.megabank.tohoku.ac.jp/wp-
content/uploads/2019/04/uses_fee_20190401.pdf) #SEIZERAZHLEL T,

(3) ZRAHARFARBEOILN

XIVERIT, MEHATLICRAE L LRFEICETIEERERVEEREDSIHEETNE 4 KEIL
EERAIE LFET,

(4) EHBREORA

BB (KIEH) CEDHBRAICRIENLUREEICS THEEZEEDKRED 50% (ZDEEAY 500 /5
BIZHEGEWNEEIE 500 BFA) ZEBAGVVEEICIE. HRARTELEDOESEH L WVIEZEELHD
CEZERMRE LT AMED OEAZBERTITHRAMNTIRETY . FMIX. AMED MBS REHFNERAE )
MELLIT TRAATRARZNEHFONIERAS) ICTHRALTLZEL,

1 https://www.amed.go.jp/keirifyoushiki_hojo.ntml W5 1) > 9
%2 https:/lwww.amed.go.jp/keiri/index.html ™5 1) >

(56) RERBICERLIBEREFOMNEHDNOERICONT

BENEEOMBEREOWITICRSLBERES] (FMR264F58 29 BRE HBFHNEEICET LHH
FREEREREE) [TRSNTLLHEEEAMOEROB AN L. BELGTMITENAY HANELE
ZEHBL, EXRTOEEDOBFEMNL 5 FMBYICREFELTESL. 6. BFEEOMEREIC
FRAEARBICONTIE, BFEED 6 A 30 BETICHERERTERBRSZEDRENMVDELBYET,
FMlE. AMED TEBNEXEHNEHAE] M B LF IRAMRFARZHEHLEHRRAE] "2 12T
HRLTLEEL,

1 https://www.amed.go.jp/keirifyoushiki_hojo.ntml ™5 1) >
2 https://www.amed.go.jp/keiri/index.html m™i51) >4

16



3. RREMERREEDEM

EXOEHIZENT, HRICEL TOERDRAERIHARAXDRE DR, FHEICEIT KK
[ERDER., EMOAFE, TOMOPLERLVERICEY., FERNICXHERTI S EAHLE
WERICE, MBREDERZEZR T, XREFERFTTORBZROLB5E81HYET,

k. AMED TEBISEEREHNERAE] “ EHLLE TEAMERERNEBLERAEZ] "2 ICTH
ALTLESLY,

X1 https://www.amed.go.jp/keiri/youshiki_hojo.html ™ 1) >
32 https://www.amed.go.jp/keiri/index.html /51 >4

4. KEXFEHRT IMEHBEBOEHRSE
(1) ESDESF
MR (X, KRFEDODEEICHI-Y., ZORENLINEETHI L2EH. BRI IEDESTE
BT, BEEHEENOMENICERT AL SIEHBFNIERY FHA, IS, FETES . FE
FER*2RUOFREZHR S (UT. ChoZhbbHETIFETAZFIEVNS, ) ZHIETHHEZHELD
ZENROLENFET,
%1 IFRETA] LT FEEBZFICEIYHAEREHICELWTIThA -, MEXEIMEEL L THETADIREHERK
HIEEEBZE LB 2 LIC&D. BERXEERRSNEMEREDORITREIN =T —2 LHRAER
BE (UT MaXEF 0S5, ) OEE (R2F3) . ATARUVERZWVW., TRENROREOEREL.
LTFICEDHBEZAIZEYET,
7 EBE BELEVWT—4, IRFEREEFERTH &,
4 BWEA  HEEH - #3235 - BRRZEFITH3REEXTV. T—4. HEFBICL > THEONIEHKBREFLEET
HWEDIZIMIT S &,
D EA MOMBEEDTA T 4T D - BFAE, T—4. BEHKR. BXXIIAEE. YEIHAEEOT
BIITENLGRTECTAT S L,
%2 TREMA] LlF. IREBZICLD, BEXEEATBEXRIZLS, 2HAREEOMOARZ~DFERAXITA
B REESORMDOREODHBCLCINICHLEEHISER L-ER (MEHEZOMICEEH L-BHXIEA
&, ES-RA - @A A FSAVEFEICERLEARESDOFERAZESONIALICE LAY ZLWE
?-O
X3 IFREZH] L. ARBSEHN, AY ZTOMTFEDFERICEY XMHAERELEZIHRI I LEEZVLNVET,

* FEEOERICEVNT., MHREF] LF. 2MPHRESICILIARFDICHET SMERE. BFTE. HEA
BEZOMARFHRIEENICHET 2FBITRFETHIEEZVLVFET,

(2) HIRGEHEIOITSLOEE-BT

AETAZEZRAICHLET 2HMED—IEE LT, AMED (X, AFZICSET IHEHICHLT,
RHEREICETITOTSLDOEE - BTEZEEMTHIIEELET, ARMBICIE. ARBFIZK
TEAERGELZETZERL. TORBBIKREE AMED IZHRELTWV=F&%d (L 0. 6. HiIRUY
AMED Dz JHA rZETELLEELY)

HEHE. AMED NERLEZIZEMDDO LT HEMRAEENBEEHTER-ILVGEEIL. ZAHATH
REDEMXIEI—HMOMTELELHARKBEICIERT S EABHY F£9, ARMBIL. BERICHK-T
EEAMERAREOHITEEILL, BERAHIETHRLAWVTLLEZEL,

(3) FIEHERDODEEIZDOLNT

MEDAEM., EHEEZHRET S5, AMED O IHAEEFHICHS TS EMROSEIZEI S8
RIFEGRAZEMITRANE 2L FITEDE, AEFARZEICEAHLLIAREONEHRIKEZELIZEE
FTEHELEELIZ, TOWREFITHOTLEEEET,

MEMEEN AMED BEICE TAMERKICHENT, BERERRERUVHAERARESEEDFLEHE
RZEEYIZEE L TLVELE AMED A $|BT L1354 . AMED (IFFEHEICx L. REDEEXIEHE

17



ETDRHEDITHUIY B I AMED 5 SRR I3 L TRRICR A LR ESD—E X T L£EDIR
BERETSICENHYET, #MIL0. 7. BIRVAMED Doz THA FETELLEZEL,

(4) &% - mEEHFOESFITONT

MEFRARBEEZERET SICL--T. HFAORE - BHELEL T IHEMHE. BEAFEROIRK
LWOREFVELTIMERE. £HMHIE - RENKICHTIRMEZVLEL T IHAERARESE. &5 -
HIEEHFICE I FHRENDELMENETNATNEIBAICE,. HEKBRIOGEZESDAE
ERAIEVERFHREETHO>TLLEELY,

BT AREERES - BHEFICERL, AEFAKEERELZESICIE. SZEFFICEOILLS -
SIBDONR LG DTN, ARELPZNMER. FIROBELEZTS5EEL/HYETOT, BELT
- IAN

Tz, ARFARFEIHFAORE - FHACHESMO LU YR ELBELT IMRMAEXRIIAESE
BUBAICE. AMERUFAZEDREDTIHRLZDLT, BYLEAEET>TLFEELY,

INSDBERES - BHHFICHATIHEHEBICE T2REEEORRICOVTIX., BEEDKRTE
RIIBAMEFAREERTHROLBLURNIZ, EAMEHREREREETHFEN— DL L THREZT-
TW=EEEd,

BIZCSA YA I ORICEATHAMBHRICOVNT, BFEANEDIESTENELLDEIUTDES
YUTT, COENMNEAERERNBICE > TESENEOONTVEEENHY FT DT, RIFDH
EICTHELTLESL,

E MIBET 50 0—UBMEORHIZET 5EF (FERL 12 FiEE% 146 8)
BREFEDOFHRUVBREEDRE T 2EEICEAT 55F (FRK 18 FAEE 106 5)
BERFHBAEMEOERZORHIC L 2EMZHRMEOHERICET HiEE (FRISEEEFE T
)

BEERZFOLREMOBEREICET 5EE (FERL 25 FiEEE 85 5)

BRERIAZE R (ERL 29 EEFE 16 5)
BFEEOIIKRWLIZET 5158 (FR 31 EXMEFZEEREILT)

Bk ESHIRADBIIZRET 268 (FERL 26 EXERIEE - EEFBHEESTE2S)

E ~ESHIBEOASERNERICEET 5188t (FrK 26 EXERZEERE 174 5)

E kiPS#IfAX (T E MESEMEEN S DETEMBOEREZITOMEICET 58 (F 2 EX
ERFIEE &R 88 F)

E 7/ L B FRAMEICET 2 MMEES (/255 EXEREEE - BEEFEE - BFEE
HEETELS)

EFXELOBKRABROEROREEICEHAT 24T (FRIFEELETE 285)
EEMBROBKRABROEROEEICET IET (ER 17T EEEFBHESE 36 5)
BAEERZFAGOBRABROEMROREEICEAT I2E4S (TR 26 EEEHBESE 89 5)
EEROTLEICET ZEBRABOERDEELEICEHT 24T (FRIFEEFTBHESE 21 S)
EERMBOLTEHICEAT IEBERABROEHRDELICET I24S (ETRITEEEFBHESE
)

BAEERZFLAGOREEICHT IEERABROERDOREEICEAT AT (FHK 26 FEEFEHE
SE 88 E)

BEERETAZEMEITIRE] (TR 30 EFEAFBESE LT S)

FMETHEINZE MEBERAWVWHERAREDOEY AI2DOWT (FRI10EEEAHFEESE
)

AZHRRET HIEFRMARICEHT SMMERE (TR 2 EXMMHFE - BEFBHEETELS)
B PARFHMAMERICET 2168 (TR 2T EREFBHEETE 344 5)
E FZBEOERZIT S AEMHBERMARICET SMERE (FR22EXEHMFEE - EEFH

EETRFE2E)
MEHRBFICETL2BMRBFOXRRICET SEAEH (i 18 EXHHPEETRE 71 5) |
BEFBEOMEYT 2XREHBICE T I2BMEBRFOREICET 2EREH (FR18F6 A1

0O 00O OO O O0OO0OO0OO O O0OO0OOOO 0Oo0o

18



AREF@BEXEEERERZRREM. T 27 F£2 A 20 B—&HE) XITEMKEEDR
ET OMRABEFICE T LHMERFOREICET 2ELREH (FH 1846 A 1BEMKES
EMKERNTSEEHRHRE)
O EEGEROIMFOEEIRUVZOIANCET HRBEONENDEFELESICET H1EH (FaL

290 FBTHE - XAHFE - BAEFEHE - BMKESL - BEERE - RREETE1S)

X ETRERVREOERIZOVT, HFLIRUTOYZ IHA FESRLTIESL,

F XERFEESA THA I ORADLE TERKE - T2 HEH
https://www.lifescience.mext.go.jp/bioethics/index.html

- BAEFHEBE THRICEYT SEHI12D1 T
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i-kenkyu/index.html

(5) WMERREOBITICOLWVTOHEERETHE

MERREEL., AARMABERZNICEIE, FAREBICHITLTWEEEET, T0H, HRERBIE.
BEHNEEFOEEIMRAMBADEEICENTITOIANE] ORISR, HREEOEEICE L
THREDEERETOTWEEEET,

(6) AKEIBEFCEHT LIRS

BEHEHEL., THREFBOFRETE~DONIGIZEAT 58] (ERR 194 12 A 26 BFIE. T/ 27
F1H 15 HERERE BEFEXS) . DMAREOFRELFEREORSICET 515811 (FR 20
F12A38%IE. FR27E 1B 15 BRERE BEFEEE) ZFICHY, AERHKEICERNEES
NTWAEEICDODWTESLTWV=EEET,

5. ABEEOHMREHISET IHAREODERSE

(1) REFERREOLEMNDBEELMTICONT

AEXICSEYT HMEEFE. AMED OZRAMERRARENEROEELCHRETHOLATINSLE
THIZEBE L. AENMDBELGHITRUOMNEHLGRITES 2EBENHYET,

(2) WEBIZBT5FHZE

AEZXICZEIHIMEEFE. BHICELTE. BEIARAEREEZRRT SHE~DEAIEREA
PEHIAEEZRIFOFREETIIToTLESLY,

(3) HEMGEHREIONJSLOEE-ET

AEXICBEY HHREE. FEFER - FERE - FETAZRAICHLET S -OICHRBELE
[CEATRTATSLEETSILENHYEY ML 0. 6. BIZSRL TSI . B, BX
MEBHBEITOT S LOBTHNEINENERICE, BTHEZRESNIETOHRE. ZANERMARED
BITEFLEFETHEAHYFETOT, BELTLESL,

6. IEGEIOYS LOEEE

(1) BBEARE-BEITOTSL - HMIZDONT
MEHEEN, AMED OFTET AMREICKIVITHONSIHAIEENICEEMNICSE L TULVS & i
THERAEZIZDOVTIE. UTOWThADTAOSTS L - BMEBEBEIETLEEL,

BN SEARELHAEEEH ~KRIOE. ZFUDEOHDTrT—R Ty o~
(BXREEAERAFEEE)
«APRINe S—=24704 5L (eAPRIN)

19



- THEZEOREEEBED-OIZ-HELHFEDDLE—]
(BREMRES THE2ORLGEEDOOIZ] HERER
- IEHEAEN LR EABTHICAZE LM LETOSS A
Ff. BERHAREICEVWTIE, AREEEMRUSEREEME. KON DHEFITIE L THEER
RAREZEEICERET DI ENTES LS. ARICEHT IMEBAVICHROERRICHLELGHARFESF
OHMBRUOEMCEAL T, +RLGHERVIBEEZTTOVERINEGELHENIE, EERTVET,
HELEBEDIAREIL. UTOVWTIAOELTZEL T,
OERMAEICHREBT 52EEXMRE L-BRARDRBERLEET S0HE
QLEBIZETZ2ELDE L THEMENEDHDI D FERMEDZFERUNDEETERINSD
NDHLED)
GE1) BLELZEMES~ADSMOAEIHFTIRIZZLS LEE A,
(G¥2) APRINe 5—=2470% 35 L(eAPRIN), EaFR:AERD - D e-Training center (AXRERIE
BEREEL VA —) | ICREEERMBEAMED—ENEMNBESI I e-learning LIZZH L
BHEIHLOTTN, AREXEMIERICZEL. NBRZTEELTVSIENIRETT,

(2) EERBFHICDOLT

BEREF. RE, ARMARABOMEENICEELTSESIL, T0RIEVICEEBL T
SV (BEDBENENELDIBENHYEY) .

(3) HEEEAFOKINONT

MAKEFL. BCOHE (BEREXZEL, ) BT HLE (1) ODEBMRAEIC, L&E (1)
DTAT S L - BMICLSHARMGELEZEESE. BEKIRE AMED NREL TS,

(4) REBBIKRROMBEIZDOLNT
AEHBEAENERY FLHDE, AMED MEET HHRADEBIKRHFEEE. AMED (MIRALLEE - &
BE) ICEFI7AILTIRELTLES L BBHIXFAETT, ) »

HWEMRE M2 FELURICRABSNE-FRICE TOBEXNRE
R HR: KMW345AXKA
RHYEZEH: HREEHEIOIJSLEBRIBREE]
(AMED Dz THA FEYKKXEFTVA—FLTLESEL, )
U R L : https://www.amed.go.jp/kenkyu_kousei/kyoiku_program.html

RHEAERMEHER. AMED Yz JH4 rD THEAE] O HEGEKE IOSSLl O
=2 (LR URL) [CHM25F3 AEICHBELES,

(5) &HHEGERE

WEGEXEF OS5 LICEAT 2EMEE(E. kenkyuukousei” AT "amed.go.jp NEF A —ILTEEL
TLEZEWL ("AT"OEBRZ@ICEZTLEZEW)

7. FBEHEROER
(1) AMED @ THARZFHICHITHFRERICEEICET HRA]] [CE O HEHREE

(a) HHRHFIZDT
MERERREBERVUHAERESEE, =L, AMED 9z 7494 +r®D THAELXE] R—PD
TARFARICE->TOREHEREE] I2HD [FARFAREE—ZE] OFXEIRENELRYET,

(b) FIFHRBEDBHHIZDINT

20



HEEL. ARARREICOVTOEFEDORNMHEEAMETIC, FARERZERFICH L TREMN
FBMEARICOVWTHEL-LT, HIRARZEICE T HFREROEEICOVTHLHETLZELY,

(2) BERERPIFEBITRANE 21 FICEICHBHEARER
ERICESVWTHBHEREEEREL TSN,
(3) FRHEREBREHBEEDRHIZONT

EHMRKEF L. EEERTEXIZAMEMARZNOKRTER 6L BLUANIZ, FIREAREBEKRERE
EHFERLTIREBLTLESLY,

FEEREBEBKRBEZOHK. BEFEZRVRELEFIL. AMED 9z 744 FD THELIE] @

TAEREICHSIT2FXHMREE) OR—JICHM2E 1 AEICEEHLET,

https://www.amed.go.jp/kenkyu_kousei/riekisohan_kanri.html

(4) HRHEGERE

FEHREEICEHIT 2HBEE (X, kenkyuukousei” AT "amed.go.jp ~NBEFA—ILTHEY LS
"AT"DOERE@ICTEZTLEZELY)
* FIBEREEOFMIZDOVTIE, UTOAMED 7z 44 I THERLTLESELY,
- PRFBICESTHAABERROEEIZET HHRA
- R8I Q&A
- FBEAREBRRRHREE
https://www.amed.go.jp/kenkyu_kousei/riekisohan_kanri.html

8. FIETH - FLEMEA - FERE~ADXIG

- AREFHOAREITE~DRICET 5158t

(FRR19%F 12 B 26 B4IE. M 274E 1 B 15 BREHE BHEZESE)
- AR EDOARELGFERFOXIGICEET 5158t

(FR20FE 12 A3 BAIE. FR27TE 1A 15 BREKRE RBREFEESE)

(1) FEFTH-TEFER - FERBOBRERVAE~NDHAF

ABXICEHL., AEEEICKH L THRETS - FEFER - FERZHE (LT, ChozdbhteT IFE
TBF) LUWV5, ) ITRLI2ERE HRECRITRERFONBEE,ICDEREEL, ) BHo1=15
AlE. AMED @ THAEZEBICEIT AR ETEZEADORIGIZET HRAL [TAIY ., FONZHZTFHH
ExHBLI-C&EH AMED IZHRE L TL &L,

MERBICE T, KAEIPDELHHEINIGEE. ABEZEREZFREL. FAEAEH. AERR
RUAEZFIZDODWLWTAMED EBELETNIEGY FEA,

ZDIHFAE. AMED (F, BHEICIEL T, AEEHO—BMIEESL LT, BEREBER UM
L. AZZOHREBEOFHAELEEZHGLIEAHBYEFIDOTEELTLIEELY,

Fi-. HAREMEE. AMED @ THARBEHCE T AFRETAZEAOFIGICEAT 58] ICEH LT
HRLURNIZ, AEFER. TEREZER. FEICBAELEE ELIMOBMEFNESZICSITHIERE -
BEBEAHFHOKRE. BRBLAEZEZEOREMEEZL AMED [TIRHEL TS ZEL, RESITEY AL
RNEBHEZE, #LJIAMED O THEZEHZHE ITHFETEE~AORIGIZET 5581 #5858 L TL
f2&Uy,

HE., AEDBETH>TH, TENEELN—HTHELHBINLHBEICEK., EONMZEEL.
AMED IZHRET ZLENH B IEFHN. AMED DEROIZIEL. ABEDRTHITH-TH. ABEDOEBIKR
BERVHABEDODEHREE AMED ~NEH T H2HEAHY ET,

MREEIL., RABICKELHLIE. ELLEHIHLIBEEZRE. AMED ~DHZEBFRICHRLIER
DIRHEXIE AMED [T HEE. BMMFABRICIK CHEFNIEBRYFLAOTEELTLESLY,

MRBENRRREEDIRHLIBZEIEL-15E(X. AMED (£, HER#EEIC L. BEREO—F
BEHIR. RAMREAREOHITELEDHEZITOHENHYET,

21



(2) FIEFTH-TEFER - FEZHRLEBOONFRIZDONT

AEBEIZBULT, FETAENH-1-BE. AMED O TR EEIZHTAFRETAZEADORIGIZE
T 5 ITEDE, ARBEARUAEFIIRH LT, UTOHEEFITLET,

(a) ZHDMEREF

AMED (¥, ABEI[CBWTAETAZELIBROON-IGEIL,. AREEICH L. EEAEMAFKZNE
R L. RAAERAREBEOLEBIEI—EBORZEFZRDET, HAEEEICIL, BEICHz>T, REIC
RAOEAMEHEREDOZBEOENCMMTOBETOERIGL., MELEZXI>TWEEZET, &
H. COMELIE, UREAAERAREDE (ZO—HEMAF LEBRICE TS ZF0OROEHMIZON
TI&. BRMMEEZIZRR L1=%R) ITDEHF 10.95%DENIE TEHEL-BDEHBENANT AMED ICEYEDHDD
DELFET, =, REELUBREAMARHREZRF LBV ENHY FT,

(b) BERUVSMERDHIR

AEZICBWTARETAFET  EHRERVEINICHERIERZE S EBESALHREFIC
L. FEDREREICIHELCTUTORDESY . AMED DEXEADBRFERUSMERDFIRZEZITVET,

Fo AFRITEVT, TETASEHNRESN. HERUSMEBOFHRMNEL o156, Bk
FREICHERVSMEBFHROERBEEZTIEEHRELET. itk BREFEFOHAREEHE
FIZBWT, @RS, BERUSMEBIGIREINSEELHYET.

(FETADBZE]

RESN-BLURT, TOEDOERYTSFERVEFELUR 1 FLUL 10 FLAOM THRETS
DRBFZHEL THALED LN S HIRM

FETAHIZRLIERHFIROMRE FETADREE B HI R M
1 HEOHMALFETAZ
T35S EZBERLTWEER 106

E. BHICEELE

=g za o | BRABORRDER~NDEE
HRMXEFEORE| piamesakxs . LT

=1

- ~ | ERIFF (EE apmmusgLLtfsns
TEfT2 TET girs fEUE 40 B

BB BNBO 2z hont
ELEEREL prrensas| SEABORROER~OLE
=1 BRAMY | g5 emrant| PHEMEEINNS . RIFFT 354

5~T74

FDEE | 10) ADEEBUMNMENEHIIND
HD
LELUSNDES 2~34%
3 1R2EBRLSAETAICE
5ELt=%F 2~3%

LZOFOMROER~ADEZE
— _ PHEMZENKRE . RIET o~ 3tE
ZjEﬁ?%kFaE]'—i- L’CL\&E:‘-'B(DOI FE | spEaEsSOEHFE NS
TADHOEARICRIBIXFOEEE | ¢
858 (BEBREEE. RKRPEEXRE | ———— - o
ChOoOELREOEEEES LR | IHAFORRDER~NORE
ni-) PHWEENNE L RIFT
HOBEMMENEHIBTEN D
310

1~24

22



(RIEFEA - FEZEDEGR]

AMED WHEZREL-BLUET,. TOHOETHSEERVUEEELMRE 1 FLUE 10 ELUAD
B TAEFARVAEZFHONBTEFEHEL THLELZEH 5N S HM

FEFRARUTREZHRONESHF & & il PR AR
1 HIREFOFEEADEELS, HEADZENNS L, MOTHDE 14
BEHLEWNLHEENDDD
2 HIREFOTEFADREEN. HE~DEENKEL, HDOTADE 5 4
BiitaL tHlEhd D
3 1RU2UHNT, HENDEERVTADTEMLZHEL THH S ot 4E
2tm
4 1HB3IThADLT., EBADRFHFREFLH-OICERLEEGE 10 &
5 AYZTOMFEDNFRICKYAREFHORNRRELLTRIRSN DS E 5 &
6 HIREFOFAEXAICEEBES L TLELD, EETIEEHIERL 1~ &
THERAZIT LY NE5BE

X1 LUTOHEEE. ERGFIREZRST. REIREZBHT 5

“1~AIZBNT, HEADBENNS L, THOEEMHLEV LSS, A OFEFERENVELRESS
BITENT. HEANOFENNS L, TAHAOBERIEN LK SNES

X2 6I2D20TIE, EEIERFEZATOMEEOEFERDEEEZHELTED D,

(c) DB EREEFE THERUSMERDOHRATHONHEEICHT HHIR

AEZXUSNOBERITRITBEAFNIAET S, RENEBXF—HBAEETHIMREEHE
[LENT. FETAZFISROoNBERUVSMERDOHBRASTONEHREICOVTIE., £OHFE
F. AER~NORFRUVSMERZEFR LTS, BERRRIC. LEIHAREOLAETR~ADOHBHEXL
SNALMNER S I5EE. SBRBEORIRENYBETLENDHYFET . FLEAMERRER
FERIC, YT RBOXERZADSMAALNELGHHEIE. BHRNERRT S EEN
HYET,

(d) HOHAREEHETCFETAFEZT > LEVAHIEHERITDONT

AEXIZBELTVWOHREN. HOMEKEEHETTFETAFEITOLRVVLHIELTER
ENHo5E. LBRMEEORBEHEIL. AZFEEEALRFREICA-I L%, AMED ITHE
TEEBNDHYEY,

LRMEZERTT, AMED [, REERODIHRICE. ZAARREBEOEAD—FHFILEZET
FTHIENHYETDT, BELTLESL,

Tz, ARMREOMBHEN LEORET IEHEE - HRICE. ZEMRFARZHORER
EZTHEERHYFT,

(e) FEEEDARK

AREBE([CBWT, L& (@) RV (b) DEE - FIREERT 5 &=L, AMED @ THEFESICH
(TAREFTAHBEADOXIGICET 23RA)1 FIZHL, RE|, YZEBEOABTEEZARLET, F1-.
RHICEBRIFEIZEVWTEARTRAIENAHYET,

(3) AMED RIO®Y FT—9ADZEKIZDWNT

MEAEFEIZMEMICHEET BICH-YFELTIE, AMED EFFRHREE. &2 UL ISR A
BEHZEZBL, EWVZBALH > THEL T CENEELELEEZONET, £2T. 2EMIZH
BB EAETHEZHET 5012, AMED AoFIRELDEN ZZ T TV AHEHEDOHEAE

23



BRENSEICIHERTBEN TE D ERMEI N, RIO (Research Integrity Officer) R kD —49 %
29O FEEIZEHRILELE. RIORY FT—4(2D20VT, BELLLIIUTOY  TH A &SRB LTKL
20y,

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

AMED £X(CSE ¢ 2R EBOARMERBTERERV AV T4 7 UOREEERE (MEZE
HhETHEAEEREZELFEVED) ISIE. RIORY FT—4 DA UN—IZH>TWV-EZET,
DHDOEICIRET % TREZAR - ZYWIEF D — ] OFIZ, EBGEBEKEEEERVaVTS54
FUORMEREEICEAT IBERELZATIHENHBYETDT, BTRALTLES L, ARELAEERE
ZDRIO Ry hT—I~DZFEFIE. AMED AMTWVET, HBH. LFEUSN T, ARV EREERICED
STWAHELBFEZFRIORY FT—VIZEET HHEIE. AMEDDRIO Y FT—9 Do THA b
DERNIZLEN>TERT DL S5BBELOLET,

9. BIRBEBUMEETCOBER
(1) HFROBUELZEIZDWT

BIRRIZEVNT, UTOHRITEVWTIE, RIROBUELEFZTIENHYFT,
MﬁD#??Téhﬁ%@hﬁ%ﬁ%#%%b%A

- BERMRFEARREICSMT SHAREBICOVT, —EHHEPE - SMEROHBRA S I-HE

: Z‘IE??E%I:F‘;EIT%)ZFEJﬁEb“Eﬁ#é‘éhf:i%%

BRIZBVTEEMIE SN B EICENT, RERMICEOEFENBE-ShEAh - 1-15E

CDBICBETAEHNEREIN TGN ZENHIBALEEE %

(2) HENRE - FETAREERTEHEBEORBRIEIZONT

REREEAIL, TAMRARZHOMREICHT=>T. UTD (a) b (c) ITDVTRBARIET S
DBEAHYFINDT, BELTSESLY,

(a) AREEITEVT, AFXOHRFAREOERF L LT IHRFARKRE] RIFINITHET S
BEEZMNS SN -EBERUMERARRRELARBEB BT HEL LT THRFARENEE] X
FCNICHHBTIRETEZHESINEEDN, BOFEFTAER]EAA K54 *RIE AMED @
MARFBDICESFTASTETAEADORICICET SR CEOVWT, FETAHFET22ELT
S 1E Sk b J:%G REEZT=F (L, HRBEFICKIREICEDIE,. BXEMITBIE
AFIZLY, BRENEEEAORFE - SNEROFRZRSLTVHD L ENEERVEXTMIL
TBUEANFIC J:U REINEBREFNEEFADOHE - SNMEBOFIROHMISRT LI=EFILKR, )
TlEGEWNZ &

(b) MIEMEAEICHENT. EOFRETASEXEHA K54 U XIEAMED O THEFBICH T AFIEST
ABEAOHIGICET A ITEIKEKFE (UT TRKAEL W5, ) OREEL- TS E
IARERTEEZE L., UM ERHBEICHTET 2MRHRRRERUNEE (BEIELHDIHE
[ZIE. BERLICFBET 2MERESBEEXEICNICHYET IRESEHEINEEFZED, )
ZEFENDIGEEICIE. BEXMREFICONT, REMERMARZOMHERFE TIZ AMED ITEHFE
HTHDHIERVLUZH[REORIFZNZDE AMED OTHREEHE TSI &

(c) HIE#HEAICENT, BEOFETASENEHA FSA VICEHONT-TAEHBEDAKRFIRKEE LT
MEHBICERNEFINTNSREFIEICODE, BFLERLTVNSI &

* AMED L ZAMERBZNEHEL COLIMBHEHNE=F LFTLNEHE (AMED oAb L. BRIEEN

[CH=YFET, COEZFICDONT, UT TIEFEE] EVOWVFET, ) LTWLBRBEIZE. (a) [Z2DWWTIE, %
HREEIL, RREXICHET AMREDS L MEMAKSEE] (CHICHBTEIREZZMNEIIEFLED)
2oV TH, RBARIORRELGLYFETOT, BELTLESLY,

24



X COEBICEHFREORETAFRICAA RS0 L. BAKRET HEDMDFETAHEADHIGICET S
BHRUTA RS54 U EBMLTOLET,

(3) WRAFARFEERVHEEDRH

RIREEIC OV T, FRERHEERUREEO—BERBECORBEKET 2 LA HY %
TOT. HEMLOBELTEEL,

(4) T—EAIRTAVNTSUDRE

FIRBBIC OV T, FIRBRRREL S, FRRIST—EIR AV TS5 0% AMED (iR
HALTWEEET,

K T—EIRDAV TS UDREIFE. PHERICEYITOAIAERFERECT -2 2EE - KRL (T—4A
—21L) THRBEAHBHIDITDONT, AMED AHART—FDFEFEIBIET D LITLY ., TR DAL MEEE
RIFabiEigaeZ R L, ARG SR TR I RRAREM TOEEREC_EMRFARORBFICRITHIHED
=HIT54DTY,

¥ T—AIRDAVNTSUICIE, BEEE. TEL. ERRREL. HELISCELE SN T —IRUVT—4E
DR, BRART—FOHA. T—2HAIVTA XA LOFE - KEF. VRD b)) (RESH) TOMMBES
BEEFEHLTCVEEET, RRAEZFRRICHRSERLET,

X BEFEEOSLBT—AYSMIVTARAMDES - FIBISOVWTIK, FELAWSGE 2RO THORREFEREE S
IZARTAHIEELTVET,

¥ AMED 7 744 k https://www.amed.go.jp/koubo/datamanagement.html

(6) HREOFEELERERVBEDNENOHR
(a) AEEBGERICHT HHEE

HREN. A—DOHREICLIEA—DOHEFRRERE MEARESENENSNEIMEDLHEK
UEDARBELD. ) [T LT, EXEFHITBEADERDBREFHNEEENTLEICERTES
SNERETHOTUTOVTIANIEZLET H5HE. ABZEICEVTEEAR, L DRI, FIRD
REDEUEL. XIFBEDHIB UTHRROREDIELFIEWND., ) EITI2EMLHBYET,

- REMICE— (BUBEELDIGEE2S0. UTEL) OMEMAREFEFAICOLNT, EHOHRSE
HELFEZICH LTRBICEELADY . EELTERSLE-BE

-BICEIRSh, B FOBFMNELSLEENICR—OWREAREBEICOVT., ERTHEN
Hot-156

- BHROMRHRBEEDOR T, IREBORARICODVWTEENH DS

- FOMINIZEST HIES

BE. FREEANDODRFREICEVWT, OBFHNEEHEFAOLEZHRILZHDTEHY F
AN, HOBRFHESHEFICEHRIRSNGERITITELHIC AMED DAFEEL(CHEL T
S, CORFITENAHOHEE. FFEICEWT, RIROREDIUELFZITO RN H Y
F9,

(b) BEOERICHT HHEE

AERIIRESNEHRAT L, thOBRFHNEEFIEFZERALTREL TLSIHERABTHEL
AZBEIIENTH., UTHAREREIHESIL—T (UTF. RETIE. chiozx THEESE) L0
0 ) ITHBRFEICED SNIAREEARISIRN - BRMICEATEIREZEZ. TOHEH
FARTEVINGEVEDIRETH T, UTOVWTANITEZET HIEEICE, FFEXICEWT, &
ROREDEHELEZITS>ENHYET

- IREBFORAPHARAEFICELS LT, BREMRENESSNTDSEE

25



- URMEFARREICRS SIS T I+ —+ (FAIRBORLERE XM 5 UEMEDREEIC
BELTHIHMDESEE (%) ) [CENBROHRENES STV DIHE

F FMBEICEERTHARBOBAFZTS5HE

- ZTOMINIZET HHE

X BEAREEN - 1/ A=Y 3 RBICEHT BT I+ — FOEE HREOEHOLHEMUME 100% & L1-15
B. ZOSLLUBHROREICBHELZIHMOEAR (%) | ITEIEET, 45, BREOSLEHML
. HREBOHMOAEETOTIEL. BE - EREDHOEEXBELEH-RHEMLLHBHM £
LET.

SOt FEE~OREBEORLEIC. MOBENALHESEELRRINBES,
REASCEENSELLBAR, EONC AMED DAFRELTHE LTI HEEL, COBEITR
niBo B, AERISHLT, RROREOIH LE£1T > ThMEAH Y F7.
(c) FRBLGEN - BEOEPHROLHO. HENEIZHT 2 HHIRHE

TRELEN - BEORPERRT S0, BELBEANT, 5 (LHREE - FH) W
BO—HIHT HERE. eRed HEEEL T, MHEESTHORSNASHEF OB SR
RETDBENBY TS, F. HOBPNARHESICHT 2 NDORRET S ORO BN
FRRIC. REICERREET S BN BYET,

(d) HFEZECHDOBEFMNEESFOLS - RAKER

REZEHIC, WFEZECHOBFHNEESFORNE - ZARER (FIER. ARRARRER. Ei
k., PEE. T4 —+F) ERB LTV EELGENHYES . RBERBICONT, FRER
BHEHZE LIBEIE. HRARREDOTFIR, RIREUH LXITBEED T D ENHYET,

26



V. RRAEOSE L

1. REEHE

LETORNBEICOVT, BFE. MRHERREREEDRHEEROHET, £z, PS. PO ELHEH
EEZTVWET, TR, HERARXRELZRETIARELGIEELGHARET —2 (ERED) ITD01\T
(X, AERFEOZHBLANIZEREINELEDTH-TH, EBEEBEOBEEATHERZI DI EAHYET,
EBER(ICY->TE, MESDOEEYL, AEE WMROEBRRERATEIESH . e7UV5 (E
ARBECEDER) . YA FED Y b (MEREHRBFICH ITHIEROMATIKROER) F€ELTHO
HEOERFR >TWEET, . #HRRICEY., HEORELCEBEOTIE (BHKT) F£1T
SceEHYET,

Mz T, ERLERBEICHRITT SMERARRE RLTEBEAEERERERLEHE (PMDA) =X
e 5 ILXaSh)—HA4 IO REBIKAENR] SONREHEELIAERFEERER) CEWLTIE., Z0IF
REGFLE LT, RAERE 1~2 £B8*" 2[CHEBE R T TV 2 EITBY FT, S HICHERM
HERMS, BULEREEDOT. L¥a5 M) —H A IO REBRERXFICE(T58E@EMKIC AMED HFE
b2 LEREL. NEMEDRBRUINICEET 51E8H%E AMED (CEBF L TLM=EZEET,

%1 BBRRR GAR) #x8RE LE-HEERAZBECOVNTIE ABRBBIECICEREROET, —F RIRAICHE

HE 4 EHFADHRERZBECOVTR. FRARSBHEFICHEICE L TBESHAETELXAHY A,

X2 BERRXIRRER CTHEMNEEZEREFATHASERFIVEAETEHY FEAN., JEMEELRIT. TOHKE
REMARAFARMEICRBREE TS ENEFNFET,

MERFAEYRES. EHNCERG CEREREORL Z2EICE V- EM TR0 CERABRRVTL
SZEBELIFRREBRZET S S L LGRS TR, o ba—)L (BM. R, BREE, B
BE EPH. BRERE. NARE. MHNFE HRAHFOFEREZESC) FOBRKARCETLE
MEERBLTWEEET.

X3 HLLVERSPERRBRORLZENE L TOHLHAECH LV ERRITOFE. EX0RR IO ERED

LOFHRNE LET,
2. FHE

ABRTHE, 2TORRFEICONT, HRMARRMKE 2 FEERTHEZER L LT IREMEZS
=1 2L PRI ZRE L . HRFARABOERECHARFARBMRFEZBIEIFHEL FT.
FEAERTIE, BELERBOHIREICOVTIEHYZHEDLY ., PRFHEZEET S ENHYFET,
FREEFHE T, RELEZAVET MCEDE, HZHE - DR TLAOBERMEKEHEL-LT, FAR
YA OINERE—KSE, Fit - AR LLERGMNEHERLANILTHES 0. RUT4—JEYT4H
BREINATLEINESIHEBELEY, FHERERICL > T, PS, PO EDMREMAFIMTIZE Y AMED
MREDHIL (BHRT) PERFETIENHYFET,

FHE2TORRBFBICONT, RERTRIROBEYLEHICERIMEERELFTT, BERTMTIE.
LTSRN ofHEiZzEELET,
CEERICOVWTREREMOBEERZE LRI, VAIOMETRICERL., TOHRERBLTE
RIS CHERAT A48 - SXTLAICRY G GEVWEREBREEET S L,
- BEHMRCEL. BAER GFICRFTER) GEEDRAETILEHAEICRT L,
- LHETICRELGRARE LFEMHE. LHEROFTY LIFEaRX MNEZEE L -BEHEZHAREICT
52 &,
BIZ, REICELCT, RERTE—TEORMEZEAL-RICENTHEERT S EN/HYET,

3. BRBERFTOER

AEXRORRBEN—IRE L THRIRBREOMERERKREFICH L T.AMED ANEMET S OFXILIE
DHEADHRRBERFTORRERDDICLEADHYFEY, T EFFABECHARBRFAREN-RELT L
BT TRERTEEREURICEVWTHRREEKBI S EAHBYFEIDT.CHAZEBNLET,

27



VIl FEEEREORHL

MEMERROEF N DONTIE, ERAAEMREZNICEDIE, HEMRMRRE. MHMEOHKR
FIRAICEAT 2FEZETT 5 EAMBRBICEBM T oA TLET,

1. MIRAERRBESORE AR

MEMEIL, ARRRZEZRY FLO-ARARBRREEFREL WV EEFET, REHRIEIRET
MEFAREEIEOR T, ZEAAEREEDTET - Fik - RIEOVWThAMBNELNSEELTELHURNT
TOTEELTLEZEL, HIRFETICHRMBRRBREZDREN G NG GE ., REARMARKEN
NEITSNGN =28 ERYFT DT, REHBIXEST LTS,

Flz. BRBEZICETH5—HOEBERURREOBELZSO—HOEEHIX. ARBEREAVET, &
PIEEHHIC AMED Dz 7494 FMITRARLETOT, HHFHEOER. HrHEPFORETHHTE
NEADFEER. / VNIFEERHE. TOMKRABEBERICOVTIEH. MEZOHKIT/E > TELRTRD
BATICRE L TLEIL, 52, EREEICHO-2MRHREENT LEBRORKNTRRKES
[Z2LWTH, BRIFAORICHERAERRENE YT ELEDHDIMEEND S5, HAITH > TLARNRDE
FRICsEE Sn-RNEZ. BYLEEBIZAMED 9 JHA MITABELET,

2. MERAERRDOFRE

RFAFRARICRDIFFEOCESEEFOMMMEE(IC OV TR, EXRRMAEIEE (T 12 FE5EE
44 B) B 17 RICHRESNDEHZH-T EEARIC. EBBICKRESESIZLELEY (N -
F—ILIRTE) o /N + F—ILREDBMIE, MPMEEROHRKE~DREEZEL THRAREHZE
ML, TORBREZEXRFHICEVTHRMICERAITDILICHY FT, AFRITEVTIE., HAREE
BENRROERALICERBRYBC I EZHHL. CONS - F—ILEEZERLTVWEY ., EHOD
HHICOVWTIREZHMBRICEOARNREAICLSEELFET, F-. HRAAEBRVCIEIARAEAR
[CHRAMEEZ. BEROFEANSENORESHICTEKBT D5E(EL. FANISTHEHRK S,

3. MIRFARMEROERICREIT-EE

MAEEEICEINFELTIE. AMED OZFEMRFAROKEIZONT., BRIZERTTAL, #HEFEE -
EAIZERBRYBOREULGFICHLSICLZRBHL. CNICAITEBEGBEZITO>TLIEELY,
B2, IRBRRICERSIFEBRA, /1D, T—2FEOMMBEIZCOVWTHRARERT 5 & £IZ. AMED A1
BIBERDY =AY, BHFESONNMEEEZI O—/\ILTEYICEELETRAT S0, MpitE
HEORFZIZHY, MEREEZR AT L%, MRHKEOMEOP TEULGREENEEINDSKLSITLTL
&Ly,

HE. AMED HMMEAES TIX., HIRAEICRE LEAREEREORKIERVEAIZEITT, —8
LEXEZTo>TLWET DT, Medical IP Desk [CTHHKL &Ly GEMAIX IX. 6. SiZzSBLTLES
L) .

¥ https://www.amed.go.jp/chitekizaisan/chizai_policy.html
4. ERVRER T ELZM

MREEICIRE L - RRARARRD HREEE. #F LR, FREREFEERFIILTSELLDE
BARER THMMHELZME AMED Dz JH 4 MTRRALTWEY, AREEET HATIC. AREF
AHMMEBMZHET S LB IHELTVEY,

X https://www.amed.go.jp/chitekizaisan/chizai_kyouzai.html
5. ARBARBMRDA—T o7 L ADHER

MREET, DECHMMEZFOERZL-LT, ATRERYHARRE WMBET—2FZET) OF
—TUT IV RRERRTHEIBHTLEEL,

28



6. T—HDEEEL

MEREOHRFONT—FFICEHLTE, FH2EEUROZAMERMERNEICEHTED
[T—2 OEKL ] (TS FBIRVET O TWWREEFET LS. BRELWL-LET,

29



VIIL BEAa0RIAL

1. SYRDIRE
REEHNEEREBICLIVRESLE-YMEE (UT TMEBYE1 0S5, ) OMAEIX. XEZICEE
24 330DELFET,

X1 TKRZEF] &lF, UTICBITOHMRHBEERHLEZEDZELNWVET,
7 ENKRFEA. DIAKRFEAN. FRIKRZFOFREA
4 BEIRRME. QEREGARMEMAR. MIITBURAFOAMBEEE
D AWENFOLMMEERT AHETH>T. AMED BEDHDH LD
X2 RRETHRLEMGEXRZFIRESE DB, [AMERE] FORBIDEERYET,

2. IRFARMRTROERKEL

HEGERWEGIMEMAISOVTIE, BITEEZNFOFRETVLEEAN. TOEANKRTT S
FTEF, ERLGLIEEEDIEZL - THEEICEEL TS, ERLTAREZESLEFEDL
nE€A, )

3. BMHtEREMFOLS

FREEFRUVEAARRAREOEREICE Y FEE L-KSEREZEYIL. IRBEOEEICSLTASL
TL S,

30



X Z0

AEBIE, FFEICEWT, BEFEE L TEEAFSAAGWEY ., SMEICEETIIDOTEHY F
BAN, TNEFNROEEMN L, BIENLEMESEE AMED £ LTROZIDTT, AREEARUMESE
[CEMMELTIK. TOBEZF+HICCEMBV-FE, BERARICMYBATWV=EEET LS HHEL
LET, GH. ChoDERMEOFERICDOLNTIE, §180D AMED BXEE(ICET 571-6. BARBRADSH
ZFITRASETWECEELIC, HERRFENEESAGLE (Bl FEOTOTS LT EDER
%) THONMBERZARIE TV EECBERDHI-0H,. EAWERERBRBREE~DEHEROTLE
ERR

1. BRPHEEDOXEE - HE0HE

MAMNZRMRE R REMRERIT -1/ A= 3028) TR, TEREORE - HifixdiEl O
HEIZ DT (BEXRrEREAE) (Fp 2246 A 19 BRZPEMBERELSKERVABEZRERE) I
U, BERTOBN-REZHRAMECEIHL, EXEORERMZLY —BRESEHHIZE,
MERMOBRRZERIERT S EHIC, BEROBREIFEH/ T, HICHPRMEHEL TLCE
AATARTHAHESNTWVET, ChITIMAT, ¥ 5 PRPRWEXRE (FR 2851 A 22 BESE
RE) [TEVTIE, BERMEHASEZEATILDE L THREDTHEREDEKRE. ARE. BR.
ATAT. BEEXR, BEMBREE VS ERALAT—IRILE—ICL D315 - B, 374hH5 a1
ZHET S-ODERICRIESEDIENROLONTVET, T, ChoDBEREML, BIRFBDOR
BVPrRREZHE - BRISHLTAMY LT CEHAT HIMBEOEHRLGRAT I RLT —RDOXEE - H# %
HET H-ODEENIKROONTVES ., COZEZRFA. ARRRICELTOMRBEE, P URD
VLRUA =3y b ETOBMEHROBBHERE. SHREAT -V RLT—EEERAALEAERE
ZOXRFHCONT, BEEHICMY B LS BRELLET,

(%) TEREOMZE - ZifixdiE OHECDONT (EARMEEEAE)
https://www8.ca0.go.jp/cstp/output/20100619taiwa.pdf

2. EFHR - BRARICETLEE - TRSE (PPI) D

AMED (¥, BEIA—A—AIZHYRL., ZO TLIFE (58 - £5F - ANE) | XA L. BEES
FOMERREEZ—ZNELBECEREL, BEBSACCREORIZBITAZ EFFGELTHWWET, 2D
CIZEHN, EFEHE - BBRKRHARICHBITSEE - TRSEX' (PPl : Patient and Public Involvement) D EUE
FRELFET, CORMICKY., BEFICEDTIYRISIODHARRRDRIHEOHMEDABLERE. ]
BREFREOREENPFINET, LEO T EMD, EEME - BERAERICHTSEE - TRSHEHIZTE
BRICRYBO L SBBOLET, 4. TEEME - BKRRAR] O553m. FLELTAZRREL
f=. EEEEARER - TARR - BRAR GENAHRR) FITHITIRMEZHELES,

X1 AMEDIZH T2 TEEME - BEARICEITIEE - TRSEH] OER
EFHE - BRRABITOEAD—BRELT, BRENEE - TROMREESEICTHILELTS,
Ffz. SITWS TEE-HR] &F. BF. K. tEE (Y M/1\—) | XEKODBEHEEEEL TS,

(%) AMED 1215 TERZHME - BRFARICHETHEEH - TRSHE
https://www.amed.go.jp/ppi/index.html

3. REEIRER

AMED TlE. EEFBENLDKBIZE DT, HEEIARDOBECERDES. BEICEXRGFE
ZRIFTIER (UT MBRERERI LU 5, ) 2/EEBEICE. AEOHXXICTEEFTBE~DE
|MEPFEOLTOET, ERAESHM- DL TIE, AMED IEEFEHRIZHEFUNIEHRAE] *2543
BLTLESL,

BE. BREVWEEZVEZEBEEKREBERICOVWTIE. EEFBEICSOVTHOBEREFE CFFMmLIZLT
WHBIGRAEERFTH5EDOTHY .. FRIZBICHS BEEIFARBICELLHILDOTEHY FLADT, &
GLRBEWEECESBBELLET,

31



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

4. AR EFHEHR D researchmap ~ D & §%

researchmap“(EBADHARERE L L TERNRABOHARERFRT —FIA—X T, EHLI-EEFR
A 23—y FEBLTARTAHIELTEET, £1=. researchmap [& e-Rad ¥ Z{ DKXZEDHE T
—AR—ZRELEELTHEY., BHLEBEREZMDOCRATLTHLRRITHIENTES=H,. HERED
ADBRRITHFEEOCT —AR—RICMAELRICEEEZEHRT IVLENLG LY FT, researchmap TEER
SNEERIE. BFOZENMN - HERFTBRIEOABECHIAMABENTHLEMERIATLWET DT,
ABEEMHE (L researchmap IZE R 225 K3 R AEHELLET,

HE. AMED FAERAREE T — 42 ~A—RX (AMEDfind) TlX., BAEELHN S researchmap ~D'J 5 &
ToTWET,

X https://researchmap.jp/

5. VY—FY— LEHFOFEROMAEEL

JH—FY—JLEFHFIZDOWTIE., TSATHA I URSHFIZHE TR ) H—FY—ILEHEOFERAOHE
LICBE9 5488t (FRL19F 3 A 1 BRERFHMNEE (R LERERT -4/ R—=2 3 0%8) )
[CEDE, EYICRYES KS58HTLEELY,

6. FNRIEAEEHELEETE 2% D ¥ G

TRIBIBAEEHEESTE ) (X, MMM EEARE (ER U EERE128) 20, MMM ESKEERN
[CHEHET DI, MMHEBBRASBICEY ., BERESNTWVWDIEHETT . HH. MM EHEE
2014 (ERL26 % 7 B 4 BARBAEEREAE) X ZH LTI, EFZELRESHZ S SITERILET S
=iz, RADHBEMERZRET S EMNEHIN-DT, AMED IZEWLTH., EFIZE#EL - BEE%
BHICAN-AREAROELICRYBO Z LITLTLET,

ZDH, RBEICEWT, EFEEL - BAICHEU O AREOHIMREZERT HHEICIE. #E
AOMABEFRFEETEICENT, RBIELICRITE-EEREZEY AL, HEMARETHCRIMMEEZSESIES.
NPT ICHE NV TIX, BAEFDILL EITORIEIZOXIEEZRHAT L E, BFEELEREFICA
h-HERAFKICRYBT LS BELLET,

X1 FIMBEHESE 2014
https://www.kantei.go.jp/jp/singi/titeki2/kettei/chizaikeikaku20140704.pdf

(G L EPTHRe)
F1.EERFNRIEDEDHDST O—/NILEF S X T LOEE
4. EHFZ#ELL - BREE~OEE
(2) SHEWMYBOREHEE
(B EEE DT 22 H 1T 5 ERIZ AL BB D HEE)
- BEEBBRAE (TBORE - mRE. 2BHOLENY. BHFEOBMYE. BEEELELOESE SV
EEZREEZTERE) [CHT3EBEECEIKICOVT., ERMLEEGRETIET S L LT, BEEF
BIZL2EENTIEEHET S, (EH - T8 (WEBEE. NERF. L54. X244, B
EFEE,. BKES, BEFEEY. BXXESE. BES)

X2 BTEHEIE - - - AiRER. K. RERKBBE, #$E. TRLF—IRDAVL, AVTIUYATAT
RuooiRy b+

7. AMED fIMEBAEa VHILE Y FRUAMED HIBA T Y VI KRB oY ILT—2 a3 U XiE

AMED Tl&. AMED "Ed 52F%(TH 6htﬁnm%®%mm€ﬁﬁﬁétmL~ﬂ%%?ﬁ%b
BEHERICDOWNT, AMEDAHIMBIEDI U HIL2 Y FRUTAMED 1B TV VIC K B2V HIILT—
ayéﬁﬂf%mbfuiTo¥t~%%ﬂ%:yﬁw%—vayw—ﬁtbf~%%EECT~%6
NEAEBRROMBELZMIAEERREDT-OIZ. NEAETEBEICL I2ETXMATEZEATRHBELTL
F9,

32


http://www.mhlw.go.jp/file/06-Seisakujouhou-10600000-Daijinkanboukouseikagakuka/kenkoukiken.doc

THlz, EEEMOMEHEIC AMED FIBF) TV UM EEHME, AMEDANBfaVHILE Uk &EE
LoD, BoNMERRIZHL. BERICRGTEZRHICOVYILT— a3 Eaies 35K HEEBEL
TWET, AMED fIBF) TV X' (&, BEFEMIC. OREREROREICHE (T 5@ GEL #Bi5 L =58t
HEET7 KN4 X, QEFTXEAE. THAE. M —XDFEMZIE. OBTS - BRSFICH(T51E
YEHERE PR O — FOERMIEEEETVVET,

LEREZEFEFLEINSAIL. Medical IP Desk (EESFOMMBERKED) ITEBLELELE
LY, Medical IPDesk ITDWTIZUTOD = THA 2B LTS,

¥ 1 AMED %181 =Y > https://iwww.amed.go.jp/chitekizaisan/chizai_riezon.html
X2 Medical IP Desk https://www.amed.go.jp/chitekizaisan/medical_ip_desk.html

8. V=X Z—XDIVFUIRBEVATL

EESFOMERERRORHERLLICRAIT T, REETHTITREOREL —XFHRELE=——X
BHROTVF U ERBOERTXIET 2-ODFEARBERRY FT—V V> XTL TAMEDRG 2 & |
., FRIOFIRLYBBLEL, MR —XZEHEEDEAELEICTE—ILTE, BREHERT
TELDEEZRLIIENTEET, TORH, EEFFORARS—XITOVTHEBMIZHEZ AT LA
ADEBHFESBELNW:-LET, BE. AMEDAS - L FIABBREDOHMICDOLNTIE, AMEDRS2&™
TTHA MESBLTIESL,

¥ AMEDAXS 2 & JHA kb hitps:/lwww.amed.go.jp/chitekizaisan/amed_plat.html

9. RIEXERY b7V RUBIEBREICKL 5XiE

AMED Tld, XZZFDEBN-ERAROMREEERE L TEREIZDOLRITEH1-8. AMED BIZEEKEE
B (LT TRIZREREE ] &S5, ) AAEEEEEEL., EIMERZFEABCENER. EIMEER
EANEERRE - B - FEWEFR. EXfRRAREAEERNTREAEMETCERT 54— v/
TORIFEREEAS TRIEXERY bT—0 1 ZREL. XIZICAMRE, SHIERKREARERE ETOR
EMRICH L TUNBEDOLGEVNEREXREZTL. SEEHZFICRNVBATLET,

ERMICIE., BIEEREAERT 2FEN0—FEE L TRERAEICIYMBTHAEEN S DBEXEIRLE <
ZHFFHELEIC. BELD—XDOBEHRINE - ABERVEEME. @RS —X DM R UMERE~D
BHICAT-HOBRZSOMEMARTEORES. ICAME (FERME. RELEHEE) . FERKRA
ER (GLP #H#) ZFHIZHITHHEMIIIE. CRO (EXRMAREBZIAMKE) © CMO (EXEREEXHKZ
SRR F0RN - FREXE. AEMEAQEHZEDEKREZTHOTVET,

ZDESIZ, BIEHKREIE, BIEMREZTOSREZEOMREICH LT, ERIICEAT 2HEMNEED
BEP. EEPEADEHICAT-HEMAREBROREXZEFZEMICITSHMATT., CD=6H.
AMED ZXNS5HbEERMARICZIMEMAREICONTIL, FTEBYBELFABRD L, BIZEEERERIC
FOZBEEFRBHMIZITOZENHYET,

DEFLTCIE. EERBARICRILEAERARZTEICOVNTIE. TOREICEALLT . BIZEEIREIC
BRIBHZETVET (V. 1. HZSBLTLESIY) , 8. BIEREKRIMIAEEICIRET 55008 E
ZNORERVTHEIRE LT, HEEOEFICEODVWTLEOXZEZITVET,

FEHIC. EERARICRICEMEFARZRENS L. BIEHBITRIEEZTo>TLWS, HLLIIE, 17
SDTWEHREICOWTE, ZOXEBERNETE X ELARZFITERREZTVET,

BIEXZERY F7—Y RUBIEBRIIC K 2ZIEICET IBREE. X. EFSBLTLEEL,

10. AMED IZHIT2EETMDFE

AMED [2EWTIF, REMEREESZREL. L YBEYLGRETMOERREZBEL T, EFMHEEICD
WTEELGHRZET SZEDHER. £ - 17 - FTEHREZOHANSNDEEDSHRMEADEEIZH
YHMATULET,

D=8, RENMRIRENIBZEFICTIE. AMED OFHEZEF L L TOCHAZEBNT S5 EAH
YEI,

11. BET—AR—ZA~DHA

33


https://www.amed.go.jp/chitekizaisan/amed_plat.html

(1) NAAHAIURT—ER—RAEUEA—HI5DT—22FIZDONT

NAFTHA T UORT—E X=Xt 2% — (NBDC) (https://biosciencedbc.jp/) (. #k < 75 B 7% 44 B
ZICE > TERSNEZSA THA I VRADHET—IN—XOMEN G REHLET H-HIC. Fak 23
F 4 BIZHIITBCEAREEMIREEE (R B ERAREARZRMIREEE) (TREBShizE
DTT, [FATHSLAIVRT—EAR—RFAHESEDES L SEDOFAMEICONTI] (FRH2BE
1817 8) TlE. A 2—DFDELE>TT—ARUT—IRN—RDREZZTEIREEEDILKX
EI532&LEINTVET,

NoZBFERA. ABXRICLYBONDIRDEEDT—FIRUVT—EIA—XIZIDNT, AtV —
ADT—HARBORBEICCIHRHELBELLETS,

No. | T—4H DIEHH NP 2ARA% URL

. R - —\‘_ /{ T . .
1| #E L AT — s R OE Integhio 7—% https://integbio.jp/dbcatal

—XhAny og/
BXRERECTLARLEBRICEHLST
2 | —AnEEY. RIIBELE-L2BRAT
— A R—Z2NDHEEY

3 |2M5b, EFETEI®D

E@mEET—42 A | https://dbarchive.bioscien
—RX 7—h4A4 T | cedbe.jp/

NBDC & kF—% | https://humandbs.bioscie
R—2 ncedbc.jp/

(2) BBELDAMNIBRRVATLANDZEFERIZDINT

HQUZANL A/ R=232 -y kT—%5 (CIN) [F., REBEHFEVATL (BELCRNY) #
EREREARICHERT A2 T, BRENICKITA2EESR - ERMRFOBRKMAKZEHLIELI L
ZHIEL. TORHOOBEERHEEEFTHOSBEFBETEN IO Y FTY, EILEEEEH
R —F, REEBHIVATL (BELPAN)) OFRREICKS. DEMNLTEER - EEMES
Z0HMKAREOXZIEO—IRE LT, BRNICHEETHBEEL X M ICEHT IEROBRRCRATLERE
FEL, —RABALTULWET (https:/icinc.ncgm.go.jp/) » BEHL PR MY RUPahR— AR GRER -
AHEILRL) [CHRIMEREZECRBRE VAT LICKEZDIGAE, BERICSHHZESELLE
ERR

(3) Z0it

BRIERERY / LBFICOVWTIE, BBFOMREROFRAZEBAIIITI CAKRDLA, AMED
PREGHRERICEE - v F UV EZRETIEELHYVAET . Cho~ORHIEEEDH. AMED
MEET DEET —IN—ZAADT— 2R EKET SR, CHAZEBOILET,

12, HIEHEBOERAREICRIEE

ZAMRFARBEONERMERRUHREZOEDFADE "ML, —ENERDL E. THEKSR
DHAFARVEEBANROONEY . #lllE. AMED IEFEMRRAFEZNFHLEHRAE] *I2T
HRLTLESL,

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

1 3. ERIRMIZEEIEITICR S XTIG

EREREAZEDMEST (ER30FE4A10) IT&Y ., BEKAROERICH-YEEFBENREKET ST
—AR—XTH5 TEREMRERETE - ARMELR I X T L] jRCT (Japan Registry of Clinical Trials)
ANDERCEREFRS L EEABTE FRGLIRIEIBELLGYFE L, ZFETFOL. BUGHIE
=HREVLET,

ERER IR ZTAMEITRICEIA SN BEEERMEIZ DL TIL. jRCT UNDENEERMEEFHEDT—2 N
—RCEHELTERLLGWVWIEELTVET, TAZXRRETIEFZRMARICEAT HMMEES) FIC

34


https://integbio.jp/dbcatalog/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide
https://integbio.jp/dbcatalog/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide
https://dbarchive.biosciencedbc.jp/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide
https://dbarchive.biosciencedbc.jp/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide
https://humandbs.biosciencedbc.jp/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide
https://humandbs.biosciencedbc.jp/?utm_source=kakenhi&utm_medium=documents&utm_campaign=application-guide

EOF, BIChOBRMREFHEO T -2 A—XITEHFLTVLEEE., EFFCHOBEYITHE
LTLESELY,

LLE QERERFATEEITICR A AGDFEMIC DL TR, BEFBEOV T TH A MESHBL T
IR

¥ BERMERECONT (BEFBEV T ITHA )
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000163417.html

35



X Bk

ARFEEORBEARICOVTREEARENELEHEICE, RRITRTEREICBEL T EELV
2, £f=. FBROEHFNHSHIHZEE AMED YV TH A FOLFERCICHRELEITDOT, it TSHEL
TLESLY,

X1 BEVEDLEIEGEEIRCEFA—ITHEBELLEYT (UT7 FLR'AT'OBAZQ@ICEATLZEL) &

X2 BREEFESOSBITEEVITTIEL T LS, BEZMAFEIE, HEELL0EE,. B 10:00~12:00 RV
13:00~17:00 T9,

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

REAR S

ABFRMRRE, FE. RRERoRy | AME0 ETTRE ERERHLR
TEF E-mail: A-kiki"AT"amed.go.jp

AMED BAE A IE - iEF5ER

R1E 47 - A~ « ANE 2%
FIEATS - RERMA - TEZHE E-mail: kouseisoudan"AT"amed.go.jp

AMED BAE A IE - E75ER

T . TEO A - .
FERAREE - HAMELFTOT S L E-mail: kenkyuukousei"AT"amed.go.jp

AMED BRI - JEFEED
E-mail: rionetwork"AT"amed.go.jp

Medical IP Desk (EE 7% EFF DMK E | AMED NH9EAELD
A) E-mail: medicalip"AT"amed.go.jp

AMED BIZEBRER 3R B AHFER

BIEEIER Y FT—5 R RIS = & | T103-0022 REHMFRXAFEEA—THSHESS
ziéﬁ g RIS RBaEH EREEEASHELT 4 VY 8

Tel: 03-3516-6181

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

RIO Yy kDO—4

e-Rad IR—F JLH A kANILTTRY

BEEDAINZ. < HDIEBEMEEZZ (FAQ) R—T
ICTHER LTS
https://www.e-rad.go.jp/contact.html M5 1) >4

—>FMNS5ZT. e-RadlzOy AL, ET=a7IL

e-Rad ¥ R T LDIEEAE EHERTEHIRET

Tel: 0570-066-877 (FE& A ¥ JL) . FIATEAL
5&I1% 03-6631-0622 (E&E)

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

X1HER. BEH. EROMBARUVERER (12
A29B8~1AH3H8) #k&<

EIZARRAREARZRMIREEE OST)
: 2= NAFTHALA I VAT —ER—ZAE 23—
IMFFATLAT—FR—R Tel: 03-5214-8491

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

36


mailto:nbdc-kikaku@jst.go.jp

ZHE
X AERRRERE
ANERRARZEILUTOLEYTY, AFEXELAOBMEZIIOVTIE LEZ, A5 - BEOERA
BIZTOWTIEINEZ, TRENSELTLESL,

1. IRHFAEOBER

ATOoz) FOBERK. ChETICHGVERHTH-GERKSFE
EREEEORBOEE. ERBHIBGZENDHEMTGHMEZMRRI DI EIZHYET ., CDf=HIC,
NFETEHTELGN S-2H - BERFORLENFLEGELZRR LTI BELIHY FET,
SHEETOOIY MET D20 BFICE T AHRMEDER - RBIZOVTIE. UTORY LY ET,

SEREL. BEFHOEM.

mERK

(1) BE-ZHO—BoOEREHE. HH1t
ARARRARETIE, ARAZE. UTILEALEMEZFICLLRE - BHLEH. EEEROEBMICKE

L% - SREGSHERRI S EEEMELTT,
BFEMICUTOR I G—2FFEROREZHAEGHLE. RE - BWHZE—RBEHLE. HHI1ELS

LERWER - VATLEOHRRAEZBAFRLLEY, FLARRFRIEL, FIISRLELOICRESAE

Hh,

(@) NAGEDRERMEEERMRRT 5 —RRV ) —Z VT VAT LD
AREERLORROBEBRERLOE-OICE, RHAZREROELFNRLERSGEVEEAE
¥, THEHNSVERMELZHOSVEMAZEN L, FERE - GHMOREDS OHFRIZEEE T

EVATLEEERRELEY,

B EMHABRZLGME - RGEENKRBZRAICRERT 5. BEOFVERIEE (V& y (7
To—%) OR%. € - ERLERNTHATRRELEZNOTLIRELCRELE. EHOZ
BT - EX T4 —ERE LIRE - BEE. )

(b) MHZEH - IDEHIEE - BRGBELEDERELAANV FEFRLEYLY A S VT TRENATREE

50, RE - BHOBERLETTREECERI. BAOEBLGEEH-FTRERERRT S

EREES - DATLORK

BARFIAR— MIEDIET AR TWHSETHY . T80V 7r—CEEHDHLIZKY
IETUVABETRAICITARINHY FT, BERMEEECEDI RV ZRHICERT 518
D, RE - THERCERBFBROBRRINT—FEG - 73— bV RATLY, KRICEHLIRAOESR
ZRATHRE - DHOBERLZRELES . CNICKYERRROEFELLEHE, EFXRR LT
BEERRL (B, BEAXAN) CHFELEY.

(fl : BEOEETOITE. £AKFER (ME. mMHEE. PHEER. DER. BIRELL. Y—2MmFE
%) ZRAETHEHRIC, EAENSDEILERBOIENTEIRE - SHEESE., )

() BBEYEWPHILARZT - JLAJL, AOE—T « JEEE (ECRYBEEHE) HEDKEIIH L.,
DA EDHEINLERT A -EELHICET 2HEABTICEETEIN L AAREDIR—T—4
MEZEELTCVET, COLEZEHNL, REBEAHNSHEEZHICRITLIEME. BHNAZER
TEHORMDBEARICEY., QOL #HET S L HICEREFEGOEBERBELET,

(B 10T ZFALF=D T INEoY—0PAI EZFALEBHRY 7 FEEZHAVTEHDHEERT
WBAIE, HTEE. ZBORTEEL. EREEDEIL. XEME, RIE. . AEHEESE) 28

HICEERAML, TAZRRTLRE - DHEE, )

37



(d) B RRASE (BEE. FMAR. BHKES) (CHL. BHEARELY FTRHIT 5128
D, RRRERNG O VITAREDBEEORBE=2 ) U IHE - VA TLORHE

EHAEIE. SERHEICESERARREEDEERNZ L. —ATCT. MRI HEDZEEI[OERE
NEW=H, REZWHALREAREEZ—ARE LEHEBHARATEI2FRMAHY F9, BEDRERE
[CMA T, BIHREZRHICERDOTBICEEELT ., FHRELYVIBERETRAICOUNZABEDRFE
[ZDRRF BN, FED L YFMALENT - E=2 ) VUMW AIRELGERERS - DRATLZHEL.
QOL #HET H L HICREFGOEMREEBRLET,

B : BAHZERLDHTIC. WBEDT YVRYRELGEZRET 2RE - SHEE,
AU ET7S—hL. RETBICRITIRE - DWEE, )

HITHEELTEIC)

A

(2) BbIc&iYRZ SHAEEDHSE - QOL [L

AAEFAFETEH, BEHEHEZERELTALEL10 FRHRZLZ LS ETEH5OMNEN, §HRA
ROFNEHEF. MLET SO, aftFICIYTZ e (BREHKE. EBHES) OfT - [L
(XIS LI-EREESE - DX TAIZKY, 1 - INEICEEY 2R AGEBOTREE. BEINAICK
DIEREHEYY - EIEL PR, HWEEDFMST. QOL ML, BEAFEDOBIXIEZER L. BEFGOLEM
EREITHCEZAMNELEY, HICREREREFENIHHNEICENT, WERCHEMERICE
(TR EEMERMKS - VXATLEORE - RRLZET O T ZERFSERDBIER. MHILAKLR
AHBHIEMD, BE—XITAMUL-REZHFITHIOTY,

BEAMIZUTOR S G—2FFEROREZHAELE. BEEICEYRZ HHEEDFHS - QOL
FEICEY DERMSE - PATLFOMEREZERELFET . FLMRFRIE, HISRLELOIC
RESNFEA,

COREFETIE TRE - ZW) ITLEEFLRVTFHNCEBRITORLVVEEZNRE LEREEH
FLET, =L, NEREERSFICET ST Y EARARARECEVNTIEIRENELET,

(a) BHMER ERERPOBRY (TLOYZHILE) RVU—ZDT R TLORFE

BEBMEET (MCD . BHME. PLIYNAI—FZH{RE LT, BEGRAZRDEHAZIEITLE
MAREREOBEY (TLYUZALE) ([THAT S & THAEHR - EELCPHETSICELZER
MELT, BEERE., SVIFEEMEZFICISFTRREFEZAREET IRV —Z VT VAT LDHE
AERELET,

Bl RYBNDBELG I 7 I —PREEFZECHEMENFRIEHFEREE T D
AlZRAWzY ) a—2 3V ORK. )

(b) BHELAEPRENFERDOEMENHT S-ODERANAREBR AT LORE
BIRGRERICET 2ERARBERNBERLELEFRATREHENA L, BIRELL. BEMEMKEES.
SME - FRE - DEMBFICHT 2BV CNEZERMESE - VATAICKYITS ZETEELLZD

L. BEOFECREFBROEMCENEREZNFESTSILEBELET,

(Bl : FEIR - DERBICHT H7 Y TR M) —LAREAAEOE SEHBERBT /N R, BEREM
DEEMET I L—Ya VARV AT LD, )

(c) AR - BWREKEZRE - BT I YL LTORESRT /N1 XD
ZlIZEY., Rbh TR (EoY—ELTORER) 2B -HTIH52L T, HE4EE

EMOYITELEHER - BEREEEZHEL, QOL DM LLEREOHESMERI CLZBELE
ER

38



(B : BHEEL VX TNA R, BABARELRRATY— V30 FLUX, BRI ZRA -SSR, #
RMFEEREET N1 REDRAH. )

(d) fXDBERHARE. BRDEEIZA DT /M ADRFE
SRECEEREERGENOERNENSBERANHY EEL LYY <, RERENMECBIELL
PIVMRFOFREERALER - E=2 Y I THETRENAZRE L., MEXISOEEL
ZHCCEEBHELET,
(B - E=fREZET - BET/NAR (B Fal—2arvEZSE) | BREBBRLEDRE. )
(&) ZBLIZLDEBHNRAZEHRL L. BRHMEEEHTS 57 /1 ADFHH
ZLICEYEBRIRABNTBIRHBGADN. ERHEEOATICEYBSOESTNILGE
BTEOLICLIERMB N ATLEZRRET S LT, BEEEONMBMOAEERE L EEDHIL.
TBEDABERZRY CEZBHELET . BLEICLYEHRORZA ZRHRT 5L - B R
TLLEEFENFET,

(B : ATEEET & £KER R EHRERBREOME T/ X, EFA—1 3 VB AR S
THIRE - UNE L BBOBISE, )

(f) ZIUEICKDRAER - AL - BElEEE T T 57 /1 RDRAFE

ZERICIYBNTESE - FRERGAIIH L. TAER - B - FEEREZERBSB VA TLT
W, BADEETHHECEE - TESEIITREHIET, BEBDHIENPEDRBERZ
Ry CE&zBELFET,

(B - SEAEIRS MRHET /N A R SRFRINGI T /34 X FRERFLLE T /31 R, BB HEHREE T /31 ADF
¥, )

(9) BEBEE=2Y) V7 T\A ARVHFIHT /N1 RDOEEF

SEMEICE TS ERMREEDE T IMERGHES CHRES. HILHRHERE. KERAMHES.
MEEREEZSISECL. DLTRLDOEAS RNy FOEERERE. B, S 20 E0FMKREIZD
BMNBEERY, BEMREEDOMHTIRESFNICERIIRELGHETHD, TDLH. hDH
o HEEEMR (NEREOCHZOHRESE) [CHELTVWSEEHROMEZHIFI LI LT, &
RIGEEROTFECEEDINS - BB FO—LETS CEZBHELET,

Bl BEMBE=2Y VI TNA R, BEHEHEHT/ A DR, )

2. IR TI—X

ATODIY PTEELTHRET AHARRAR I — XX AT —XERBYFET,

XAMED [EEMIBOMEREIRCAL] 125

https://www.amed.go.jp/koubo/medical_device_check.html

39



BAMED [EEHBOMERAEIRIAL M ZHBN

i I 1
£ 2] Iy ki | AR-BEHE
Bk HROER RFICORB IR aveFrEmEIcTRIE] /v tT RIS TRE
EREIHERR ’ k i
< 1st A7—9 > | < 2nd AT | < 3rd AT7— ->|<- 4th A7— =p
—— 1 1
ERTR 1YL E 1 > &El
(RERRERR) '/ E13-47 3 lﬁﬁ(iﬁ!-ﬂﬁﬂm
BmBe : : wesw
I8 LAY Y .
= =4 [
i WRORR 5 || 4 kngmn | E’,*,,’ g || EPrensERS z2ll »
: z |1 & Al | meemennn g |E 2l = 5
D =1 T % it 2Bl
I hRAE & i% AL, 1 Y3 B
z = (& : ; || Esnzenme ||xgl| & *
3 = & HR- ‘ S ‘ E E x| & 2
] f R o | =eess |
WE S =
I. I e igE I A’ S’
FERICHEE (A8 BE, EEEEAG, UROS. |avsH G, RIBNER. FEEOER (GLER)F)
" J )
[ & iy e ] DavtFrRER @Bt QSRR BRBAA AT

X WRRBICEY, BENTEGHBLHYET

]  sEo2sTHRET20%T7z—X

40

bl

| ErwERES



EASEH

I5H RE
S e AR &5 &M (T2 EE~TH6 FE)
STiE At - RiEHIR P ICRETMZERICK S0 - RRFMQ EER.BTHE) ZXREL. £h

ThHi - RRBROEREZTHELES.

-RELOVETMIEDE, BERE - DRATLOERLEEKE

hfg B 48 BELELET, BREYAIILERE—KS . B - BN
QEEERTE) | SARERLALTERETZH, RUTA—SEY T4 2HE
5L,
_ CRERICOVTEREREMOMEERR LRI, ) RIDHE+S
Bz [CERL. ZOHEE R L CREMICEKEE CHEAT %R
s gE CURTFLIZRY R GEWVRBRHRERET &,
?@}gf CEECEIRCEL. EAER GECIREEE) AEESRRET
AT JLEBAREICRT &,
C PHETCICRELERKE EFEHE. EhEOEY EFETR
EEEEU-SLHEEHRRICTIL,
e X L
Jx—X A7z —X
IRINERE I
HEERED | BEEER 1ERREL - Y R |K 192,000 FREE
B & AR EEEED 30%ICHYT 282 LRE LTEBMTRELES,

- REIERIHBERT (BEEEE < #B= (KEXTIE 273) X1)
ZRHAR | - ERUS,. REFFIREMRRRAFEELN
- FRREFEFEEET AMED & Eh T EHIZR2 FHBIDSE [EHBERM) LET.

X1 FXBEER - FEICH L TRAUNBETESL I ITIREL LS,
X2 MHENEELZABEOEVIIDVLTIETRESE(ZIL,

BEE2A TOEHLEN

FERAT | WBIEE T

BE gigiﬂb%ﬁ&ﬁm&é%iA@ ENAREEHEZEICKD Y ZEHBENER
EEZED - ] .

%45 EERE X @#E (KEFXTE273) rRFETOLEE

BE - JMB

DEE oy [RH|& LT AMED

41




LSy

5H

Pz

PS /PO

* AMED TlE, BFMEESFODNRMNLERZEZRY . BERERZEAHL TV LD

DRELHERZR S0, RBERNITTOTFLR—/IR—NAHF— (LT PS). RUT
A3 LA 7449 — (LT PO)FELZRELET.

*PSRUPOFHF, AEXREARDEBHRRZHRIEL. EXOABLHED-O. BER

B8 -MEFEITVET . £, MEBERUBMREL. PSRUPOFICHNT &
BEAVLET,

"PSRUPOFIZLHIEE, WEFEHFA. MIEFARREICH LLEITIE L TEHED

RELVCREOHILE GITEERICISBRHERTEZEL) FET5EA”HBYFET,

F— LR

- REGEEATRELG > THERROCER-—X AN L -EAM. EEREEF L 0EE

MNoRBAVY—VTLERBRLEY, FAEME - VA TLELJEIHLEGFEAIC
&5V )a—2avh, HEMNICRBEYLUREESHLIERT,. BHORXT—7
RLE—DEEICLSREZRHFLTVET,

- TREWE) (3, BIRFARRTRICERLZRET -, RHEERELET,
- 70Ty rOEITE, BBFAROMEL, BHRER - AEDOFOHIC, PREFHEE.

WHEICHE CTEEARFIORE L FH=GAVN—DEMEDI LY — 7 LOBRE.
BRIV TLEOF— L, BRETOMBLELGCHRHFHOREL)LAIEETY .

W7o a1—)L

IHHE

HARE. B HA

REEZMHM

S22 A 12 BUK)~3 A 12 BCK) [12800400%]) (B&SF)

EEEE

THM2E 3 AR ~TM2E 48 LA (FFE)

mEETIVT)

TM2F 4 ATE XBEISLCTER

42




¢o

AMED

ExmEmEzEEA BARERMITHFEEE
EEEEL ERpIRTmEE

T100-0004 HEEAFHRERKFAEL-7-1 HSEHEEIL 23F
Tel 03-6870-2213  Fax 03-6870-2242

SM242A



