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1. ERAEIERZRIRR
2. EBRFSO55. tOBABRLERICBETEZHILTESFEHIR

!

mAVHOEFNERE Y R /ERORSICK ZEMIEE (#2E)

BEHES RUMERRZHIE

S FRBEEFERIC—HIL

FRE. FE. BEFICET 3 FROHIR
BREAFORMERE MR

EE AR BI 0 SR 1558 = U PR

Zoftt, FIAENZERT 3 OHICHEDOREVEEERICH T S HIBR

!
R2LRBIMIHR

G0 Brgh GO B =

X 8: EEEH b REMIEHREIERT 5720 OBROEFIE, MTITET> <, OFHBEN., QERER. @YEREHRICA
EN AT - R T ERRET 2, 0k, @B TICx3 2 15iE, @M IO 5 REE . O GRS X O MR B
EVRELZ2BZNOD 5B FICN T IHEEITI LT REGMIFRMPMER I N L, RKHA FF74 v Tld, Zhic@ZEIEES
KARBIIEOB . K, O 2 WRFOENFIIEEE ) A 7 KMOBLSIC X 2 BMEELEL . RehKAMTIEHREEKT 5
L EHERET 5,
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5 PRIFRIEHR DML IC)S U 72 A TAE R D B 722 /F T IE

5.1 BEEIE

D — i 72 &

—ODOEFERICIE. EHOERELREEINTEY, TN 2 O2OMHIBICH T2 LA TE 3, —Doik, EEE
W 2T LEPERAICR YD A 2 EREE TN ZERTH Y., b )0k, EEEFESEENICHRYIES 2
FUVERPEENIEBTH L, AHA P T4 VTl FIEE A XEHRER, %8 % 2 v 7 v IEREEE R
(Eozm) .

5.1.1 &z [§#RaE

A 2R L X, ERERICE IR HREEO 5 b, ERERS 2 7 2F 2 RRIICHR L, YEEREHZ
MRS 2 HI TN S e X 2 @A DY SLOMITH 2, FICERF#R S 2 7 L5510 X Y EIITICEY fbh
HREHR TR D 22, 2 0—HoEH (BEOHIALTHSPRALE) BEFIAVTHARFCRRIN, av T v
e LD ICEREFEFICL VAR ING Z LD 5,

5.1.2 2 v 7 v IEREE

2y IR S, BRI A $ B RS 5 b, BH OBEORE LB L TS R, BRI
HO B B L LToa Y 7y il K ) ORI TH 5. EICERENHIC X ) BES A, AS SR B HH
B THY, ZONEFRET AN TIARFICERIN, LECCCTREINE LD H D,

BF NI THEAFTORTRE

: ‘/; \/‘y : 13723826
X EEREE 1Bk
I . \ L |
WE—  1951/8/16 MRl 20201123 @NAF  0x89
| ; || t5=7 " 1957/1/11 ” MRI " 2017/1/28 ” il +45 ][ 0x89 I
E#EZES  1960/6/20 MRl 2021/6/25 @NAF  0x89
BAMF  1998/12/5 MRI 2019/4/27 %l +88 0x89
AW EN  1960/8/23 MRI 2018/6/4 &I AF 0x89
BAAF 1978517 MRI 2015/3/5  $iE+M  o0x89

O —2of@AfE®E [ —ooitdF
A2 EBRBHADO—BOBENRTEINZ_ L 53

B 9: EFIEHRO MR LRHES, FEHIEH S X 7 2H AR T — 4 X — 2} - BHI 02 ERIERIZ. Fic=oofEEic
I oND, —DIHEMIC XV LBE I e A X FREEECTH Y. b5 O RERKFEFICLVAMINE 2 v 7 v Y EREERTH
5, T CC, A XERAEEIC L, BERIEEEDET OEBE TSR L RVl - SRl FESE T L2 RElR S 2 T it
BT 30ERH 5,

16 i > MR {13 https://radiopaedia.org/ & Y 51 L 7z,
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5.2

5.2.1

5.2.2

ZETF A M ERO ML

PRT ¥ A MERE E BRI 7R AR, @R ORR, RIEFEONE, FopL £ — b, R
LAR—FERZIET, 2T X2 MERIZ, 27 v VFEREBO A5 T F 2 MEAFECTHEI N 2L b H B, A
ZERAE & 2 v 7 v VRO T 2 &8 XML ERAL CSVIEX&Ecilizha 2t b H 3, LT TIE. XML JE
K2BEL T, BFT F X MERD ORGSR Z RS 2D FIEZ/Rd, B 10 © X 52, XML EUdx 21
WY T 2~y KHf e, 2 v 7 vV HFREERICHY 32 K7 4 B2 oI nTns,

A ZIEMEMICE TN D T L D% WilihEE

XML EA D~y 25z, BFHEOAATH#HS, KA, A, BEHFS, AEAH, AL BEE, SKEEHR, 8
Fg, BRI 5 O BE AR, EF2HoGEL L CoiilF s (UID) | fElR#E, XEARE, EREMED
#n, MEHEOHRAEENE 3D B,

p=(1i}
juzy

2y Ty VEREBICEEN S Z L DL Rl

PHRT X A MEWR (DT, EAIER, EZE O/ R, MEEEONE, UL F— b RELFE—}E) o
a v Ty VIEREBIC X, EREEHICL 3 HHREAEENTWE 2252, 25 LzAHLRONA X T oM
BElIhTnanZ ep3% <, BE, BEORE, ERIEHEE ICHT 280+ - il FEr & T T 3 Re»
HENCTFRTE R, LedoT, BRZEUMHERETEIC X VBT - B3 FEOoRMLMHA L, @Y 2mI%
MB35 Z & BRETH 5,

XatEHREEOf (BEEXEM) AT VEREEOH (GEHEH)
<recordTarget> <section>
<patientRole> <templateld root="2.16.840.1.113883.2.2.1.5.13" />
| <addruse="HP"> <code code="11450-4" displayName=" 707 L Li "
<streetAddressLine> #i§2 TE 5 &5 5 codeSystem="2.16.840.1.113883.6.1"
</streetAddressLine> codeSystemName="LOINC "/>
BEDEPT - | <city> BEK </city> <title> 7O 7 L L </title>
<state> RFHR </state> <text>
<postalCode>105-0004</postalCode> <list>
L | <country>JP</country> <item>#1 Churg-strauss syndorome</item>
S </addr> <item>#2 Cronic heart failure </item>
BEOBEES { <telecom value="tel:(03)3506-8010" use="HP"/> <item>#3 1814 C BUFF % </item>
| <patient> <item>#4 FFRAER </item>
<name use="ABC"> <item>#5 B|IE </item>
<family>Tokyo</family> <item>#6 BBRE </item>
<given>Taro</given> </list>
</name> </text>
<name use="IDE"> <templateld root="2.16.840.1.113883.2.2.1.5.36" />
BEDOKS - | <family> R </family> <code code="29299-5" displayName=" 3zIEe "
<given> XBB </given> codeSystem="2.16.840.1.113883.6.1"
</name> codeSystemName="LOINC "/>
<name use="SYL"> <title> RFRIREH </title>
<family> k¥ 37 </family> <text>
<given> #0J </given> <paragraph> ¥pf 19 IR B Wi E R fco FRR20ETAH
L | </name> I B D2 MEEE - T YRITFRIBARIA
<administrativeGenderCode code="F" B BPFef% HL7 ERRIC T Follow I T/ </paragraph>
codeSystem="2.16.840.1.113883.5.1" displayName=" <paragraph> 5% 21 £ 10 B 20 BE& D EREICCLA LA
BEOUR. | | > PEH, L2H, AFEICORDS
SEAB. 1ERE <birthTime value="20050501"/> &SI ot, FRFIC 37°CADHREHI L WBC28000,
<maritalStatusCode code="M" displayName=" #&& " Eosi58% & ER L TL\:
L | codeSystem="2.16.840.1.113883.5.2"/> </paragraph>
| <guardian> <paragraph> C D & EREEFENEDNE I X &Y U REE
<code code="GRPRN" displayName=" X & " N3HbHEL T, WBC31500.
codeSystem="2.16.840.1.113883.5.111" /> E0si64% & ER. LUNBRDEEERD . F7c Hb 7.3 Ht20.0
<addr use="HP">105-0001 RREEXE/PI1TE19E9IS CHM %R I </paragraph>
BEDORKIER 4 | </addr> <paragraph> B[RS, $IC Chuge-stress-syndorome h'&EH
<telecom value="tel:(03)3560-8070" use="HP"/> Nk 21 F 11 B 8 BYREBRFEARTFIA
<guardianPerson> PR & % o7z </paragraph>
<name use="IDE"> R {EF </name> </text>
</guardianPerson> </section>
“ | </guardian>
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K 10: XML FER CHiH E W -2 7 + X MEROHIY, XML ERD T — 2 icBWn»wTid, ~ v XS A 2 EHAER IS L, B0
KESoRABEZ T, EREDHEHRELEINE, — 7. FF 482 v 7 v EREBICHEY L, BEREEEICX 2 H

LB e L2 AR D 2, Z DA

WAT - EHTFEOEMIC OV THBRIC X 2R EITY S BEE L,

5.2.3 BT ¥ X MERICH T BT o)

ZRTFAMNERICEINZ L DL IR F IR LT, MEINBZMIOFEZLUFD X 5 icRT,

HE4 MIoMEE | MILoFle ZDHEH

BEOINTEE st HAEAF S TH Y, BIEFRBARA OB X W HIFRT 2,

BEOKA WA #AlFTH Y, HIFRT 3,

et W HEEA T cH v FHE O % XA £ cofpTic kL3 2
2 HERIRIRIZE ) 2 2RO BA b B 2 <, HIkRT 2,

HERS st W Cch 0. HAFRSEE ) 2 7RO BLE X Y HIFRT 2,

££AH i3 AT H Y ERRIREE ) 2 7 ERMoBS X v EFA IRk
T2,

R L HESBA T CH 5 23, FIFEN DR D 72 D I LB HIFH CRFFT %,

B R st W Cch 0 HAFRSREE ) 2 7RO BLE X Y HIFRT 2,

KIRER WA BEORIROBIN T2 &2 13570, HIRT 5,

EHEHRS i3 HAKSEIHRCTH V. BB RAY EOBIR X Y HIFRT 5,

HRREH S P77l 2 5N ETH Y, HIBRT 5,

BETLELELLT | AL ~ #88  EEEHC AT L2H T 2MELRITI C LA TE ZHA, LA

o#FANES (UID) FT LERER T & LT, BIRRBARAN OB X Y HIBRS 2,

& W ERIERFREOMNFTH Y. HIBRT 5,

XEAR WA ERIEREOMANTTH Y. HIBRT 5,

ERBE D & i T Cch v HAFRSEE D 2 7 RROBLE X Y HIERT 2,

fERH i ST 0, HERFIIREE D) 2 7 ERoBE L ) ke s 4 X
A ZIT,

5.3 AEHEEREERO N LT

EFRBREMAEIS & 1, BARIICIZ A 2 LT — 2, MR T — &, BT — 2 (LR, VRS, I
%) HrfaT, AMEEEREIEIE. 7Y 7 Y EERFRD 225 CSV KA PDF IASS Tt E hb 2 L b b3
7, I A 2 AL TV 5 2 2 bbb, UT TR, CSV MR 2 M LT, LMERMAEN A b K
ZN T F RS 2 B T2 RS

53.1 A ZFEHEBICEIND 2 & DL WElihaF

VA MR R R LR S 2 7 o TERER Y 27 LBARE Y 27 488 (202045 A)  [TAHIS ZRCCERGELRLMELY il
M Ver.2.0] X b BT ¥ MEROFIZFIHL T3,

B PDF A THoTH, A X7 =2 & LTHERE CEREBEZEO B G ENGL 2 LICERT 5 2 &,
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CSVIERD 7 =27 7 sicit, BEOAATH S, KA, EFEAH, WA, REROFR, WA, EREHR
HORA ., RERGCRAFROBAEH (Rd UID %) | EHREREEOBAEIREOHMA A 2 Fle LTEE
nNasZrdsd,

53.2 avF Vv VIHFREBICETINSE Z DS nwidhE

CSVIERD T —% 7 7 2acid, ABBEREREIC XV EonmEHEEra v Ty R LTEEND, T
EHBERERE ORA H I PRRWIR, MEFEL T F A MERE LTEENE 2L b H 5, MEMESISEEHI 2 BUESF
THR S N 256, FEROMLIIFAETH2Y, —/7, 7F A MERICHLTIE, BETFR MERO=2 v T VU1
e Ffkic, JEATE LCHEI X 0@l 1 - R FHEo A2 L, WL T2Ed 2 L B0 ETH 5,

5.3.3 EHERERERE AT 2 M T OBl

AEEEREERICEINE Z LS BRI LT, BEINIZMIOFZLLITFD X 5 icRd,

HE4A MLoBEE | MLOFlE 2 DEH

BEOINTHBE ;303 A CH Y. BILFHRARY LB X Y HIFRT 5,

BEOKA R Al CH Y. HIFRT 5,

44EHH ;303 HEB T T v, HEMFREEY 2 7EBOB& X v AEH ikt
35,

PERN L HESBA T CH 5 23, FIFEN DR D 72 D I LB HIFH CRFFT %,
BRERFOFER L AT CH 2 2, BAESEKVIR Y e MIFHENOELD -0
IS B HiPHCIRFF T 5,

BREHE HE3E HEBN T T, HEAFREE) 2 7EBOB&E X Y b/ 4 X

B EIT I,
ERIEEE O K4 PH EIRCEE O T v, HibRT %,
REBBCRERR | AL ~# | EEERC AT LAZCHNT IRERTI LA TE LA, LU%EA
DFBANER (BRE BEHITERTT S & LT, ZBIERBRAN LB A X YIRS 2,
UID %)
ERBEZEOMNE | 4H N FCH Y, HFRREEE Y X 7 KBOBISR X VAR 5,
]

5.4 [EME{RFEH DM T

PTG & 3, BRI IR (X #REE, CT, MRI, PET %) | BUS#AREEE (X F 727 F v 7 —
& MESAT — 2 %) | EE R - B, NS - Bl CREECE BT, TR E N ETRE, B
FMARERA, PR NSRRI, s, eSS IS X N GRS B ) . 5
H O (BEREFICOVWTERE LTREL 2D D) | TYVXMULINTHIER T 4 Vil Fili#mEFzEs, &

BEERIT, 2 v 7 v VIEHREK D 528 JPEG JEAPE it s 2 & b H 225, A 2 fFWGHE L 2 v 7 v v 5l

U ARZM TR CIX. BEAMIERD X 51 [FRALRSE]) 2L 2 0B N 20, MEMESEOBEFRICT T 2 MTILER IZIAETH
%o

W JPEGIATH-ThH, A XxT—2 & LTEREPIEREBESOBHr G TG LIcEET S 2 L,
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IR DM %2 & DICOM JEAEciliti s s 2 v H %, LITTIE, DICOMEXZHE L <, EHE{RIEHR 2 o
RAM TAFRZ RS 2RO FIEZ RS,

5.4.1 DICOM JEH D&

DICOM FERiZ. A 2 EWMMEBICHYS 3 3 DICOM & 2B &, 2 v 7 v VIEREBICH Y 3 3 E{RE#REE D &
Bl EnTwa, 2720, ERERERBAD . FFED DICOM % 70— LTHFEEL TWw 5,

5.4.2 X 2 {EWMEICN T 3T

DICOM % 7 i # WK 3 5 {fl 4 © DICOM % 713, DICOM MM ICHE - THAIT- - R T-HDIEMZ & A TV
%, LAFic, DICOM % 7 Z & o BRI MO —EF 2R3, 72720, &2 THY LiF T2 DICOM % 7 LASkic
b, BELEESCHET 2T - RN TSN E T 5 DICOM £ 7 BT 5, %72, DICOM ERD 7 — 2 [t
T—HEZHEOEEBHERLGET 2720, 20N TIcE VT —EOHMME2 BT 22, % Do, EEEic DICOM
BIRGZELY % 5 BRic ik, SBEICG L THAROBKE22 B E LT 2 LPEETH 5,

2 7% % 7l MLoOBERE | IMLOWEL % OEH

#HE 0 ID (0010,0020) i3 WS TH Y, BILRBRAN OB A2 o HIkR T
%,

BEOKA (0010,0010) IR WAlFTH Y. HIERT 5,

BECEFAR | (0010,0030) ;3 R T CH Y| HFIFIERE Y 2 7 EROBIR X 0 4
RIS 5,

BEOEW (0010,1010) L HEERI 1B 2 23, FIFH HI DK D 72 @ 1 2452 75 i
TRFFT 5,

BE O] (0010,0040) 7L HESHRIF-C B 2 25, FIFH HI DR D 72 1 2452 75 i
TRFFT %,

BEHf (0008,0020) i R CH Y, HAMRRE Y 2 7 EROBH XY —
Wefbe/ 4 RAm%17 5,

ZNES (0008,0050) L ~ #R | ERERC AT LEFCNT 2MEERITI LN TES

By, UEZMNFTIERERT & LT, BIEFHERAD
1ED#EE X Y HIBRT 5,
B ID (0020,0010) L ~ #IR | ERIERY AT LKW T AMERITI LN TR S
e, MM ID RS & LT BRI RBARAN
IEOBA X VHIRS 2,

BRERNE (0008,1030) L

BEarV b (0010,4000) HEsE Ihbox I I A BRI O 7 ¥ 2 MEHRE LT,
BEaAVE (0032,4000) j: 323 B 0 R FE O T - VEBH T-EHAFE S 2 mlREtEA
e SR IV (0018,4000) HESE B, ZD70, FHc—FICHIFR/ BT 220, B

2 f5i] 212, Study Instance UID (0020,000D) % Frame of Reference UID (0020,0052) D X % ic, DICOM B0 F— 2 ohicid, AW iSRG
LB bDHPEET B, £ D0, FED DICOM % 7% MLT 2Bcid. [Ho—HMWAHET 2 2 BMETH 5,

2 BRI iZ, NEMA (National Electrical Manufacturers Association) DE® % DICOM #i#ED 5 £, [ Supplement 142: Clinical Trial De-
identification Profiles | %2 &% &Eic+ 52 &,
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IT & DT - HEE FE OB AR L. @Y

T,
i 2 (0008,0080) i AT CH 0 HAHRREST Y R 2RO B X v Hl
[EE R
M ERT4 (0008,0090) b7 ERIEEE O TCcH o, HIFRT 2,
A ERT DEERT (0008,0092) MR RGeS O T E e EBIid, HIBRS 5,
Mo EEHf o B35 | (0008,0094) HesE BRI AR E T 0 2 Ha T id. AERTS
&5 KRBT IE DB X Y HIFR T 2,
HEA (0008,1010) L
EiEE R (0008,1050) b7 ERIEEE O TCH . HIFRT 2,
FeR E R4 (0008,1060) WA EHEEE DA TFCch v, HIkRT 2,
BIEESL (0008,1070) W BRI HH oMl Th 0. HIRT 2,
BREAVREY (0020,000D) AL ~ R | EREERCATLFECNTIBRRETICLNTE S
Z UID BE. UTBREA v R & vz UID ILEHEFS L LT,

BEFRIERAN IEO®E S X 0 IR 5,
SOP £ vx 4>~ | (0008,0018) Tl ~ #HE | EEEHRCRATLHECNTIMBEEZITO LN TE D

Z UID B, 2% SOP 4 v 22 v 2 UID IHE#H S & LT,
B LSRR OB X 0 HIBRT 5,

TIGAR—VYRB | I V=T FS | HH 74 X—FEEodici, WIERFEIC B CHERRE

# DIEH WHEENGE 2 D00 FLHBUEFEHRD 7 A — 2 5) |

AT - HERR T EEE S B ATREME D BETE v,
Z D7, TORGOREICIE U T, @Al T - MR T
FEOHREEHEDI T TAR—FEED X JE%RIE
L. H5%x 7t L CGlEb) 2 L 3,

543 v 7 Vv IEFWRMEBICN T 5T

RAMIAERIZ, foFRE AL 2RV RFEDOMAZFHI T2 & & 23T E WHiHH <, 8AZ & DR E FHEil
KHELTMLL, T2 2280 6N T3, Lo T, BEEEHRERICT2MISSEL &% 0l3, EHE
FR e L CHAIF - BN FERFET 3HECBONDS, ZoBARNICOF % L TICRT, H, v A Z70LEIcE
W, LA Y —EoBINC XY EGEREZBENICETOATIIRY T, Lo s e VMEXEKRE LRI AnboL
BB EHCEENICEBY OETILERDLNE Z L ICHEEPHLETH S,

S ot T oHF
ANTBEPCEEDKLZOHBANTFIR 7 | HEOMMAZHBINT 2B TERVE S, BEHSITHLT
NTF—& e LTCHGEORICEEEDIATNT | ~ X 7N 2 fid,

WA

BHEEZEDEE FEOMAZFBMNT 22 eRTERNE S, HILFICNL T
27 MR E E T,

TYVEMULINIRER T 4 FEBRTERED | FFEOEAZBIT 2 e B8 TER VLS YKL <

KEAEPERAFINTWIHE ~ 2 7 W% S,

46




FEE CREOHEPIRE I TV IES BEDMAZHITE 8 TcERVE S, HItHFiCHLT=
2 7R % S,

5.4.4 HRQEIIICBHTE 23 & £ N B R BRI IS 3 2 0 T 2 B

5.5

5.6

IfGRHEIPH ICHT 2 & 15 CT ° MRI % O iSRRI U<, Rk Y 7 b v = 72 X b REFHEA L v 5 0
Bais c Lic ko CHmMORMEHR (Rendered surface) %755 2 L 23CTE, ZRIC X VRFEDMAZEITE 2
YR BERINDG, L Lans, HHOKRAERNLKT OIS L £ T AN ABROBERICEE Y., 2. o
Bk Y OBESICED 3 BN TA2 Y 3kbhTwnd, 20770, —iADEMAES T3, KHEHFRO D
DRPEDRAEEANT 52 Lid. FARETIEAWICL TH, BICF 2320 ) 2B GIR Y 1@ 128 L v e ofsfiidi d 2
B, REBEHROA» OEEOMAZBINT 2 2 L B TERVES, YEREBEHRIIERINTFCid %k B FicHEY
%3, CoEE, thoilid% e OflAAbEIC X o TREEDHAZMAITE AR VIR D ICH VT, YEREHHRZ KBRS
27 ORI LIIAETH 5,

B TREFHRO M T

BIRFREHEREZIO H S Bk, 1 5EABNNSOS B 177 47 =2 (filad 58I N7 4 ¥ ) A%
% (il4 DNA) ZHpK 3 2O % XFHTRELEL LD D) OH>bH, @7/ Ly —r v AT —4& (i)
LOBGEMERIC L VKA ZTIAT 2208 TEB3 L5 L2dD) | (GLEAE 2-2 4) ~DY 1% 0 & 1<
Wi 2 ERH 5 (5 4.5.2 % NELTREEHRD 1 SHEAGENTSZL1E] 28

IR TRENHR 1 SEAG S ICZY T 25803, KA N TEROBIE 2N THEE 2 5 [EAGNFS X5
HAGIMEOH ] oflmihr s, CnEHIBRT 22 &, TS AR TICEY LavBaik, 553 % [AHKE
BAEROMI] LML 5 &,

N F = XN T EREHRICT 3 T

VLT T — ZVRERIER (R OEEOERIFREHAGbE b D) KT 2 MLET ) Héik. Fric, HEk
AFOWMYPICHFELBLE LD, Thbb, TNZTNOBEOERERICETNIHBINTFICNT2MLE2IT- 72
%, TN OEBOEHEOERIERZ T T 2 RN T oAb X 2 BEEIMEEZ BT L7z Lo, fadb
FICX o TREEDIALZFENT 2 2 3 TE ZRBRFEARBYNCINL T 2 2 eoskobn b, Zhid, RICEZREERD
FEEE &N L CHERRA FIT N 3 2 I L2 1T o 2 5mA I, ZNZNINLI N T - 2 HEFBA 7 o i 72 A ab
BICXoT, FEDMAZBANT L2 LA TELLICALIBINNHL7-0TH D,

2 David A. Clunie, et al. (2023) “Report of the Medical Image De-Identification (MIDI) Task Group - Best Practices and Recommendations” iZ 3
VT EI A B RIS 2> & REFHEAKIC X 0156 h- Bl o RfEHRICEI L < HE30IFIc S 3 2 RV 2IRIBL T 5,
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6 EFHER OB Y A4 7 v & KO BRI O AL E o

6.1 AREDHM L EEFRIH

ARFETIE, FEREEIROWRERR T 4 7% WL O DB/ T 72 ET. 22 o B CEREIER % @b i Bk

9 e OENRI . F IS NFRRGEE 2 0 IcBET L T g

M. REICETS [FHE] L IMEAEHREER ST 2ARAANORIBEICIREL T Y, LEIIG LT, FBk, Fdar
Bl - BERIEH. ROEBIREIYE & REIMES OB ofift E /- 20%E GERFFEEN. 7 — 2 @3RN %) %8

FTEIVERDHDZEICHEET L,

6.2 WRET5EEMKE O

ARITA R T4 v Cid, FAEMEFR 0929 5 1 5@ (LUT, [3RARKSE 09298/ ) o&ED 2 HBINN AR5 -
NMAEHED R CBEOEREGRT — 2% % A=W AERES | cEvohzbon s b, NLAEEEMFAL
7-EREGZHTEY A7 LICHY TAEBREBREANRE L, chi TBHABRAIY 7 by 2T ] LI,

6.3 Rtk D A&

R IC IS LA M B SFEE L Tw 528, L B, 2 i oEEER I, OBLEIRITICH 72 v JEEFEK
BIC X 2&RELELT 250 GREHE) . QEERGEICH Y. 52 Lo EEFBIREDOERZ2Z T 7z R0
CERGREEAEEE (AT, T ERGREEERE ) ) coRFrALE L T 500 GEREHIE) . OELEIRTEICH 7= v JEAEFEIK
E~ORHTEY 2d 0 (RHHE) 03 2icpfiahTnd, 2DIb, FH4 FI4 VTR, HZHEICEI N

7= EREBROMERAEY 1 7 1R LT3,

MR GEEER - AR ER RS A AR (BM3EI A 29 H)  CGEEREF 09295 1 5)
BEAF O BRI 7 — 2 55 % Fl V> 7o S W B et s o PERER AT 3R 0 Ml i o v T
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6.4 BEEERIIOMERFEY 4 7 Vv OME

RHAFZ 4 vTld, ARHLICED S KGO b BEIFEAREZE co 7 n v 2%, OFR. OB,
OM:rEFHE, ORLERFEARRFE (UT. [RKEFFHE] ) BEFER. OXRHHE. OXBEFE. OBERFTEARB RO
TODBEREICT T, X NhENDBEREICE T, EEFHZ AT S 2 B b] 2 RIS o w» TR L T <

(K112M) . xoMEI TRLOMY TH 5,

@O #

H

BER L3, FilloEBEERICET 2T 4 7 7 EREREED &5 %G - BiET 2 74—V ) 74 R X
T 4 DEREERIE T,

@ B

FAFE & 3. FRloERER IO T 2 EREEZABL L, MHFI N2 BEARIEI N L) %GV IR LER -
BGEES 5 2 & T, MR EE S 2 E CoRM AR, ik, BB A YA Y P 2T 4 (QMS: Quality
Management System) IZfE-> 7= TR Z & T,

@ PERERF

PERERHIG & 12, BTRlo R D EREICBI T 2GR 2. % DRIEAY R ERRICEE D WTAT ) BRRFE 2 45375, 1M, H4E
B 0929 @ANC L 2 &, TBMMARE - A AZEDL R WBFOBERER T — 2 %% H -2 H BB 1B
¥ 2 PERERHMBUER (LB IC 132 72 & 37, GCP AdIL# ] S dude v, IS, AR 0929 @K1 <13, ZWiHER Al
V7 hy =7 OtREIHli 2. AN TIEREOIER L OMARTE 2 L) I LT LEROFEICIE L TXBIT 2
2. ZOWTHICE TS, AAFRREESC LMY - EEREHFOMEE o2, [BEFOREINGD
REEASEYNCHIT S, BERGEICEEYICFAEIRIN TV I0ERH 2| LINTWE I LICHET L

26

o

@ AEHEEHER

R ERER L 1. SR oSSR AR Z NG T 210 H 72 0 . M TEGE NS G R e O tehE (UL
T. TPMDA] ) KX 2FEA®Z T 5720, ARHEZHOERMER 21T 5B %2157,

® KRH

ARG & 1%, RAEYSIRRSE ORI & U T 2 T AR IR T

25 MOTATBOE NGRS IR AR & HRE  (PMDA: Pharmaceuticals and Medical Devices Agency) (202343 H 7 H) [EHEROFHHZIES
Hie Licavea—2BHEE 7077 L0%FEORAL v M| Tk, BHEMOEMER RN T 2 20 0B e U< THRRME RN
B9 238k & THRRMEREICBE 3 238k #XBILCTwWa 25, RATA P74 vl o ZRFFL C TMERETHEER] & LTw3

o BEAFBEER - AGEEREEEREEEEIEN (DM4E12 A8 H) EFEBEk) HEMMRRE - MAZELRWCEFOERE®RT
— X 5% Fl o 7232 W7 R e o MR RE R AR O B W I B3 2 B REIDE SR (Q &A) ITD W T A6

49



6.5

FRARMBEIC B3
EREES
(EMWEDIRHT)

REEXSF
(EMIERORHE)

PMDA &
(BRI ORE%)

"I 5,

FHAR ETEYC L

O]
25 %

= VEARECHS
A7 SR TR { EEMTIE
SR HIN (RN TIERO 1R R |
ICE DR ICRE SR (HLTRES)

— T T T T T e e mmereae | VEABETEL
bl 000 g b | EANTIE
(%) EAZOBIORVEASOMRE TR ERIEEY.

SHHRE T ROWENIEEI NS, HisHaR
FEHBROH DIRAE
(EABRREEOT SN
HREEEE E5EE

2 AEE

K 11: 54 F 54 v OBET 2 EREROMARRBI 4 7 v 0fl, K14 FF 4 vcld, &ZHIEICED  ERES oM &
SN ARGRE To T v 2%, OER, Q%K. OUERETN. @R RFAEEMER. ORRHE, OXKAEE. OEBRFTA
RBEDO T ORI T 5, 205 b, BROBRBEICHE W TN OER B E L & 203, FARMSED IC o T, B0 H
FBREL LD ILPBETH L LHEIND, £ T, [HINHFEERESICH 72 2 EREES) BMEAANT — 2 0t ch 23
&, OFBROBM% ., RIUIG U T e LCEML. BMIAER AL ¥ 7 b v = 7 OBIFIC 54y 75 BEFRE R o #iFH % T
E Xz kT, QL L OEBRHFHETEFERE COBEMICHE T, REMTHEROFLRFMAZHEL, ChEzEWiRLe LCE
EEEHRAE IR S C L 2 MR T 5, —7. [ETHEARREIC B 72 b WEBRKBIS ] k. OBEROBRS Tk, 2l E %2 &
TATEGE H W o L RIFFE D C, BRERERE REIEES~ L1255 2 L 23T & 2, NI HIL O S 2 i 72 & mw &t
QFE OB I T, RGN TEROHKFEFHOBES IR 5 T &, . UHLERHER O DRLEIRTEARRIC, HEE % & OHi/-
EHICERERE L2 L T2 56, XD TRGMTIEROLFEMAZHE L. CNZENRILE L CERFRZIWL S 2 & 2

© KEFL

HGRTA L1k, IR I N ARRHREEHICE DWW T PMDA 28Ei T 2 AR EAE 2T, ARFEEICBVLTE, &
. BEERE RTINS,

O 53T &

PR A D BLE e K

REWF L 72tric, EEEGO MM (e Lo kif) »nlEge kb, BEREARERD.

el S R B O 4 b O I DT WHOWELERSTONE & & 5B 5,

AR DT IERAR Y 4 7 LV D ERE & L )t U 72 B E o Bl o

50




6.5.1

6.5.2

KHA FI4 v, EREROTIERIEY 4 7 rico T, WD EERIERA V05T RS IC 35 T EAIT

ROEHER ST LBMEEINS A, RS EDIcohT, [EMFE~0EM] * HoEHHEN] Ths L ik
INZTREMEAEE Y, WHHEREHNWOERSKRES 2% RICEET 2 (RM11BM8) , 22T, F26%=E
[ 5 B H 1 C R R % RS 2 & RIS ZES IRt 3 2 BR BRI <ML B0, BETHELL
REEERE, BEOMAT —x e LC, BEMAXOAEZHNE LTRSS L%, F—R - N[+ F—XTli%k
—HRANICEEAL T & 2 ERRILE. RADEEDAMC AT 2 L8 8EL v,

22T, AHA P74 Tk, BRHARENOERPRKEL L3RR OEMES? O, B L HARRDHBEER 0K
B cichnT, ERBE% L REMES L OB cRAMLEROERFALRTT 5 C L RT3, Bikiic

. BWHER ALY 7 b v = 7 ORFIC LB R EEIEROHHSHEE L7224 2 v 7 C, RET & 7 2 R
B2, OEE+5 i ERIEH D O IRG M TIERZER L. QR B Z#EUNICET L, Offtho REM¥ES L o
HRMMAZRET 2R EDFHE 2T, TIICK Y MELRAIN TR E MR R BRI D W T MR BRg
KBEBWCHAT L0 TE 3,

LUF, 22 n ol & 0iEy) 2 RGO IR ic oW TS 5,

D BEFE DB IC 31T 28] 7o R 0 Bl v

PR OB IC B\ T lE, WO BRI IS 3 BT 7 4 77 SAEI D & 5 4 & G - BT 57 4 — Y
BT RAT A BSFEDRB R, SRICE Y TH LSRR, S0/ i oML, 7 LV AIEk i
AR B | S ICHT BB S 20 F B L B E NG, 0T, B 2425 [EATTIEHI KLk
B B HIVEE] TRL7 LS 1o, HBIEASOZAIED 5 5. AINEHEOBSZ T THAD S 5.

Z D7D, FTHIFEHII D FREN T 2 b i 7 ST CHRE ORI A EM I s o chiud (F 2.4.1 & [AIIFEH]
HOZUEIC BT 2 BB 2R | FERNAFEMOBRBFEEL Tz LTh, FERFIsMcE L 325
Bnbh s, oT. BROKRBZFMWMIEL LTTIHARD VRS, UT. HROBMIcoE, [T mMBIE
IS 7 B RIRIEBESE | & [T SERBISE IC B 72 & W ERIRIKBIS | o ZhZhiconT, RADREUIOEIR
i HonT R 2 b REEIMRFEF ICERIE I Z it 3 2 72 0 oA Ol 2 7R 3,

W [HHTERRBESE IC B 72 2 BERERBISE ) (2. FINILRIPIE 217 ) REMBFEF IO LT, YEZARIREN O
#HiPHCcEEEHR LRI T2 2 L3 TcE 3 (RI3ASH) .
B ENBTFERBESE IC & 72 & A WIERIRBISE ) 13, HINPTSEBEIE £ S TR o T, AT H Y
D HiPH TG & ERIEE S 2 O RIFESE~ LRt 2 2 L3 cE 3 (M3B &) .
Wy ENBTZEBIS O L T2 i 7 T nIhiE, ORROBIFIZEIK L, QFF QBRI IC T, KA TR IR
FMHORELLIRD 5 T &,

@ BHFE D BPS I 31T 28] 7e RS ) o Bl o

RO O 5] & Hi % . FAFEDEREIC BT MM L T 254 1E, #6518 [ REDERIC
28] 2 RO IR | TR LM A Ofl R S E T LT, RS 0 b RS I G WA Rt 2
TEMNTED,

—7i. FROBRBEEDICoONT, EMMR LY BEEMBOERSRES A2 LT, [EFFEE~OIH] ©
[HOEHE] TH2LehBINZAMREESRE S LHEINDG, 22T, KA ¥ I 4 v Tlid, EOBREICE
W, FEMHEFSN OZUEICEK S BA, RENMIEROLFAMALREST 2 C L 2T 3,

51



6.5.3 @ TEREZTAM D B 1 31T 2 ) 7 R TE R o BLil

BERMUCHA OB, bR &F & | MEREEM O BRE 1IC 5\ T h AT HIIC Y T 2 561, 6513 [ #
ROBPEIC 31T 28 Y) 75 ERER OB\ | TR L 2l B 0Bl 2 21 LT, RIS 2> & RIEM S 1 R
WEiRftd 5 Z b TE B,

. PERERFMG O BRE Tlx, 2 DRkt KREHFEERIER TH W2 2007 -2 8y =V RgoNh s, 2T,
i3 2 X 5 ic, ARHEEHEROBBIIANIIEORE 2. THOoMAAN] 422720, 20kookk
B2 15 2 PERERHI O BRI 5T b “AIRITSE X 0 IR BAROHN 1722 b D TH 2 L BH I N 25615
V152, 22T, AHA V74 vTid, HEFEOBREICE VT, EMARMN DKL M ICK S FBE T, REem
THEROKFAFHZREST 6 L 2T 5,

6.5.4 @ AGERHEEFIER O KR IC I 1T 2 Y] 7x EBIE WO B

AR EEE RS 5 2 L id, EREROALEITEICIR 2 &R 2 RHo [HREE~oMmM] © [Ho5HEHEHE
W] ThHiEEESIHICECZTATHELB3HLLTH L, TORD, RO BN iPFEe . BRMA%D
HEHWE LR 5, itoC. AZAFHEEHEROBREUMKE L. (RN TIGHRO LEFHZEWRLE L
T, YERLMTIERZE VKD C LMY TH B, £/, THITHIL - THRE L KL I TR o L RFIH o
. LBICSCTHAZICHFENMHALZREST 22 L b A[EETH 5,

6.5.5 (&) AZEHZED R IC BT 58U 7x EEE RO Bk »

HKGEHFEICE W T, PMDA ~ERHFEEHAZRE T2 0TS H 2, 2 OB, PRI O 45 5 2 &GRS
BUCRIEL . REL 2T E R 5% \0»E, & oMREHliHSR O R & 13, BRI id, Sfdr e tbikic o < 2
ERALY 7 by 27 (FEFHOTATY XL) KWL, BGEET — % & %5 2 BHEIRT — 2 %% A1 Lot )
FERICOWT, [EfRE R 22ZWERE D KROFESLZORENY A MLa b Th b, 2Dk, TDY X FH
LWGEET — X IC BT 2 EEHRICR S EE A L, AU L IcEE3 T 5, Rfiicix, 2 oEiHERE R
D cRIET s itk B,

zZc, [EHER] . ERAOERD O LB ER IR IHE 2 L CHR UL IcES Lo n s 7 —
2THh Y, EROMEAXITHE R EEBENICITET 230 TH 5, Lo T, HillEHRIZ. FFEOMEA L ORIE
BRBRHEF SN TCW RV ichwTid, Hicksid s MEACET 21E®R] w4 Tdsdocizry (GLIRSA - EH
LA 3-1-1) » 207, ARPHFicH T, REEESFH PMDA it L <, LELFHERSTHR I =&
REFBErRET 2546, LREHERESFEHERICKY L. 20 LREHER L T oA & o3GRS T
INTVBERY ICEVTIE, LEEFHEREZ PMDA icx U Cigfits 3 C & it BABREEERCX > THIRE hix

W,

2 LR OB 50 C b HITHIRBIINC Y T 2 A5 S V35, BIA . BRI L -2 WRER AL Y 7 by =7 20T, %
KA IRBUC BT, Y 7 b Y = T OFHAEROBHEOM EICH ST 55 5 pRFHILY . 5501, EREIEED AN T —
ZCH LT, BRI AN % COREEL T2 5 225 L7 ) LRk, oM e LTART 5 C L AES NG, [IFc, Co
5 AFHTOMEE, HHBUER ALV 7 b9 = 7 ORIRIE IS B % TH5 2 RO L L <, R o&R B 277
iy o=t nit 3,

5 RIS B 7 DL B - AR D e BEE O BEIR 7 — 4%k il 7 RSP 65 A 4R 5 2 55412, 3 b 0929 38
RIS % 175 LEH S 5,

52



6.5.6

6.5.7

6.5.8

W, REFEOFBE OGO MBEIEIC O WTIE, EREEE O B3 BE R A IR D 2 EYNIHWT, WIS 5
VBB D, Fie. EKEHFORMKI O Z KL OMEHICE VT, REE¥ESEFL. PMDA ©% D5 =% cxt L
T, HFEFIHACERGE L 7= HiH %2 # 2 TR TIER 2R3 2 < & it AAERRESE GER S 21T At k2720
TEPLETH B,

© ERFEE DKM % 6 Y] 70 PRI R A D Bk v

AEREE 0929 @ANC X B &, KAEFEOEEICH VT, FSHMEREZITS PMDA ICx L T, FH&ER (W71
WE) 2RI I2LELRD 256508 DH 5, 2T, PMDA #&TEH L EMT 5 (EHEMEFAE I EBEEP IS W T
FEizhddoTchdh, MAHRRELICE TS THEEZHREOFIR] ofilsFHhD > b TEORBEE L < i3H5A
KRR IEZDEXZR T EPERTOED 2BEH2ZTT L LI LT T 20813 D 568 TH>T, KA
DEERBZ L ICL ) YEEFORTICKEERITTEZINEH 5 & & | KN T 5 (EAERRELRS 27 &5
1HFE45) HEETIE, REN T 2 ERIFEHREIBET 2 LB TE 3,

D BLEMRGE AR D BRFE 1< 31 2 8 Y] 7 BRI R 0 Bl v

PWRAERAL Y 7 v =Tk, 2 o8GERFE AR K IC, BRicslaige=2Y v 7 eftv, HEHOLE
PEEEEHW L T S BEETH 20, EREROBIEIRGERRKRIC, FEE % & ok B CEREHE &
eI 256, AHA P74 vCld, WD TRAGIMIEROKLFEMAZERE L. SN2 ERRILE L CERERZ X
WH e aHEES 2,

BT 2 BRI S W T RG22 Bk O BRICHE T~ & 2 L

KAA T T4 v Cid, ERESROUIEREY A4 2 vfkorhc, FlzIX, TRER O BRIz AT sish, FRFEURED
BRE 2 R4 M T MO ELFEFH O & 5o, Bip 2RRIICHE S W CERIERZ I 2 56035 5 LREL Tw 5,
Ok Sic, BRICIO U TR 2 EIIRILICEE S W CERFRERE T O B ICHE T REHHICOWTER 5,

9. ERThOEMRILCIG L CHRESWAEAMABEN L oBEE2E T 2 LAENIcED b h A ZE X T,
ERFERzRE o TR RO AW LICERSLETH B, flzid, REMBESER, FEROBRREICH T, Fliirges]
NERIUCANDOFEZHA TG L 2ERERZ, WAHEOAZHME LR (B2, AREHGEEREK O
B e nThRFLEET 2 2 L id, HIWMIHL A3 nd B2 0dd 5,

¥, REMIERICIE FRITROZEIL] FoRBEH 28, ChoiGBRLEVE ) RBEICHBEET S C

o Plzid, REMRZFESEL, KA THERO L FEMANCH > TREEZ Z T 72 RA M THEHR L . FTHIEFs 2 Rilic
etz Z 2N T — 2 ZFERFICRE L Tt 22 ofFRicE Th 2 E@lFoflaabeic k- T,

P A A ER0 S oRE IHICE T, BEERECOVWTEDONTWS, 20 LT, FEEEFE - T=5%0 0L, IO, HMZTBIEA

[5 3 5 R SR B B B T LA D LD 4 I BT, PMDA 2R BIARE» O ORHLEZIF 2 L AED LN T3S,

IHEWT

3OAEHI$AE$%%%/5~($W29T3ﬁ)TE%%%®L%%Om%&%”&ﬁ%%@fb@ﬁ%ﬁ4ﬁ/XJTiTE%%%@%E
13, FERRRHEE, BRSSO 7 — 2 2B E A THAME - KEMWZFHI L, Y R27 E_AT7 4 v FONT VY ARTERT 2 2 L5 & 7%

2. RO N7 RIS 2 MR & 3 5 B BB S N2 IRBRIC X 2 BRI D & T R O SRRk A B R BRI CRIE D B#F I L 2R oA

HACHEEFR G 2RI oPIc T2 ALV L EARETH D, ZOLD, EHE, filRED ) 2 7EH, LetEHROIESEH X
DEIEICA-TETCWS] L35,

53



EOMANZEHANT 2B TEZ LR, KEMLIEROBHFICERT 2808 H 25 (6F3.6.1 % [{KAM

THEROERFHE) S8 %,

DEoBRE» L, ATAFJ74 v TiE, FIcRASEEFS R 2 BHRIICE S W TERERORMEZ R T 25
A, TNEhoERRRICHE W THRE S W AEFABRNSKRT L 2RE ©. UKERERZ T 0 BREEIS IORE,
HE BET2 LR T2,

6.6 Ll - R¥ERIEH & OMIG

6.6.1 ‘e - EYRIET o FH E PH

Ll - EERIEHOF 2 THEOER] (1) Xv, flad, Aedge L, [ERICST 2207 ERT
TR EOUEE I H O BEE] %8 U T [ER OO MR RHEE 3BT o5 R b oRIES L < 3EFOE D
 EICET 2% 28] AHME LTEMINZEHNIT [AEZRRE T 2B - BEERMIZE?] 0%y
L. [FfgstodH X n 28 e 225, 22T, KHA P74 VICTHRET 2 7 o0 (DR, QB%. OEREF
fiti, @AGEHFEELER, ORKEHGE, OKRFL, ORUENGEERE) © 5 b, OWEKD b OMERERTH I 5\ T
[ANERR T 2 EmblE - EERVITE] 2172 Ha i, EAERREEICE T 2 BRI 130, Ldfly - EY
ZiEHCED LN B BBICHE S T kv b B,

6.6.2 HELMIIEREMFTICHNIGEDA v 7+ —LF -avrey bOER

KHTAF T4 vCid, BEERFCETEETRLN, BIICREI LT 3 EEGRE TAZNR e T 2 4mE
% BRI & LCHIEM T 2 580cid, Adfly - EEREHCE T 2 THFOBHR?] L LTk Tk e
5, O UEERER> SIRAMITEREERT 224 I v 7o T BEHRICHV 25504 v 7 4 —
LR - avey MR TR EFITRO S MM KB ING,

pekidl AvI+4—o¥ -avey F0ER
B T v a{R4 M hakl - REREHOE 8D 1 (2) THLOWEEEIcEWTHREL T
TRV 356 3R - EWR AT 256 4 TR 2R WiFgE] (7) 4

FFFE I b N A MM AN TIEHR BEICERENTH 2 b DIickR
%, ) . BEAMITERIEABEERCTH L L | 1KY L, FREFIL.
PFLA VI +—L R avey 2232270,

31 BARICAKAZFHANLCTLE>72b DD, REMTIHERDIERDIC L 72 o 2 AANIERMO RN Z AT 5 -0 1o fFREBAL TV E LR v R
BROEAIZ, B ICHEITAOREIEFRBIOEN T2 0TRAVWEEZ OGNS (Q&A 14-21) , fliy, AN TIERZ hoEREBAT 2 L
ARAEE I RIS IOER T 3 082k, 20 HWR, BAEORR L & 2 RAMTERK ChoERICE TN ZERFIC LY, AOBERT LicHl
N3, 2ZTWIHMICDWTI, FEEOTBICX > THBE N b D Tld e, RGN THERE BAET 2 IRGM TIERK MioERICE T
2t EFEOEE # B E x TRBMICHIBT I 05, HlxE, IRAIMTEHR e MAFRIC OV T, BT 205 280 L CRAET 217813, i)
iz, WHEHNORAETH L EZOND (AAERRERESFHFLF—F 3.3.2)

R AENFELT, ROTXEAZHBE LTEMINZFEHZ VS, 7 XoD, @, @XZ@%il LT, EROHEHEOFHHEEY I3 EE O
2O OEES L I EEOB o LicE T 285 B5 2 & © GRoMRE (RHICBT 24 R HROBER UGN Zh o ICEEL S
Z5ERNEED, ) OWHfE @ RECHME O HROTPHFEOSE X IXEMEORGEE @ EHIC BT 2 2W75E R AR o UGE T E Mt
DOIREE 4 AHROFE - HWEZH VT, & 7/ AR OEUE T OREIE X IIHEREN N IO B R T O B BB I 2 Mt 55 2 &,

3 WS SR E LRI BT 72 I B D O S S N B EEEHR T H - T, BE OB Ic B CYEIM oM I3 2 e b HE LT
72 b DIV TIR, EmblE - EERMERSICE T 2 [BEOHR] Kb ed, 58E8 01 (1) KED 3 FMEHENSMIIC RS oYK
T3 &,

54



BRI hTw3 b 0% Akl BE¥AEHOHE 801 (2) THOLOWMEMKMEICETHRELTw

BRL M TES 2R 3 AR - i ic v 356 4 B zHvZeiE] (=) ©-36)

5e MUEZIFTEICH & N 2 ERPE BN TIER LRI T2 b 02k
o ) THBZ L] ITEZYL, FAESDL (2) 4 (1) KEDDLTFHh eI 2T
ST AV I H—LF - ave Y FERFLIEEEIT, LFERGMNT
HMEFHT 22 LR TE B,

RemIEROERFIA dmblE - EEREHOHE S D1 (3) oWt BEFRE - 1H#H % 12

O WFFEBE I iR 5 L X T 25A] IE=ZFRMC X 2 MERBERREZEEL v doThH

556 2720, (IRHEPFE=FICEY LAY L <o) SKFRFIFICHE S 2 tic
BOCTiE, AFESD1 (3) IKEDIFREIILRECTH B,

7 HESE

AR EREE 27 R 5 IHEE 1 5181 2 [EA SRR EZEE 038 H B 1 0 R I LB 22 FEFH P I 350
AT =2 DRI DL II—HERFET 5 il o CLEMBEAT — 2 RSN 256 ] YT 2 EAERD
Bikwoz t,

= R R

ke (Befgeid (FRAN 23 4REEHEES 205 %5) 35 1 & 558 1) . 2P (FIZes 2 310) | BhEERr (RIESE 2 5% 1
) | R CREGES 2 565 120H) | SAEESEN (EFRRE ORIE 11 S5 70 %5) 55 89 55 1 1H) %
DERF N LERZ 2t 5 2 FEE TH - T, EAEMRELSE 4 FICBUE 3 2 BN S 36 & 5% 0 H5 55 10 £R
RO 2HI T OEM 22T 2 b DT,

B3 EEe

HESRLY - EERIEES - E8 D 124 (7)) 5 (V)T TOVTNIC D YT, 20, WEFERREZICEID 6 D1 5@ TRUDD HW)
FCOHEEZBHL 2 LY AREZEARZ I Tn3 2 e XRRCBITF 202 50F To2TOEfRiliZLTnE Tk,

O RictGF 2 IR LTS T L
(1) HFRCAC o N 2 HRAEAMLER BUAEREIN T2 0%k, ) THBEZ L

(ii) ZATITFEREBESE I 342 3 2 DHFEARBI 23 AT ZE B C 4B IC F W S U B IE A I 15 B2 B 2356 TH o T WL RE OHERIFIE
EARBICRET BB T L

(iil) BHEMEEZEML X 5§22 LICHROIEHRD A TH> T, MENRESE» LBV ARABE*Z T2 AR chE &

@ HEMEOEMCOVWT, F8D 6D QT TRUDD bW TCORHEMINREFIGEM L. XTI REFELE S ICH D 15 2 K
CEWTWS Z &

@ UHHFASHIEL LS N5 < Lio0T, FHlL LT, PR SIIED T2 slAERIT 5 C &
5 REE R F ORGP C 0 2EUR - A I Y B BE#B B &5 SISO L TRET 52 &,

55



[EREERS AT LOLKEEHICEHTAHA K94y H6OM] (BMS5HES5HA 31 HEE) © [HEE] tbwn
TERINZHET, BFICHET 2 BEER AAEIESR) 2&50BEHRET

T — &

EEERE TV 2 bLizd e LToT— X %21ET,

T

A - AR R CEARRET I Z NS DISHOHETH V. B 5w 322D BT 2 FSEiES & % DFTE
& LCOHEGE - Hikotkfzo T L,

FARIT L

WL WEAIRIRB O FERL, 0T 05 ik DMESL, BT L WHIEES Z O ICHE ORI, Jeliny e AT O Fth 70 &
DTk,

TGRS

SEATITCREBESE & 13, R, WU, FoF OIS (ARG RAELSE 16 £EQIH) THLIHEHRT
B o T, FANEHREELSE 4 BICHET 2 BAGRITIBEEEEEFEORTHEF IR IO I oM %) 2
b DEIET,

FANTITFE BB 12 B 72 & 75 R 45

IR FEBE S 1 & 72 © 7o WIEEHEBASE & 13, AT FERRBESF 1ICRZ Y L 2 LIEFEBI S 2 f5 57,

AT SRS 1 5 72 5 PERER P

FIRTFRRBE S 12 & 72 2 PRFRIKBESE & 13, AT FEREBE SR I & IREEBIF IC RS T2 b D 2R T

SRS

FRWTFE D H Y CEFRES 2 Bk 5 56 C. HADHEFAEZ A Y ICRET 252 003H 2 58 2T, AWK
WL CED 2 TFIHBERIC X 2HIR] . TEEEMAEROMGOHR] L [E =4 OHR] oflstEh
RS L. Tho OfilfRBFEM SN KED Z &

(UELY IR

NS HROREILES 2 2 S HICED M EIE L. MAHROXP G L5 2T 2 2 LT, fhofEme HE
LaWRYEFEDMMAZEINT 2 e B3 TE R XS I AERZIMT L TR BB 2 Mz,



R4 I TAG ¥R 0 55 =F 2 it D Hl R

MENIEHRIRAEES 41 5L 6 THMUFE 42 555F 1 HIC T, IERICEIKHBEZRIED, REMTIERL FE=F i
LTl bhnINTnE I L,

R 4% T TR R o0 3 1F 7 ohn T 3L e

AR B TR 31 255 1 52 58 3 B CED 2 M THHEZ 1SS,
FLIREEIC X 2 BARERAN T D1 &

KAAF T4 vIicBeT, AASREEEE TR 31 &8 1 BoEo 3 EAERICE N2 E 0% 3%

M2 BTEZLBHFEOLTH T —EH2HIRT 2 2 (AFHEH T OB FELETT 22 L0 TE KA
HEA LR Y oRBFICEEZIZAZ 2280, ) o | 2IFT,

R 7E

W EmE I oW E L Cif R 2 Efid 274D &,

HRAA

ARG L 27 B 5 EHE 3519 2 [FEoHE L o cF L CRHI N MAT — X A UEREEOF
KRN IGETH o T, ZDBMRICHEL CHHIWEMAT —20EE, HHEL AT 2 FOHME, FIH
T3 EDOHMH B I SN T — 2 DEEICOWCTEL 2 AT 5 & D KA T AH I MEFTIEICEANICS - T
. ZORKEDRAICOVT, B LD, RNGEAIL, XIEAABESICHIY G REBICETwL L&,
YT AEROIIR Vo2 &, THREME] L3R A2METhr I LIcHETL L,

NRE LB

DAL O _Eo HICEREERE R S Hiaic, EAERREECED 2 MBI X 2HIR] . TEEREE
NEROWIFOHIR | MO TEHE=FRMEOHIR] ofstFHHICEY L, chboHRBFEMI N REDC L,

PN EE:

A NTEHAREILE 2 58 1 HTER I W 2R T

Il A1 R C & % R4 0 TG R

DEHRERRICHAET 52 LI Lo T, FEDMAZFANT 2 Z L3 TE ZREICH 2 RAUMTIERZIET,

[EPNCE e EZy/ MR o



OHREFRDICMAET S 2 Lic ko T, FEDMAZENT 5 2 L3 CTERGIREEICH 2 RAM TIHERETE T

A NEHT — &~ — X5

E AT HRIRFELSE 16 2488 1 HOER S h 2 HFERIET.
(5PN %1 KSR
AR SS 2 5 2 T S N 5 MR 16 T

il NFBIAT 5 1C X 2 HARGRR o H &

KHAFI4 vicsnT, HAEREEEMTHIE 314525 CED 3 [MAABRICE TN AEASNTES D
LEEEIRT 2 2 CYFHEIERNE R 2 ETT 220 TE 2 HBMMELZE LAavAERIC LV fhoitih% i ciE s fux
2l EED, ) . ] BET,

i N7 — 2

NG IIRFELSS 16 5B 3 TERI NI HEER T,

o v T v EHREE

VTR L 3, EREHRICE N HREEO 5 b, BEOBRCRELZE L THIG I N, EFENIC
BEWROB2MEHE LToay 7y VIEH» LR Y OB EET,

WMEMBERIEL 282 N0 H 3 il o HIkx

BHA R T4 vieBnT, AANEREEEETHANE 31LEISTED S [AABRCETNIRECFHI L
L LICE O MENHENEL 232005 20 E2HIBRT 2 2 & (YEhExEcdsc ot 2HAME
BlAhwhHEckhfhoftdFicEsfz s 260, ) . | #57,

al -

KITAFTA Vi, BT L1d, —2o0RANERZHEK T 2B GEITTES %R EROGTRED > b, HE
THEDHAZHANT 2 2 L3 °x 20 EE 25T,

RS R 7 —

RS OWIERRFE Y A 7 v D 5 b BETIRER O WG - AEAEOHHRPLMHIE 2> b OFHiIc HE-O T, HkfEr
I OWESPHRBIThI 2 Bl %4,

HER T



KITAF T4 ekt BT L, — 2 O ANEHRZ KT 2 AT 2 P OB EFED > b, X
NEETIEHEITFL 3o v, ZOMAGLRICL > TREDMAZHINT 2 2 LA TE ZBRFELIET,

A7 =7 =GR

IR OWIIERITE Y 4 2 v OOERE~FIFEA T — ¥, QOWRERHITR 77—, OWRER T -, ZhZ N TER
TR Z IR S 720 OERIRILZ BGES 27 70 —F FEEET.

PEREFFT R 7 —

EEMESROMERIE T 1 7 v0 5 b, BHAEEAL Y 7 1V 7220w C, BINNARERE - MAZMHES 2Lk
<, BfroBERBGT — 2 kO n b Bl 2 B o2RERE (BHoDHcRonizboXizxh o ZNEL
TeNAF NI T RAR=2FLENTREIN T2 DICRY . AL BRMIEE TR ONLT — 2 %%
PR<) ZUEE L CEMT 258 E 1T 5 BRIEZIE T,

Sdahb ¢

REGEEXHENZANTH L WAL Y — v 22 4EaHT 7o 20 b,

= e o Hl R

E G RORREE S 27 258 1 I TEAREHRIURFEREE R, (T%) 552 Lo AANORELRR VT, AAT—
ZEREZFCRBL IR bRy, | CEEINTHE I Z2iET., M. AESSCHNFERIFIZEIN T S,

HR~FAFAT -

ERBEEROWIERRTEY A 2 v D 5 b, HiRlOEREGRICBIT 2 Bl 7 4 7 7 HE 3 EBIRED &5 H % Ak - Bk
T274 =YV T4 RET 4Dk, B~ AV by 27 A (QMS: Quality Management System) 1ZHE - 725
F7 o2 E COBEEEIET,

LiuN Hillkis

KAA VT4 vicE T, BEEHHMEL 1, BREAE 2 ZEROFERZ G TREINTR 2 DR b,
fhDHFREMAT 22 e, FEDMAZH#INT 2 2 AR TEDZ L 2T,

R {x2E%

MBS &3, ERERCER S 27 A, HAIE 2R L 32 B CHIERRE ST 2 HEETH - T, EAEHRR
AL 4 FICBUE S B A TE BN S S O 1 F IR 2 Bt o 23— o 22 2 b o 2iE S (72
L. AT BISF ICR2 M 55 d D 2R <) &

A 2 R I



A 2RI L 3, RREEHRICE NS HEREEO O b, REIEHR S 2 7 LF 2 RRIICHER L YEERGH
BT 2 HI TN S e X 25D DY SLOME R RS

LSRRI

T ANHERAE A 17 25 1S TR BRI 13, A2 Y 3,5 12 % 7 > T it 2 oFIf o B iy
WA TRIFER) b9, ) 2 T%BIRDEEL BT REA bRV, | LH Y. <RI EDERIC 4 7
B2 AR RS < &,

BoHRATE

RKITAF T4 viebBnT, AHRAEHELE, oFREAHICRAET 2 LItk TREDEAZENTE S 2 L
EIET,

BV KD R

fE NI ERRFEESS 2 555 SIHCER I N2 HEE 26T,

S L RE A ANE R D HUS o il IR

8 A ERIRREE S 20 558 2 B TSR FREF E. (T%) H52 L0 ARANOFE LGV T, HALEE
MNEREZFFL Clda b, | EREINTVWE L E2IET, M. FE&SICHIIEHBTIEI N TS,

M EIC X 2 HIR

TENERIAEERS 18 LF 1HICE T, [HABRIIRFEEE X, DO LOARANOHEEEBR T, HiZkOH
FICXVRFESINLFHEWOERICLEAHEFEZEZ2 T, MABERZIOF->TERoAhwy, | EHEINLTHS
Zé,

AT 5

i NI RERRE LM THIANES 34 SICTE© b N7z FEA N TR OB IE 2 i THEHE 3 5 ic 5T TSGR & 436 A
HHRICHEEZHE L TR O 2 1M & 28R 2 575 (BUC AEBHER R 1 B TRD 05 15 2 A0 AL s 3
DRFFICRS, ) | LED D NEERTS (72 L, @l R OMERE FIcRi 4 T2 b D 2R 21T,

60



W4 &

RIEERDIFIC BT 5 7 2 207 — 2 O ALFERFESE~ ORIEHIT1R 2 LAY - IR0 - 420 O il & OIS
RORE D70 DWFEYE (22AD1001)

(WHEn &)
AR [ENZAS AMIEGE 2 v & —RIESERT IS0 AT WFSERHFE TS DB R
(Wr5Ehn /1% GRAEWIEIE A SiliE—%) 1 (50 FH)
—K A ENZAS AMEGE R v 20— WEEscilkt v 2 — LBl Tk
Al BF SRR R - REEBEE AT AP HE B
b & RATRFHEREEIE T A SBORIT S B e
e Al—  HIERY REREARMZER EREHL 7 LEEERE TR B
Hen TEED BRURSEREBORT I R AR R A T 4 A OVIERE SRS EHOPE T ) LR B
VS — M HE N ARG E A & HEHE
IR RIS [ENZ A3 AMIEGE A v &0 —RIESERT [E0EE AT WEZERHFET B BiFsE
Bl Treserflatt 77y v x—
bt R RE - KEF - BHInERFG it
T E A MRINRSAREE IR FEREGE~ V2 A ) = a VISR dEE%
B R PASAEE R v 2 — HFHE  OKIFRRERE
BAT & BL7ANIRASH AT A ANV AT LEELTITY Y 2 —va VI~ A — ¥ v —
wlll B WENPO HEANT T2 HVERAML 2 —COML
il B [E 7 E BRI IE £ v & —EIF BN O RAR
e W AISIERE NGRS v % — KB R e e T FAET5E B
R AT EAREREGAGRAITER Bfx
[BERFFER AT (MEERERHE S RRVENT It 3E) H2ER]
EiL E— BEAEGHEREEEREEMER MRAeEE
PAH i FAEGEAREEEEARY

W OBEEAN - 4 7 R—v 2 VHEEEME skepy - ErREsHRY

ol

a
il #AtE BEAGHEREEEEERYR SR
(iFgedt g 4 79 —o—]
R4S EE KBURIIZERFEBORGRERA / ~— > 2 ViEER
ES

HE

RGBS RERRE RIS - RIS S

4]

R EE 3R )R R bR A B
PRI (R - PR S S )
i NG R ER B 2R

61



	240930関係各所宛【厚科研発事務連絡】医療デジタルデータのAI研究開発等への利活用に係るガイドライン 
	別添_医療デジタルデータのAI研究開発等への利活用に係るガイドライン



