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B#4k (Standardization) & (&, TEBHIZKETNIE. ZHkib. B, BRFLET
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BT AFEHIIEDO-HDOERMIEERNOER. ERIEEICHTEET S LEZBMET S
FEFOEERKRTY, BHE. HL7 OEEREXHIIHR 36 AETHRISIATEY., &
AEICEWVTIE 1998 F 7 AIC 7 BEDERKRXIE L TER HLT BEMNRIShFL



fz=o TDEHFERBIT. REEEGUBHRC A TLIEXES (JAHIS) [TENN. BEEE~
DEMIZ&k S HLT BRIERADENPEOERRR. BNSEL I F—OREDPRED
FTHEEXBLTOHLT HEDER - #EEZITOTLET,

5) DICOM Standards Committee

DICOM (Digital Imaging and Communications in Medicine) EE&(X. ERTY
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(27 A hBEHEEZFS (ACR : American College of Radiology) &7 * 1) hEXRHE
22T %% (NEMA : National Electrical Manufacturers Association) 12& YEII St
F L1=, 1985 I ACR/INEMA 1 & L TRAIDIRIEHFKIT SN TLLE, 1993 FIC(E
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nHYET,

HL7 QO&RFTNE. EEERVATLBTA v E—OXMET HFED. ISO OSI TLY
SETIBOT T r—2aVBICETARNEFIELTLAEWS 2 EICAELTL
F9, TOHRSFRBEHT. BEETE, 7—4. FERR. BERE. FHREE. F1.
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IWEAROBRILEEFIT o> TWET, DICOM AT/ MMERIETIVIZE D EER
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WET, Ffz. RATEBEREFX 1V TAEFTTHESCBERICATLICE TSV I b
TEEHIZTOVWTHRBIEDERNERICGEEINTLET, ChITELTE. 3. 3
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—A. ZEABEICENTIEH. BEEFBEICLYEREEEFICETABEHRVATLOEAR
UENIZHSHMBREFEZTLESIHEOMYKWICET S A4 FS54 & LT, 2005 &
SAICTERBHRIVATLDREERICEIT SNM FIM4 Y (REEEAMFT4M4 )]
ARSINTULVET (2022 4 3 AITE 5.2 lRITHET) . F1-. RRABEERITICRFES
E-REED TEEFEREDNVIESIBERCRATL - U—EXDRBEEZRICBITIRE
EEAA R4V BRETIN, ERBFROANTAICAGT X)) 74 BHHLHRE
SNTWET, T, YA N\—REDOEMIZHL., EFEMREIAFIOHLEDER R &
EEOREAHEBI TEERBSBZOTAN—tX 1) T ICRITEHEZRLEIESE
mhn, EEEIREERTEEICH L TIMDRF A4 4> X (IMDRF : International
Medical Device Regulators Forum) DEAMNKRET SN TLET,

2. 4 EFREEEIKR

FICHLHRART-L 52 JAHIS OEBFEEEFHIEELHEEBOERELELESR
SAMELTVET, /KK ISO/TC215 E&LUV HL7 BEEZEICZDEEZITo>TE
F LA, RETIEABRBECHRESEFICHE VT DICOM £EEEA, FHHBEKKRE F A
A UPORBEHE R A VIZEVTIHE ~OSELIEBHIICIToTLET,

RED FEYIRELTIE, HLT IZBVWTHEEEDO LOT SICEZTE SV -ERE
MEEERDI-HD 7 L—LT—% FHIR (Fast Health Interoperable Resources) A%
RIEES . £71= DICOM [Z2HLVTH WG-27 (Web Technology for DICOM) [Z& 5
DICOMweb RIEDEFENEH. BALWBEL>TLET,

ISO/TC215 I12H 1+ HEFEIZA#ELE (IS, TS. TR) [XLLT® URL THERRIRETY,
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1) THE
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WET, £z, COEEIFT 1 DOEFEKEN XA TLBOBEEICEEEST ., HHTHE
TTDEFEYIZEY TREEEHER] i THgEER ) OEBE~OIEHR, EE - 158 -
BEODEEANELRKLDDOHBYFET, COL S GEREEDOERICIIBELEEIFARTH
5 ERIFFIC, BITIEEL (T TG CHAEERM (Interoperability) RN EETY,
CCTCHEERMEE . TEEOHMERECOB T, FIREN TN L DEEEEMICERD
BHEFEAEHDIVEIECMBIELZLIZ, BELEZY., TRTSLEETLIZY.
T—AR%FERELREY TE S HE HJASOMEC 2382-01. Information Technology
Vocabulary)] &WZET,

MEERMOERICE., 2 HHFEEZMAELERY . BRGENCT T a0
AL Z LI-Y T 2RERAHYET., COHIZ. 1999 FEICKETERER - EE
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L ALk Et#EE% (RSNA : Radiological Society of North America) My &4 > T
IHE (Integrating the Healthcare Enterprise) MRS FE L1z, IHE D EHKIKIE
EORFETIILC, BRT7—Y 70— (A—R7—R) #E&L. COEAT7—Y 70O
—ZEETOHHDBREDFEWNAZIRE LEEFMEHRELIREI S L TT, Z0EHR
J—4- 70— & 707 74 )L (Integration Profile) | &. BfiiE#kEX T =
AT L—LT—7% (Technical Framework) | EFEIENTWLVET, S 52 ITHE TIE.
EVRTLPRESNIMETOT7ALIZRHLTTI=ZAIL T L—LICEELTL
LRI AI-OOEGREREZBEERLTCVET, ChZaRI 3V Y
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2009 £ 10 BICIE— Bt HEAAET) AREL, BRERICHIFICHERLZHE T O
T7ANOTIZANLITL—LT—DERECEDEREE. SLUVERTOIRY A
VUDREEITO>TWETJAHIS & LTHHARTHE BEFILBAHN L ZDEEICS
BLBAZELTWET, £, 2011 ELLIFEERBE RANVERBRF AN ODF
A VAR —E LTEBNICHEEBNICSEHZERL TULET, (2016 =M SERK
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AELTEBHLTLEY)
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QEEMBRY 7 LU THREIDEY ALERIZOVWT, BEBERELFERICEST D

KO ICEEERE SN - EEL T,
QEMEELBARDEH - KREDESHEHERT 5012, BIMELELEKR L DH
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KEDFE, EFEZEOEAN~NDORERHN. BRDIZEDENADERFEZIEL. TiC
DEHFHEZTLTVET,

DISO 75 EEBEEIC T 5 BADORGICET 515

@HL7 % DICOM., ISO/TC215 % & DEIZHELBIRDITE S E~DIER

Rt

QEMNIZELILEES LEE L JAHIS HDEELFHRDERIZEELIRE

@BAXHLT BENEEXE

BJAHIS EfZELREDRSE LTI
4) ERHEEZES

ERHEZERIE. RIGEEHELERITOLKE NV ILY FEHETL, TRROXE
BExTL., RBEL-EEEEHROERE. BLEDRE - #MTZ2EL TEELD
ERHEEETOTLET,

D7 v 4r— MERDOHE S &K UHET

QEMELCELDEDEN S IZELELNHFLLVERL, TRIEIERDEE

CEEBHI AT LAMI—RBM~D K

@F - HERMELEY—ILDOTE

ERHEEZTERT. BREREOREE. AUy FEESLICHEIZTLH-HODTE
BIERRATLICB T AEERA—N—F1—Fv—F] OERETO>TUVET,
5) ®2M - RELEEER

BERLICHT AERELERKDOETICSEL. 20BRAEBEZT. BRNOH
# - EEAE, JAHIS & LTORGITDINT, BEEMER - BB L DEEZITo>TL
F9.

DEERLZIZET 2 EFEEREE~DORIG



Q70T 5 LAEEKFICETIERNRRICES LR - EBAEX. BFEE

HAESA42, BEL—ILFIZODLWTORE
@BEFIL—IILPEEFRLICHIE LI-EMIXEFOREICOVNT, BEICKH LT
DI - FERF LEE L TR

10



3. ISO/TC215 MEEHHPE

AIZEETHBRARKSIT, THRMTRERTEDHE . TERBRAOHEE] L5 JAHIS
DEEFIDZERD = 1997 FICERRELETOO T FREBEARRE L. 1998 FIC
(FEELERBEHNFRE SN, 2000 FICFHREOEFELELCLZERDRIS THLHERFEE
IEHRAIZERMNFRESINE LIz, F-RLCEICIIERZEELERE (ISO) 2. EEEFER
[ZBH HIBELFTITS -HDHEMEFE SR TC215 Healthcare Informatics NERE SN F
L1z. B7E. TC215 [EFK 1 ITRT & S GEEEE (WG: Working Group) MEERESI N
TWFET,

ERIZEWTIXISO [CET 2 &AM GHEIIRFERRICRESN TV L EERD
VEDTHBHERIEZEFES (JISC: Japanese Industrial Standards Committee)
MEHLTULETH, TC215 OEHBETOXIGHEH L EDERTERFR S X T LH
¥t 24— (MEDIS-DC) IZEMN-ERIRZEERNFELTLET,

JAHIS [FCOERNMNRZESDIKEOL L. TC215 DEXEE (WG Working
Group) D—HDENEHERZHIET HL LLICHEERRERDOIRE - & - /RELG L
EIT53ROICIFRRN— &R - XELTVET,

SC~ JAHIS
WG % D
SC1 Genomics Informatics BaFIER

Architecture, Frameworks and T—F%TU0F~x. JL—AL
WGl Models T—O&EETI EREHR
Systems and Device DRATLRUEEKIIOMAE

WG2 Interoperability HERMY ENHEER

WG3 | Semantic content ERBUAR
— ey
WG4 | Security, Safety and Privacy g; ;"Ifj /7\_;_‘ BERER

WG6 | Pharmacy and Medicines Business | G - SAFIE O X

WG10 | Traditional Medicines JWG11 LIS DI ER

WG11 | Personalized Digital Health BARGFTTIOZILANIILR

T OTINS D 4y Hig(C
JWG1 | Traditional Chinese Medicine BT BEHEZISO/TC215
& TC249 L DERE WG)

. * b : o sl Z
Safe, effective and secure health OE f ,g'éf slf%iij;];?’];\g

e et [ovstoms. | 63575 x5k | mawws
medical devices A _/ K
L (IEC/SC62A &&RD)

JWGT7
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CAG1 Executive QounmL Harmonization sEs TC EE
and Operations

CAG2 | Co-ordination Group REIIL—T

# 1. ISO/TC215 D#Afg & JAHIS D xdhiikiR
1) ISO DREDIELE
ISO DIREDFEH L LTIIKRELIETRED 4 BENHY FT,
@ IS (International Standard. ERIEE) -
ERRA AR E /AR EEIC L > THRIRE A=, RICFIAFRELGRE TS, HED
KRATCTORBEGREBEZERTSILEEZBEL. FROLOHBERICETLHIL—IL.
HA R4 MEZERTTHHLDTY, WIO IHETHRBIRIE LG Y., FIER 5
FTRELMIDOIET,
@ TS (Technical Specification, ZH#ELHRE) -
FFEMIZIS ELTERESNAAREELHDLDOD, TLEATHRERATIE IS AAZ
ETEGVEHIBRENI-EDTT,
FISELTERRBEINS-ODOBELRIZENFONTLEN
- AV ROBEAEEDH L LY
- TELIBRMHREOEZRLETHD
-ISELTEBLICHRITIAIENTELGVEALMICHDS
WTO HBEDRFFRIETIEHY FEAISIET EMEEIZT HMIE 3 FERICREL
NMThnzEd (L. RELIF2EET),
@ TR (Technical Report, 1Z#EIREE) :
ISHOTS LIFELGAFHEZET. FRHFEBEOEMRMICHELLEZXETT,
BIZIETRAET -2 OEELLIBREEN DT —RLELENEENFET,
@PAS (Publicly Available Specification, ABA{EHRE) :
BREOHMBE=—XIIHIET H5=H. ROVWThhERLIEZXETT,
- ISO F1=IX IEC 4 EfiIcH T a2 B R
- WG HOEMRDIVEVHYR
2) ISOITBIFHHBIELDTOER
ISO [CEVWTHELITROTOERIZL >THOAET, AH. TSITDLTIE@
LUBOTOER(FEREIN, £z TRISODVTIEOUBO TOER(FEBINFET,
DEXEEIRE. HEXER (NWIP : New Work Item Proposal) #%Z
QEXIRE (WD) 1ERL
®ZFERIRE (CD) 1ERL. &R
@EMEHREFEE (DIS) 1Ek. BE
OLERREE (FDIS) HE
CERRE (IS) F1T
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3) Fast-track procedure (REFH) FIE
BE IS ORTHRIE NWIP 12E&ZEMNS 36 y BURERO LN TWVET, DOFVY
xE NWIP REZRKBEN CREIESNLIETIEMSEELHY  RERITORR
It %X % 1= Fast-track procedure F|EMNFKITENTWVET, ChlE,. FET—ED
EEDHDHIREH., TC/SC A /XL ISO LIBERRRIZH 5 EFAIZE LM 5
ERFRREESINEE. FIEOOZER LEHENELIANE. @. ODEEFi
ZHAVWTDISERITAHAIENTZELLEVSHETT COLDLGIRENTE HEBIE
BEVIVUAAT A LEBHFINTEY TC215 TlE, CDISC., COCIR, DICOM,
GS1. HON, ICN. IHE. IHTSDO. IMIA., UNECE. WHO A3 LEd ., 48,
HL7 % IEEE (¥$F5142 7009 FE LTI OFRIEDERABO LN TLNET,

[SORITXELRITIOELRZFLHDHETROLSIZHY FT,

[E PR 1%
IS ZifeRE i M —RAREERE

BEOFIE Fast-track UL Hil

OREBE NPIRZ=D § NPRZED M NPIESSD NPEZ D
NPigZ I i) =38 =70
®$§E§mﬁ§£ S PAS/EZ
F TERX DGR
REELEE [YN2EE:N i
=i
@B ER DIShF#., | DISHZE
hIHE

DISER%. RE

U OBBEEEIELTH L1

B GRER
FDISTEE.
ZEET
®FAT

X1 BReFEZE DIS) ARUFELZ L TARINBEIFEAKLTHLIW

1. ISO RITXEDHIEFIE
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3. 1 WG1 Architecture, Frameworks and Models

3. 1. 1 WGlLOEHE

ISO TC215 WG1 (X, T7—FFT U F v, 7L—L7T—% &ETIL(Architecture,
Frameworks and Models)| IZB89 % WG (¥4 )L—7) THY. EHR(Electronic
Health Records) DEKRMLGEELE PILICHEXEZEDHTUVET,

1998 F£ M ISO TC215 FRIMFEFIL 4 DD WG AFRESINFELT-, TOHED WGL D
4 4 ~JLIE Health Records and Modeling Coordination(f2EEE28%& €T v 9)TL
f=o TD%. 2004 FIZHBORELLHY WG1 (F 2 DD WG [THhh. WG1 Data
Structure & WGS8 Business Requirements for Electronic Health Records &% Y E L
f=o S BIZ 2013 EOHBRE LOBERBUMSE - 58 L. WG1 [FIRTED Architecture,
Frameworks and Models &7 Y £ L 1=,

IT EDOEREMED T A—NILIEBNEATWSHF T, REEESFICEVLWTHLHEHSA
NDEETIE., BE - 2REROXEOCEHR DERENEATWET, BBREEEZESAT
R - PERBRIEEEECERCATL, TLTEZFA T, XL -EFEZER
T. AOEEEMBEICERICEDLLIZEORAETELIILENBEICLE S TETHEY.
ZIICEBEEENKROONFET, CORFIXFHRULEOEMEDAHG 5T EREMBO
EMHLBLETT,

WG1 @ Convener [ER< hFFHFEL TLELA, 2010 EMSEE., 2017 F
MBRAIT—TUNHFEHTNET,

3. 1. 2 WOl1DFHR—T
ISO TC215 WG1 DFEEID A a— (&, LLTO@EY TI,

ISO TC215 WG1 (Architecture, Frameworks and Models) Scope:
Standardization of frameworks, architectures, and their components in support of
health and healthcare, including standardization of conceptual, logical, and

functional requirements, process models and information models

SEFTICHMRZRELET,

ISO TC215 WGl (F—F TV Fx. IL—LT—U EETIL) DRO—T

BLS - R - EEMEY., TOEXRETIL. BRETILOEEREEZSALZBECE
BEXETDIIL—LIT—D. T—XTUFv. ThoDEHER (AVhR—%RU M)
[CRET SRR

3. 1. 3 WGlHEHIDREELIEXIER
WG1HELDEZXEB L LTIE. EHR X FLEE (E&E. 332=45—>3> . 7
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—XTUF v, BEEETIL, A—XRT7—X), MEIL—LT—Y (BEEEZE. EEE
®IOT7A4) ), BAEE, BERT—2V17/1\VR, ERERIZEMBEE.
Y3 —EH, BEREETIL. PHR JRATLEE (BE&. #ETTIL) SHhRREL-
TWET,

LTFIZ, BRICRITSNTUVSEKRT, & WG1 THEEL-—EOREIZDOLVTERHA
LET,

1) ISO 13606 Health informatics — Electronic health record communication
(EHROZ=az=4—v3)

FR i DIZ#E{L#4E CEN(The European Committee for Standardization)ld. EHR
Communication IZB§ L TROEH TREFEILZEHTLVE LT,

Part 1: Reference Model SHBETIL

Part 2: Archetypes Interchange Specifications 7—F4% 4 TR #aft#k

Part 3: Reference Archetype and Term Lists SB7—X42 4 JELHEV Xk

Part 4: Security tFa )7+«

Part 5: Interface Specification 4 32— x4 ALtk

EHR Communication & EHR OERERMT 5= DEHRTH Y . ZDEEMH ISO
[CEHLAFTNATEESINTLVE L, EHR Extract 153 (EE+EK) ORI EER
ETHELDTHY., T—IR—ABEZROTLEHLDOTEHY FE A,

CEN ORIEIEDV 1 —UBEICE > THEPDEZETRELG LT ISO DHRBREEICASC
EMTEET, Part 4 [T WG4 AMEH L., 1D Part 1. 2. 3. 5D 4 DL WG1 XS
SELEGHO>THEERL.2008 FEM 5 2010 F M TISOREE LTRITShFELL

2011 A B DL Part DREEEMNIEFE Y | Clinical Information Modeling Initiative
(CIMI). HL7 FHIR. Continuity of Care (ContSys)& & &, AEL EMRITISH
FlLtz L. EROENNEL-ZEEHY. 2014 F 5 AD ISO =iE (BHIR)
T—EBfEEXvot)LL., 2014 & 10 A oBRShFELZ. TOROEEEZRET
2019 £ 6 AIZ2 Part OHEMIFEITINFE LT,

(1) ISO 13606-1:2019 Health informatics — Electronic health record
communication — Part 1: Reference model
(BE] ZRAIRED EHR D—HF=EITXTOT—F2%. EHR VX TLETRIIET
SBICHEGR EHRDSRBETILE LT, BENERZERLTLET,
(FFHIKR] 2008 F 2 AICHIRAFEITS . 2019 & 6 AICHERLSRITSNE LT,
WEMICII TROBAVRBRENTLET,
e EHR ExtractlEETIERYLELT H—AH. 41 V2 —T 4 RPHF—EXDEM.
RIETE EEBAR RN DY Z1&ET,
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e IS0 18308&£10781 EHRS-FM & D& A& #HER,
e Demographics. T—# % HL7 FHIRD#&EHK R = #EE,
o FDMIFRN—IHILDESRRAEREZHER,

(2) ISO 13606-2:2019 Health informatics — Electronic health record
communication — Part 2: Archetype interchange specification
(#ZE] Partl TRESNF-ABRICHLTHRERT -2 DRHHEA2— e LTHEREHTL
F9., TOT7—F247 (RE) ORBRLEREBEHRELTVET,
(F@IKR] 2008 & 12 AICHIRASEITS N, 2019 F 6 AICHEMMAREITSNFE L=,
WEMICIEI TROBEADRBRENTUVET,
e openEHR m#hik AOM/ADL1.5 & DELSHER,
e Archetypes £ T2 T L— FF#RIFICIEETE S & 5 ITH&ET,
o /—RABLAEICELY FSRBEESUHRECIMI LDEHIZLDHHE).
e AOMEEREZDHRE,

(3) ISO 13606-3:2019 Health informatics — Electronic health record

communication — Part 3: Reference archetypes and term lists

[(BE] 7—X4 4 JIZEE&EL = HL7 45 openEHR D ETIL LA EDHETHERTE
B2&E2IT. TNTNORKBICHIE L TERTHAREY R M, RX ¥ TS —IZDOVTH
ELTWET,

[FEIKR] 2009 F 2 AICHIRAFEITES N, 2019 F 6 AICHEMAREITEAELT,
BERICIETROBRENRBRENATNET,
e F7—*x% A JI& SemanticHealthNet, ContSys BE:ENDERFEE,
e CIMI % epSOS £+ FABEXNERET D,

(4) ISO 13606-5:2019 Health informatics — Electronic health record
communication — Part 5: Interface specification
[#Z£] EHR O —EXPL R T LAHOHEELERAIGELII a2 r—2a VITRER
BT —FTIVFYERELTLETS,
[FHIKR] 2010 & 3 AICHIRASEITS . 2019 F 6 AICHERDSRITSAE L=,

2) ISO/TS 22220:2011 Health informatics — Identification of subjects of health
care(N LR 7 /R EHF)

[(BME] BEONILATTH—ERADORREDHMNICEAT HRE T, AREHAICE

LT. BEPZOMT— I EROERL. HEAPLEA—RDFFHHAIWIOVE2L—4
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[CEDEEOHAMNFIECODVTHEHZRELTLET, WG3 EHEBOERIEETY,

[(FZKR] 2009 & 3 AIC TS (REMAKRSE) & LTHITSIN, 2011 £ 12 AICHER
METINEL, 2022 F 2 AL ROB[EEELIFEIBSNFE L=,
2023 £ 1 A® ISO £ (AL#R) TIX. ZOMHEIZ ISO 27527 Health informatics
—Provider identification £ RY AL T &, COMED R A ~LE 1SO 22220 Health
informatics — identification of persons and organizations [CERE$ 5 EMNKEBIN
FLT=,

3) ISO 12967 Health informatics — Service architecture (HISA : EEIFEHRY—E

AT7—FTUF %)
CEN THIE &St f- HISA [T TED I D2D/NN— L EY ., EEJOEREY—ER%E
EETL-ODERERY—ERT7T—XFTIVFY¥EEELTVET,
e Part 1: Enterprise viewpoint LA —TJ54 XA
e Part 2: Information viewpoint [E¥RR =
e Part 3: Computational viewpoint AV E1—42 &
BRRGERT7 TV r—2 a3 vhMERTHARET R LABESRRAD Y E2H—E
AIEM. S PO T7HILIZHET H5-0DEHKTT,
9 TICISO1ZE#E L 7% > TLVA CEN B3R D 13606 EHR Communication &, Z 0 12967
HISA. & U ISO 13940:2015Health informatics — System of concepts to support
continuity of care(ContSys)®D 3 2D 1) —X[&, I—HO v/ D EHR BEIZE Tt
Vv FTERINTLSEFEELEDNLTVET,

(1) ISO 12967-1:2020 Health informatics — Service architecture (HISA)
— Part 1: Enterprise viewpoint

(BE] T4 —TS5/4A ABVATEHBERE TOELRODERIZOVNT, —DOMBAH S
WEBEHOEBZ LD 2R LRILOFH VR TLOBRFEVATLOMEICELT
DFEd, FE. MEOAI T VREZRHEBELTVET,

[FHIKR] 2009 & 8 AIZ IS (AR ELTHERITSNFELZ, £ Part I2DWT
2015 F 11 AW SHEEEZMIBLE LA, EENENT--OICHFEERM % 48 » A
[TZEE LT, 2020 4 11 AICBERDSRITSE LT,

(2) IS0 12967-2:2020 Health informatics — Service architecture (HISA)
— Part 2: Information viewpoint
(BE]FHRRRCHAEET 2 EREZAENICHET SEWRETIVICDOVTERHLT
WE9,
[FEIKR] 2009 £ 8 AIZ IS (EFHAME) & LTHRIITEINEL, Part 1 LREERIC
2020 £ 11 AICHEMRDSEITSINFE L=,
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(3) ISO 12967-3:2020 Health informatics — Service architecture (HISA)
— Part 3: Computational viewpoint

(BIE)] OV E1—2MATIE. FEETILOERMGEEEFRELEFT, Chik 18§
WMORTLOBFEDT—FTIF¥E OFY, Y—EXRT7—FTIVFv) [T&->TE
BEINFET, £, LEOHBRNOBEBR~ADTREMNTHESINIA VEZ3—T M R%R
HL.partl TERSN TLWIEERMBORANLBES KRR TOREHR—FLET,

[FHIKR] 2009 & 8 AIC IS (EFRMRME) &L THEITSNF L, Part 1 EEHRIC
2020 ¥ 11 AICHERMNETENFE L=

4) ISO/HL7 10781:2015 Health Informatics — HL7 Electronic Health
Records-System Functional Model, Release 2 (EHRS FM:EHR ¥ X T L#EEETIL)

(#1Z] HL7 A% L7z EHR X TLDEEDNDSH) X FZRHE L TLSIRETT,

2003 FEIZKEREREIE (HHS:United States Department of Health and Human
Services) A EZFMMFEATIOM:the Institute of Medicine) 2 E M1+, IOM I£ EHR &
ATLNRBEIARETS DD T7HEEIZE T 5 L /R— b (Key Capabilities of an
Electronic Health Record System)# %k L & L1z, ChIZH E 2007 F I . HL7HN EHR
VAT LMEEETIILERFE L. HL7 EHR-System Functional Model, R1 W#{T&h
ANST g E LTRESNE Lz, ThEITISO TH 2009 FITHRNFEITENFEL
=,
EHR Y X T LBEEETIVLIE. EHR YR TLDRET HHEDSH Y X FE1—HF—(C
EHETE5RETIRMI 5L DT, Functions (#AE) & Conformance Criteria GE&
HE) W EINTWET, F EHR PR TAFEEBETETILICEES T 5D TR
O 1 2LEOHETO I 7 IL~ABEELET,

[F&EIKR] 2009 F(Z ISO/HL7 10781:2009 Electronic Health Record-System
Functional Model, Release 1.1 W& {TEhFEz L=, D%, HL7 EHRS-FM D) 1) —
A 2 #%EE L CEN TC251, IHTSDO, CDISC, GS1 @ Joint #ZM17H1. ISO/HL7
10781:2015 B FEITIhE L1z, |WE. HL7T TY Y —RIHEHIATHEY. COHRIT
ZRFOTISO THLHEMREZFRT AFEICHEL>TULET,

5) ISO/HL7 16527:2016 Health informatics — HL7 Personal Health Record
System Functional Model, Release 1 (PHRS FM:P HR & XA T L#REE T IL)
(BZE] Z DOFH&IE . HL7 EHRS FM IZB&EY 4 #R1& D — D T.Personal Health Record
System(PHRS{{E AMBERELER D A T L)DEEEDIFREETILEEELTLET,
PHR ##B L CTHHRMICEET 5O EGHEEHEEZERLTULET, PHRS
TIX.BEANEBTOBEEEOMAENLE 1 —2H#IF T 52 LE-HIC.BRXELEN.
RNMNROT—4+t v %, EHR YR T A, RIRSH VAT L, XMWBEVATL, B
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B, DRFEDRATL A V3= PR—XDBEHET A ~. BREKHRIX
TL, HECABEVATLIGE BHEOVATLNGEFE. 2E. FEAXBEIhELI L
ZAMRICLTULET,

HL7 EHRS FM A"E#Hhd &, HL7 PHRS FM $ BHF Sh., ThIZTEHETISO
16527 L EH D EVWSHERIZHY FT.

(& IKR] HL7 EHRS-FM Release 1: Personal Health Record System Functional
Model, Release 1 Z#J7tiZ. 2010 £ 5 AM 5 ISO THEEMIRFE Y. 2016 EF 3 AIZIS (H
BRIRIE) ELTRITEShFEL
2021 FITHL7 M5 Y ) —R 2HAFTENF=Z EITHL, 2022 F 2 AN ISO THH
EEEMNRFEY . 2025 EF TITHERMNHEITINDIFETT,

6) ISO/TS 29585:2010 Health informatics — Deployment of a clinical data
warehouse (BRERT—%2 ™V T 7/\ ADELE)

[(BIE] C KL, 2006 F 11 AIZ TR (REHRESE) & LTHRITSN ISO/TR
22221:2006 Health informatics - Good principles and practices for a clinical data
warehouse ZHRESE AW TR SINZIDTY, BRT—E2 VT 7NV RADEETE
ERICHATLI—MHEER. T—ARELT—2ETIVUI . 7T—F TV F v LEAMIC
DNTERLTEY BERT—F VI TNIVADRRICBDERHA PS54 VERHILT
WE9,

(FEIRR] 2010 F£ 5 AIC TS (FREMAHKE) LLTHRITSNFELR, 2020 F 12 A
M OBEEEMNIBEFE Y. ISO/TS 29585:2010 & ISO/TR 22221:2006 & LT, &FF
% Health informatics — Framework for healthcare and related data reporting [ZZ 5
L. ISEERTHILELYELI, 2022F 12 AICFF T FXEMNRRB S, 2023
F1ADISORE (FLIR) [T, ISELTRATTAHAIENERESIAFEL,

7) ISO 18530:2021 Health informatics — Automatic identification and data
capture marking and labelling — Subject of care and individual provider
identification (BEIEA. T—AWMBI—F LT EIRNYVIT - T7HREELIRESE
Al

[(#E] GS1 A5 JIC AL T WG ITHBAFEN-EEHA LU —ERREER
AIZEATHEXRIEETY, COMBE, Yy 7TRETOELRATT—2Fv YT EFEALT
B T—4%F+v 7F+ (AIDC : Automatic Identification and Data Capture) % mIAE
295112, #Al (VR B) N ROFBRAZ TG ETTTRESSVELZDOTONA
F—%HABLVINIFIT T 5-OITBBELGREEOHEEZRLTVET,
COMBIE, FANFEEET 2HEZTHEE L. ISO/TS 22220 &Y ISO/TS 27527 [
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HLEREEHSEET,
[EFEIKR] 2014 F£ 4 BICZ TS (EEAHE) ELTHRITINFEL R, 2018 F 11 AH
SMEEELZMAL. 2021 F 1 AIZISE LTRITEAELE,

8) ISO 13972:2022 Health informatics — Clinical information models —
Characteristics, structures and requirements (BERIERETIL HELBEEEERSE
18)

(BME] #5080 — FLTRWMRFBZH THITIZ/E o7z Detailed Clinical
Models(DCM)§##EGERET/LICEAT SEXBE T,
ERICET5EESFLEMNDEOICEREEES S UBELLT S-HDICERATES
ERFIUVEEOHMS L LT, BKRERETIL (CIM) ZiEEL. FHROBIAL AEE
[TLFET,

CIM @avTyy, BELAVTFRA M, BIUT—2EROMLER. T—2ERDHE
B’ AR T—REN—Da v EEDOEHZHRAL, AR EPBIZRBLET, SR
T—XTUF v, EHRE. EHR $&U PHR L X T4, HEEAH. EESFHTOY
ATLFE. BLUVARFAREZECT 2D RAALGEDLI—R T —ADHEZH
BLUREBMAHTERASINS CIM OFELGHMEZEELET,

TV r—2a OR%E. TR M BfR. BEURFOSA IHA4 2 ILEEL T, CIM
DERZENDONRGHANT VR, REEE, BLIUVAEDE-ODOREEEL R T L
QMS) ZEFELFT, SEITFLEFRFEREMZRALC T, BRBERETILEZEBRE L
VERT 5-0DRAIZRELET,

[FZEIKR] 2011 £, 5 ISO/HL7 CD 13972-1 Health Informatics — Detailed
Clinical Models — Part 1: Quality processes regarding detailed clinical model
development, governance, publishing and maintenance & & Uf ISO/HL7 CD 13972-2
Health Informatics — Detailed Clinical Models — Part 2: Quality attributes of
detailed clinical models & L TEEL T V=t D%, ISO/TS 13972:2015 Health
informatics — Detailed clinical models, characteristics and processes [Z#t& L T.
2015 F 10 RIS TS (FREMHRE) L LTRITShFL,

SHIZ2019F 9 AN OREMEKRERMBLERE I A MILEXEL T, 2022 F 2 AIC
IS&ELTRITENF L,

9) IS0 27269:2021 Health informatics — International patient summary(IPS :
EfgmiaEE Y <) —)
(ME)] CORKIE. BADTT7OMBEENILRTTOREEZYR— T 501, &
BYT)—XEDAT7T—2 Yy bEEELET,. EESNET—2 £y MEIE/DR
THYMRBHTEHY FEAN. T2 EBERIBETCHEICERSIN-2T7EY FZ1R
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wmLFEY,
A—R7—RELTIEK TFHENODERZBA =771 ZFHRICLTE Y. BRMLGESE
HT1)—(APS) AT LZBAMELTVET, COA—RT—RICERFEVTLET
M IPS (X, STENDZ 7 LETEMGr 7OMA T, BREZMA 77 LM TOS 7
DEAT. TOFRAKLBEENSFELIT 2ty FMIGESTLET,
BEYT)—DEHORVDBEREEL LT eHN OFIMAA K514 Vo EFERAL.ZDE.
thOERMAEREY ) —T02 ) FEFELT. JO0—NLISERATE 5HEEER
ARERT— Aty MEBFRFREBELET . I—0 v TEREZHBA TERY—EXZFIZH
TH5ELEBMICLT. epSOSeHDSI G ETHEEY T —DIFEENTHOIAFI AN
TEFELz. ChoZEHLTELHICHLTZREL MDY, EN 17269:2019 N HITESHh
FLT=

[F:&f2iE] EN 17269:2019 Z5TIC ISO DRIE E T H7=. 2019 & 4 AIZ FastTrack
[CKDBEBEMNMEEINIAICKRESINZELZ.2019F 11 AN o IMDIEENERIE S 4.
2021 £ 4 BICRITINFE L, tHORBITHRTEVWERTRE(RITSN-Z LR
YEI,
2022 £ 8 ANSHEMEEMNIREY . 2024 FITHEMZERETT A FEICHO>TLET,
LA L. WIROBEZEFICEENSRESN-EBENRRTETLGEIVREICAZ S TS
Z&. fthd SDO &L DEEFENTHABLE I LG ENL, WG TIHEENEFLE K
YELF, ZZTHIOKREA L LTISO TC215AHG 7 On-going management of ISO
27269 and associated standards #3565 EIF T, BEAZENLRELZTVE LT,
2023 £ 1 AD ISO £& (#L1R) T AHG7 DL R—rHRTRSh, ThEEETHH
TWG1 DEENBRTDHIZENREYELT,

1 0) ISO/TS 22272:2021 Health Informatics - Methodology for analysis of
business and information needs of health enterprises to support standards based
architectures BER—XDT7—V TV F v &V R— b T EINILRAEERICBIFTHED
TR EBBMERDTDOI=HD TR

(BZE] CORKIE. EEDBELEEDLREICEMTIECRKRABLVERT7—FT7
FrORAFEEYR— T E53AERBERLTCVET AV —TUN) —FT 5E%XIER
T. A I—T U TEEDH S BIA-method (a method for business and information
needs analysis) ZRX—X([ZLT. EERICERALERETHY . ContSys, HISA, ISO
13606 FLDOBEIZOWTHEB L TLET,

(FBRRI2019F 7 AN SEERMNIRFEY 2021 F 1 AICTS ELTRITShFELL

1 1) ISO 23903:2021 Health informatics — Interoperability and integration
reference architecture — Model and framework
(HIZE] COBKIE IT MSLAUDLLESRIABE LRI, FASLULR)L, EFL
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TERIZOIAVTFRAMIEDET. T—IAXBNSTA LD SHMBRE~OHREERM
DRLEZAEEICLET, IT THER—FINTVIEDRADRATLICHICEREST
T RETDVRATLESVRBEED AT LOFAMEINRED-HDETIL
EITL—LID—V%FFELET,
MEERELHAEDSB7T—XTI/FYE. 42 b0 P—0RMFELIIAEDFAFEY
R—brL., YRATL, B, LUV 21— a3 VEOBEEERY EMEZAIREICLE
9

[FEIKR] 2018 F 11 AICHEXEZMIEL. 2021 F 4 AICISELTHRITSNFEL,

3. 1. 4 WGl ZODEEEH
LTFIZ, RETOHRKET, A WG THEELE-—HOBHRICONWTHBALET,
1) ISO/AWI TR 24305 Health informatics - Guidelines for implementation of
HL7/FHIR based on ISO 13940 and ISO 13606
[(#E)] OB, HL7 FHIR & ISO 13940 (ContSys) [CE D #=miBERa v

TERAMEERIOEROEBZZRM L. HL7 FHIR % ISO 13606-1(CRIS) & U

ISO 13606-3 DSBETILEAMEIESELDTT, CDEEITKY., ISO 13606, ISO

13940 #& U HL7 FHIR OZZEBMD ¥ v v T#EHHILZBHELTLET, &

NItk Y. BEBERIBOLZODOEREHEILIL. CnoDXELGERELEMORANEZ R

TELEEEELTVET,

CDEEX,. LLTD 3 DM Work Package(WP)[ZHHhNTWLVET,

e  WP1(FHIR-Contsys Map) : ISO 13940(ContSys) TEZE = N -BEM =T33
% FHIR V)V —ADERZAREIZT 57y E T DR,

e  WP2(FHIR — CRIS 13606-3) : ISO 13940(ContSys)D#t= =3t L TLYS ISO
13606-3 DEHB7 —F 24 THNOBRKERBEEZRT -HO . HL7FHIR ) YV —X
D%,

e WP3(FHIR — RM 13606-1) : ISO 13606-1 TEZSN1-SEET/L & HL7 FHIR
DEDTYELTE=NARTHHET 5,

[(FZEKR] 2019 FICIRESI N, 2020 ENSEEMNBFEY E L1z, FEICEEELIS

20 ALEDITFR/NA—EBEMLTWET 2022 F8 AFETITF S T FXEEZTH S

BB FETLENEEFTENRTEY, 2023F 1 AN ISO =i (#L1E) TH RS T X

EIRTINFEFATL,

2) ISO/AWI TR 4419 Health informatics — Reducing clinicians burden

(ME)] CoRKE. EICITOFAICELY ., ERMGEDERRROBEMELTNS S
EEFIHL., TOHIRBAEZIRTT 5=0IZ TR TS, HL7 A7 * Y ADIKRZ i
[CERLTELOHTLELDZE. EEMLGHEATELDOETFEZLTLET,
(BEKR] 2019F 11 BOSEEXRMIBLTEY. 2023 F 10 BETIZRITTHFE
TY,
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3. 2 WG2 Systems and Device Interoperability

3. 2. 1 WG2 OEHOMRE

WG2 (&, M L=PRATLMEICE T HERRIMOBEERMZHERT SO DFRE
EZBME LT —F 0TI —TT.EEAHFICEITHERA VBB L UVE
EFRICATIHABRERARLCVET, COT—F 5 JIL—TDRa—T (EXH &
UEEER) (L. ISO/TC215 Strategic Business Plan (SBP) TTEIZTT K SIZEE
ShTWET,

Standardization of electronic exchange of information among health and
healthcare systems, including information exchange within and among
organizations and interoperability of devices

HEBERNHSVEHEBES S VERKFOHEERMZ2ETCRES S VBEREEE
AT LB TOEROEFHIZIMEIIH DD HIEEIL,

WG2 [&. 2% 3 DDHY T 45 )L— T (Medical Devices. Architecture, Methodology)
TEBL TLVE L712AY. 2003 F(Z(E DICOM BED Y TV IL—THRIL S h (Z Dk,
ZDYITJIL—TFXfEH) . 2005 F (2 (F Medical Devices ®WGT7 & L THIILFE LT,
ZDERDEBSIRICHV2013F4ADA XL aREABIE.WG2 & WGTHABY WG2
ELTHEIN, RICBRF& S5 BRI—TTERELTFHZT>TLET,

B WG7 [FMSHRCEGRESRET EEZRV - Wb S EFRESFOFREREZ DR
HAbZEIT > TEFE LTz, 2000 FIZIX ISO & ANSI (American National Standards
Institute) EDE TN/ Ay FTOD Y FOEELHEEN, IEEE 1073 (R 11073)
AY ISO/TC215 &R TERMESRICEHT IRKERR TSI LITRYFELEZ, $TIC
CEN/TC251 & IEEE 1073 3£ EIEEIZHESHTH Y. F= IEEE 1073 (X HL7 & £
BICHRZEOH TV =DT, R E LT ISOIEEE/CEN/HLT @ 4 HMEICEEHESS
[CEAYT 2RBORARZEDSLITHRYF LT,

T 5122006 FIZIE., REDFENDBELSHDERKETELE. RETHERAINDS
IR OBERIEDOEFIC Continua EEBICAREITILIICLHYELZ, ChLIEE
EGEFEREROTE LT ERBENTHEA SN LERRMES & LENREIETREOHNTH
BEWVSTEXLHOT. LGKERLTETVET, T oDFREIE. AADBERIET
%% Bluetooth, USB G EDRMEMEONTNET, REODEFEERALIEIERL ST
HY. mMEE. SpO2 (BIARMEREANE). REH G EDORREEICERINLIMHEL
PCIRELDBERENELLGE >TUVET, RKEZHILIZTHE NEFEESATLVET A,
ZDO—EFE LT IHE-PCD OESHMBIESI N, ZOBEREIEARTIL—THEAKLT
WE9,

2016 FLIRD WG2 REDSME. SMARERLET,

2016 F 11 A ANy (R4 R) 2E 47E. 134

2016 F 5 8 TLRATIVEL (FS5V%) fEF: 75E. 204
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2006 11 A JLN2AIL (VIboxz—) :84[E., 354

2017 48 WM (PE) £E:7T4E. 2048

2017F 118 UNT—)L (KE) ®F:105E. 354

2018F 58 <NUH (TFDI) £F:97E. 304

2018 F 10 B /NIRXR b+ L (AR2U7) €& : 10 vE. 394

2019 48 3A—TFTHKY (RVxz—TV) €& : 13 7E., 524

2019 11 B KER (RBE) & : 8~ EH. 314

2020 F£ITA-T, aAFI4J)LR (COVID-19) MELE(IZL YT TOREREIL
BEShFEL

2020 £ 10 A Virtual & : 12 H0E. 50 %

2021 % 1 A Virtual 8% : 328

2021 %5 A Virtual €& : 11 #&E. 514

2021 £ 10 A Virtual & : 12 v E. 42 %

2021 € 12 B Virtual & : 32 8

2022 F£ 6 AD WG2 £&lE. TRROLSIZTF—U2 LY CKE) TNATUY KT
DOFfELGTYFE LIz, RTIE WG2 Ot WG11 b EREZMAELTLE LT
WG2 REICHEAN ST TOSMIE 6 L TLIz, ChUEMERKENBRIATL
F7,

2022 6 7—YU2 by CKE) €& :105E. 39%

2023 1A #LIR (BX) £E: 10 ~E. 304

FERICE Y SMABDEFEHEHY TIA. 2016 £5 AOTLATILE L (F
%) REUR. SMARLEBNMERICHYFET. ChiEb &5 EBROBEFERSE
NoDXBEEGHLBAFHELELGY., BFETIEERANCDOSMAKIL 20 BFEEL
HBLTUOWET, LALIAFT I/ ILRADEELSHY . LEID & SHSMBIIETE-T
WEEA,

HH WG2 TERL TS/ LBEEEX, 2019 F 11 BREBKEZ L > THEZ I
SC1 Genomics Informatics [Z5| E#ANDZ &IZHY FE LT,

3. 2. 2 WG2 DK, BBXEH

KE923rTlE, WG2 DESETORE., BEBEHICOVT, BIEZEHTHRE
ER

3. 2. 2. 1 BERLILDHRE., BEEH

BADLDRIE. BEEGL. AEEMERIZHY FT, TORRMLELDZEUTIC
MARFEF,
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3. 2. 2. 1. 1 MFER

EEFONRBREEZEDTLVS MFER [2DOWTiliRET, MFER (&, Medical
waveform Format Encoding Rules D& T, ERKRMZELTERBFLNEMREInTL
F9,

ISO {El&. 2000 FEM SREFFEEDHTH Y. 2003 FEL YERRFHICTHRAZT-
TEE L=, 2007 &£ 9 A. ISO/TS 11073-92001 , Health informatics — Medical
waveform format — Part 92001:Encoding rules & L TSN FE L=, ZDHBEIL,
ZR®BIVFIN)TEIN, £ TS H 6 IS ABITTH-ODEEXEZRKBL. BE
##T.2015 & 4 AIZ ISO 22077-1, Health informatics — Medical waveform format —
Part 1:Encoding rules & L TR I E LTz, & 5IZ Systematic review (SR) Z#F
T, 2022 F 1 AF 2IRBBHASHTVET,

E# 12FE80ER. REBOERICONTIEH. 201259 AN 1+—> (F—RX RY)
7) =&H%IZPWI (FEERRE : Preliminary Work Items) & LT, F¥Far > bR
HLELR, T, 2014 F£ 5 ARHRRBICTREICHT 534 MLEZEITL.
2015 & 8 A 124 12 FEOERIEL. ISO/TS 22077-2 , Health informatics — Medical
waveform format — Part 2:Electrocardiography & L T ENE LTz, F-RERH
DERBB LA A4 224 T ISO/MTS 22077-3, Health informatics — Medical
waveform format — Part 3:Long term electrocardiography & L TR SNE L=, M
HEH 2018 FRELARAZRDZ D SR 1& Confirm THEESNTWWET, 2021 %F 1 A
22077-2, 22077-3 MMBHICRaA—TZLEET. TSH 5 ISLEEDHHERRH ?»:r
T, TORHEN 36 HATERBEINFELz, CNODOBRIERI—THERELZ
M5 Committee Draft (CD: RERRB)DERRAT—IUNOREZHEDHDIZ L LR "J
2022 & 12 B. 2023 & 1 B DR T Draft International Standard (DIS : EFiR#E
) BENRMBEELOTER SN, 2023 £ 1 AD ISO/TC215 #LiIR=3#IZT. Final
Draft International Standard (FDIS : &R EMFRIEE) BREANEL Z LOERENEDL
NFEL, REG. UTORKELTEEIATLET,

ISO/DIS 22077-2 “Health informatics - Medical waveform format - Part
2:Electrocardiography”

ISO/DIS 22077-3 “Health informatics - Medical waveform format - Part 3:Long
term electrocardiography”

BEOBRIZOVTIE, 2016 F 4 AYUT7502R0 CKE) KEICTILEYT
—2ar &L, 6 A, ISO/TS 22077-4, Health informatics - Medical waveform
format - Part 4: Stress test electrocardiography & L TISO TOEBEEHELYEL
=0 2018 E S AR TWDDLE2—%1ToTHY. 2018 F 10 A/NT R by A (A
4 1) 7) £ T Technical Specification (TS : Z#ELHRE) REODRFEZE T, 2019
F10 AHAINF LT,
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b REEEICDULNTIK. 22077 ) —XD Part 5 £ LT 2016 F£ 11 B Y LAY AJL(/
W 1—) REICTPWI ELTERBSNFELR, T0H® 2017 &F 4 AMMRE. 11 A
YINT—ILEEER T.ISO/AWI TS 22077-5, Health informatics - Medical waveform
format - Part 5:Electroencephalography & LT ISO OEEIKREEE Y F L1=, 2018
F5 ADIVUH (TSDL) KBIZEVTEAS MILOEEZTL., Part
5:Neurophysiological signals (f##E4A£EFMER) & L THRRB I, ISO/AWI TS
22077-5, Health informatics - Medical waveform format - Part 5:Neurophysiological
signals £l Y E Lz, CORENIE. FR. FEFNREZES L UVZERTRE SN
IR E R T S-OICFAINSLDTT, BRAE L TIE, RERFIRR. BEIRXR

(PSG : Polysomnography) . Z# K & L TARMRE#Z R (SEP) . #RE R (VEP)
BRERLSERERY T, ML, ERFEE (ISO/IS 22077-1: 2015) E~N—R &
LT, DU—RXEBELLTRHRELET, £=-9 TIZEE L EIN TS EDF (European
Data Format), EDF+&DEBREEZEHL T, KEZITo-TLET,

EDF+DRAEED—ATHD 1Y, RILY) D+ 1) TKE : Thomas Penzel
JRELBRERXML T, EHTULET, FLAKRKIE, DICOM T 2018 F 9 AIZHFHRIC
i 5 EA 57 WG32 Neurophysiology &L, WG32 DREBIZELNTH, ERXRH
ZIToTLWET, 2019 FABTOXNAREBIITERRra—I)LZBEEIZL, CD &
E.DTSIE (REHMH : 20206 A 16 AN 8 A 11 BET) £T, 2021 4% 4 A
ISO/TS 22077-5, Health informatics — Medical waveform format — Part
5:Neurophysiological signals & L TSN FE L=,

3. 2. 2. 1. 2Z0MBARILDHRK. BEEH
ISO/TS 22218, Health Informatics - Ophthalmic examination device data
(#IZ£] BREREHERSBHHEIVIREL TV SRHMBEE#EFOHNERBRETT .
BEREHEE, BIFRE. BREAESLUVREL Y ANT—AED-HOREHELE
BEOT—AHNT7+—<y FEeRYET, BIREHERE. AR, LEGFPLUX
A=A EREBRBEEDRET —2E, EICHET -2 TSN TULET A,
BET—REWTT HS-HODOSRERE LTEHET 2P RLEGRELHYFET,
RBHBREEESLUVRHMT—2EEIXTL (DMSO) Tlk. EWIBEET 516
DEFEEEPBELLGY ., SHIZKENOEEF (T DMSO M oHEEIFHRY X T4
(HIS) ~® CDA 2L H5BREBEHELEFICANRREL>TVET,
2018 FICBAF #RAA L. 2022 & 1 AIC ISO/TS 22218-1, Health informatics —

Ophthalmic examination device data — Part 1:General examination devices A3/
SN FE LT,
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ISO/TS 22218-2, Health informatics — Ophthalmic examination device data —
Part 2: Specular Microscope

[(#Z)] BAREHEMBHBESLIVIREELTVWARMBEE#IOE NIEHRERTD
FEEBEMEICHR T ARIEELT>TUVET,
2020 7T AN OB ERIAL.2022F 1 ABATAROTOER EH->TLET,

ISO/TR 23358, Health informatics — A case study on establishing standardized
measurement data in cardiac examination reports Reports

[(BZE] CORFa st bF, EELESNEZDEREI I AR—NBET—4
(CE-EMD) #HELE S UHiFT 2H %, HICEZMR TCORFERZAREIZT HA
EICET AT —R REAT4#BHBLTVEY, O FFaAr b CE-EMD
LAY 2ROEBBASENTUVET,

- EHRERTE L THILIT S0, AIZEREORRNGTESEZEBELFET.,

- LR—FORBEBADOBEAEZELLLET,

- R ZEN T THHREHES S UHERLET,
SO RFa Ay I DERERSICRELTRESATE Y., 2022 F 11 AIZA
RenhFEL1,

ISO/TS 22691, Health informatics - Token-based health information sharing
[(ME] CoORKIE. ERBEFCTRREXEZHEI S -HICERENSEY =T
ALDRKREERT HLDTY, HEF, UTORTYTITRLSTITIZENTE
F9, XEFEF. XEIDZFTHVRIMIICXEZEML, BEIZZTOY=Tx
ARERETBHIVRSM)EREFF2AVKNIDZEATELET, RIEFIE. &
FICRBEINIZ TR MAOXE ID ZAVTURD NSO XEZRET D
CENTEFT, Y2 TR ME, HICHRTEIEL. AX— M A— RPOENAS
IWTNARIZERETBHIELAREELTYET,
2018 &£ 7 AIZ New Work Item Proposal (##i12% : NWIP). 2020 &£ 9 A® DTS #
RERT, 2021 F5 AICARSATVET,

ISO/TS 24289, Health Informatics - Hierarchical File Structure Specification for
Secondary Storage of Health Related Information
(ME] EEFBEBRERB LG > TV IFREEMEFHILTERIBDO-ODRX b
L= EDHERHRTY, 2019 F 4 A3—THRY (RVz—TV) KETRESIN,
2029 % 12 AN 5 2020 & 2 O NWIP % E. 2020 F£9 A & 2021 £ 3 A DTS & E
ZHET, 2021 F 11 AIZAFAShE LT,
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ISO/PWI TR 18727, Procedure of quality management of medical real world data
[(BE] BRANMRELTLWARBTHY . BRICAFASI TS ISO/TS 24289
Hierarchical File Structure Specification for Secondary Storage of Health
Related Information [ZB83E L T. BA® PMDA A ERI$ 5 MID-NET [Zxt L T,
ISO/TS 24289 IZRI > TEFHALTEAN LT -2 E 5RO T—2 REEEICEYT
HDIRET. T—2BEIL. N)T—2ar, ANFURENS 3 DOT—REEF
IEZEHFET,

ISO/CD TR 24290, Health Informatics — Datasets and data structure for clinical
and biological evaluation metrics in radiotherapy
[(ME] RETIH., SEITELEFORFRERENDPAVBRICFATESLSIC
BYELE-, TOHER. B4OBRBITEU GRS REREZEREDRIREZAREICT S
DITBRIDBEHRMERAF—LOMERICHT H2RBEIEF>TLET, SEBE—L
mEtERAE (EBRT) OREFTIE. BEOREDMRIFTIREETEICEER T Shi-1E
BTHIBERS L VEYMEMETEIEE (CBEM) OFERMNEBEREMTEESIATYL
F9, CBEM DEEKRFEAZRBL T. CBEM DFMZHRET H-HDEFEELSh
T—9RXERILITHLEDEER L EHE T, CBEM DERKME &K UERZFHMAI
HICHATIMRDEERATE > TLEY ., CORBTIE, REDSLLLHAEE
XETHHIZ. CBEM OT—32ty b&TA—T Y FZERELTVET,

3. 2. 2. 2 EEREEF[EEHE

IEEE 11073 OMEMACNICEHLFET, hoDEHKE, HL7 O Health Care
Device (HCD) 7—F 2T )L—TTERINTVET, COT—F2 5T )L—TIC
. BROERMFNEEE. ITANVF— BAOERMBRNEEEL L 208BET
BEENATEY., F£3E0 HLT £5&. #2E0O Web REBTERZEDTLET, EE
BWERELTIE, R=RA—D BWRKRL T, ERERE=2. ALFRE. BEfE, N
WAFHR O A= R EIZE T ERNDBERBNRESNATLET, 11073 EEERE
ERBRZEVICERTAET, BR. 714y FRR F7E2LYARIC, T2IC, B
X NTRET S ENTEEE LY T,

REO—EETRICENFET, ChslF) TV ELE>TLVS ISO/TC215 WG2 T
IR SR DIENITHONET,

Health informatics - Point-of-care medical device communications - Part 00000:
Framework and overview

[(BZE] EREBBEHEDLTZREL TLET, 1996 £ IEEE gL L THITHE
HTITH, TOEITAVLRABEORELEELZEDAN—FHENLENY ., XEET-T
WE9,
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ISO/IEEE 11073-10101:2020 Health informatics - Point-of-care medical device
communication - Part 10101 Nomenclature
(BE]EREFERS S VBREICERYT AROEM AEICOVTRELTVET,
CORIEIE. BREEIEFTE S, 10101a, 1010b EHRELED LN TLVET,

ISO/IEEE 11073-10102:2014 Health informatics -Point-of-care medical device
communication - Part 10102: Nomenclature - Annotated ECG
(#i£] FDA DRRDMRFIC QT FEDRENBEAEZEH LY. £DT= HL7 A V3
ICEDBEDRAREZITVEL-, TORICERT HLERBEHRICEAT 23— FERE
Li=3DTY,

ISO/IEEE 11073-10103:2014 Health informatics - Point-of-care medical device

communication - Part 10103: Nomenclature — Implantable device, cardiac
(BE)] R—ZAA—HBEEDEOHAABBIOAZBERELTVET,

ISO 11073-91064:2009 Health informatics - Point-of-care
medical device communication - Part 91064: Standard communication protocol —

Computer-assisted electrocardiography
(BMZE]ZNIFSCP-ECG EMENTHEY (LDERERIIBLO-HDRIE LT YET,
L. BHREI7AILER. 1 2LAD 12 FELERERT—2 0T 57260
BBTLEN, X104 M) —, REBIKBORLRRENFTE CEN THEHTULE
Yo ABEIE, BETOFINEBET—274—< v MIETSH5HDT,. MFER &
FEELBVESICRIEREELRBZRYGAL, EHONTVET,
RAED ZOFHIE, ISO/DTS 41064 & L TRHARELSED A TUVET,

IEEE 11073-10207:2019, Health informatics — Point-of-care medical device

communication—Part 10207: Domain Information and Service Model for

Service-Oriented Point-of-Care Medical Device Communication

(ME] ERT—2EXMTIVENHLIRS > M T 7ERKES S VERER
Biff (IT) SRATLODMRATLIZBEVWTEESINIBRBROEEZS L UHEEILLETH
ZEERBEFMIILENHY T, COEKE. IEEE 11073 FA A UIERE
7J)U (IEEE 11073-10201 DIM) M oiRELF-aI2=27—Ya VETIREER
HI5LDTY,
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3. 2. 2. 3 FREAEEKBBERE

C DI IE, AEET, MEE. MEE=—F2HBED/R—YFILANIILRT/INA X (PHD)
DOHREERMEICHIET 52— EDHRETT, COHR#EIE. IEEE 11073 IZEDEZEICED
WTWETH, ERTIEEL) BARDTNAARELYEBEMTBEETIVIZCEANE
MTVWET, REO—HETRICHRRET,

ISO/IEEE 11073-00103:2015, Health informatics - Personal health device
communication - Part 00103: Overview

(BiE] REAERBBROBEREOERERELTLETT,

ISO/IEEE 11073-10404:2022, Health informatics - Personal health device

communication - Part 10404: Device specialization - Pulse oximeter
[BE)] REREEZDO/NNILATF U A—FDFERERELTNET,

ISO/IEEE 11073-10407:2022, Health informatics - Personal health device

communication - Part 10407: Device specialization - Blood pressure monitor
[(BE) RERAMEHDOBEREZRELTLET,

ISO/IEEE 11073-10417:2017, Health informatics - Personal health device

communication - Part 10417: Device specialization - Glucose meter
[(BME)] RERYI/ILO—AA—4 (IHEE) OFRERELTNET,

3. 2. 2. 4 EREFEE. REAEREBEELSIORE. BEEH
BARUADNLGIRESATOAIREZTEZFORBICOVTHERNET  BEDRENS .
EBICF—RIIUT. T4 030 FGEEDHREIED R TNET,
ISO/DTS 41064, Health informatics — Standard communication protocol —
Computer-assisted electrocardiography
[#1Z] ISO 11073-91064:2009 Health informatics - Point-of-care
medical device communication - Part 91064: Standard communication protocol —
Computer-assisted electrocardiography & L THEERESIN-HD%. CEN EN
1064 & L. EHICISORAEIZTHEDTY,
- 2023 £ 1 ADHIRREICT FIDS RRICEL Z EMNRBShFELL,

ISO/AWI TR 5615, Health informatics - Accelerating safe, effective and secure

remote connected care and mobile health through standards-based interoperability

solutions addressing gaps revealed by pandemics
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[BE] Z0#HE#KIE. HL7 WGM (DEVICES £:%) T 2021 & 1 BIZEAEhTLy
53LDT.IHEHLT TIEI TIZEHOSNTHY WG2IZEWTHERESINATWET,
IHE/HL7 [Z2H81F5 ) E— FEHE. ENAMIIANIILABEDLI—R5—XEEELTLY
9,

ISO/PWI TS 16569, Health Informatics — Standardized Dataset for Exchanging
Musculoskeletal Exercise Therapy Recommendations

(MZ] BRGEET. ERRHELEZEOROT XM EEME LI-EEGDHESE
DIRELSINT 2ty FEEELET . HERRETOERICHAT HHEFIEER
By HICE. ERIREENCBEADEFRBMEZRBLTCT —ADBEZERT DREN
HY., EBERT 20T —IBEZEELTCVET, BREEEBEBEEICRT 5
BEINLIEFHOT - IABICERZTATTHEY OB ERREFICOLTIEA/N—L
TWFEHEA,
-BEEHTIXFRNA—IDPEFELLEN>OT. NWIPALERZ— T BT L LR
UErLT,

ISO/AWI TS 7122, Health Informatics — Guidelines for exchanging generated by
POCT (Point of Care Testing) devices between screening center and clinical
laboratory

(BIE] BEREHREE. BREEDZHOLHD) TILZ AL PCR BREZAIREICT 5%
LLWMNBEDRAS » b T 7HREBEEE LBRREE L ORBOFERMRICEES HEH
BlzRHELTWET, TOFEAFELTIE, a) —BHUGETA K b) TAMETVYY
TILLTEET. o #0944 FREEE (QC) ARG EEHIFTVET, &b
[CA—R7—RICEAFEER POCT RETDY 7ILE A L PCR TR T/ 2D
RERBBLURMT H5AKICEATHHS FIM U biRBELTLET,

- BEEHTIFRNA—MDEFESLENS-DOT, NWIPHASBERI— T HI L L

mYFLE,

ISO/PWI TS 6226, Health informatics — Reference architecture for syndromic
surveillance systems for infectious diseases

(BIE] BECHEEL, BREEDEERBY —NASVAVATLAD)IF7LVART—F
TOFYERBELTEY., VIFLVR7—FTIFvE B T—2Y—X. 7
—XTO9FvarviR—r b, BEUOBAICHIELTWET, ZOHREIE. WHO (S
RESNTWLWAIRBREEEL S VT Y, SARS. MERS. COVID-19 % ED#HF L LY
RPEZRARELTUVET,

-BEEUHTIFRAN-IREESEN>T-OT. NWIPHASBRI—+FHILE

TYFEL=,
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ISO/PWI TS 9166, Health Informatics — Guidelines for self-assessment
questionnaire systems for pandemic disease
[(BIZ]ICOVID-19 & b ATV T IV IICT+—hREHT-BEFHET V77—
MIERTET 2ty FEERT HEODHA FF4 2,
s TXRIN—FEFLHEN =D T, pandemic [ZPR 5T I self-aseessment & L TH
S—EEETHIEICHYFELT,

ISO/CD TS 9320, Health informatics — Standardized data set for transfer of
hemodialysis patients

(#E] B1HEE (CKD) BmEENBENETORIC. BMEEITELINET 4ty

b, BIOT—48 - T4 —IL RGEICET HRETT,

ISO/CD 14199, Health informatics — Information models — Biomedical Research
Integrated Domain Group (BRIDG) Model

[#Z] CDISC (Clinical Data Interchange Standards Consortium ) KD &
ERFEBROFIEEDBELEZITOLDOTY, FERBZHEAELIMALTLLHDE
BRICERATEDFAAVETILORBAICOVWTEREL TLWET,, BRIDG

(Biomedical Research Integrated Domain Group) Model D& L% Y. BRIKEE
PEEFRBREENEEFNTLET,

<2022 FE 6 ADT7T—Y 2 2 TH WG2 £FEITT, CDISC DELBELY Fv v TH
MOLREBLEEHEINHY . CDISC Y ER—FLTWVBEITRT—2HLEE, ZES
BICART—E LR— FETHBEBIZEEATLET,

- BRIDG (& v3 5 v5 ETE#H. 2023 FEFICIEHLVLMAISOISICT ST L%
BELLTLET,

ISO/DIS 5477, Health Informatics —Interoperability of Public Health Emergency

Preparedness and Response Information Systems —Business Rules, Terminology
and Data Vocabulary

[(MZE] COHKIL. PH EPR BHRIATLOEDRREH, HE. EEZRMHLE
ERD

IRESNIZEIZ(X, EPR B8RO ATL FAA VOB, ZEOETB YR+, &V
RABO#MH L PH EPR EHRUATLAANDRIGD=HDEEDEI VT« v I HE
EBRMEEEYYE VT T 3-O0ERLEIL—LT—IONEFENTVET, ZOEE
(. EPR FHREEOHEEERMZE. & U PH EPR BRIV AT LDEHEDHEEE
A ZEEDRRICET 2EBRMEN O DORBLEFTFTERMLTLET,
-DISKREDI A Y MLEOEENED N TLVET,
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ISO/TR 21835:2020 Health informatics - Health-related data which a person
generates daily
[(BE)] BADOBEREZEHFPTHEASILSICHEI OFOoN-FERZHTZED L SIZEE
HIHRETT. 2020F 6 AIZARASNTLET,

ISO/IS 21860, Health Informatics - Reference Standards Portfolio for Clinical
Imaging (RSP-CI)

(BIZE] SEIZER—bT7+)F4 RSP) (X, BRIz FAL VADBRIEEEY
R— T B2=0IT NLRATT7REICE T 2BER—IXOHEEZEATREGRERR
MERIERDEEDIEHZRET IELRDZLEDT LT THY . DICOM &2
IM 2 bEBOTEY. WG2 TISOEZHEDH T, 2020 FITAFELO>TVET,

LLE ISO/TC215 WG2 OEEHFEBOBREKRICOVTRARTEFE L2, WG2 TIE.
2018 F 5 A< U2H (FZPI) KED resolution (X 14 4 THY . 2018 &F 10 A/X
IRAMYL (A2)T7) £FTIE10#, 2019F 4 B3 —TFHKRY (ROz—FTV) =&
TIX 194, 2019 F 11 AXRHRFETIE 6. 5122023 F 1 ARREFETIX 14 4T
L=,

ZOHFEF. OT—F I IN—TEURTEELLHEH>TVET, BE., BiESh
TWAEH. SHICSRENMLROEHLGESRIEMT L EABESINFET,
BAERNHSEOLACERMNLZEARAD TLE AR LERS-HICH ., ERELELLIC
BLWTSELEBRD) —FLy TOMARNRKELRED—DIZHEEEZATVET,
SHROKEIE. 2023 FIL1 A 1IBHERTERELEHE>TVET, 2024 FlFA VKT
DFREFELHE>TUVWET ., ChoDRELTTHLS, BADEHZEL T, BADT
LECRARLERY ., BRICHEREEZEHTLWE, VL THLAADEEIZERTED
EI3EDHTLWKAETT,
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3. 3 WG4 Security,Safety,Privacy

3. 3. 1 WG4 DFEHOHME

ISO TC215/WG4 IF. EEFRHRAFICET5EREF1)V T EEHET 55 A TRE
AZEZFERT 512600 WG &£ LT TC215 DHRTEENZITo>TEE LTz, WG4 [FE&
THEDFHRICEX 2T DAZIRYKD WG TLEA. 2004 EDT LY b UREE
[2H VT scope MRE I N, safety (BELRE) 28D DITHREShF LI, F=
2008 FNIA—THRIVREBIZEVLWTHERBELMNTHOI., WG &Fid Security N5
Security,Safety,Privacy IZBH 5N E LTz, 5122008 FDA R 2 T—ILEEIZH
WT WGH5 DfEEEZ(T. WG DREIN WG4 DA RV T IL—TELTHAAEND
CEElgozlen o BERBELAMTONE LD, BHEEZDFEF LT HI LA
BEIhFELf, BREFOROA—FITONTIERETRENLET,

WG4 TEICEBIN TV SEREZER. BREX1UTa - T3AN—ICEHET
SFMEBELEICH—FNICHET IREHLBELRLICHET SREHEICKAEINET,
BERLICHATAEEEICOVTIE JWGT7 EEEICEADLO TSI EMLHDEIZS
WCTHMOMBSRET>TLWET DT, TELEBHBL TS,

3. 3. 2 WG4 Security,Safety,Privacy D;EEIND X 31—
2008 £ 6 AIC3—TRUKBTEELE WG4 DEFFHORXI—TIX. UTOEY T
ER

patient safety; 3) protect privacy in relation to personal information; and

4) ensure the accountability of users of health information systems.

Defining health informatics security and privacy protection standards to 1)
protect and enhance the confidentiality, availability, and integrity of health

information; 2) prevent health information systems from adversely affecting

UTIE. 3EDMERTY,

TO=HIZTS,
(1) ANLRTTRBOTEME. HEE, aTREORELILX
(2) BERRIEFEZESZDLDONODANVRATTRERV AT LOE
(3) EABERICEHLE T4/ —RE
(4) AR TERVATLOMBAEICHT 2 HE0OBEFEL

NILRATTIERBERICE TS5 X1 T4ETFANV—REICEHT HFREDEREEL
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3. 3. 3 WG4BLHDBEREFL) T 41 - T34 N —BEEREDESR

AHICIEREFAHABRELESVICZED SRERICEDCEE. /A— FOEMIZDOWLTH
BRESHEMTELEOTVET, RBICIEREEFARIELZRE L . KXPITHESEM
EFEUBRPRAT—RADHBELTVET,

1) Health Informatics — Guidelines on data protection to facilitate trans-border
flows of personal health information (IS22857)

IS 22857 [FEPHIEF F A BBEAANILR T TEHROPY &Y ICH T HEANEREF
EDISTY., WA ITEITARMICEKESN-ERFETY, EUER® HIPAA X741
EEZSHL. AABHRREICHILIEZERHRZEDTVET, F-. FEDEZTOXILDE
WEEEL T, REDZEEELARABICERENH-HBEOMULEH I TVET, £
=« BAOZERICKYREEDRBICH L THHEBRREZERT S50 E. ALRATT7HRE
DEZMEARLAENTUVEFET,

WEDRIF 2013 FICHESN-FERELO>TLET,

2) Health Informatics — Privilege Management and Access Control (IS 22600)

IS 22600 [ PMAC EFRENHIEREE L 7V £ XHIHIZET % IS T 2014 &I
ISfEenF L1,

* Partl Overview and policy management :
Partl Tl& PMAC QOEKXMLGEBZANREINTUVET, EBOELG D FA A U
Tk, BLG5RYOHPFEASN TV SR H ST, FAA UETHEIZT Y
TRFTBHEHIT. RYSEEETV. §ESNERY SOHEFHEANTT7 VLR b
A—JLZETIFEAAICE>TVET,

- Part2 Formal models :
Part2 CTIIERBEEEZITIBDEZAICOVTETILEEEL. TOETILIZED
WTITS SENRINTUVET EREEDOA—XIRBNCL D7V Rl &4
2TH Y. TS 21298 Health Informatics — Functional and Structural Roles (&
M) [CE > TEDHONDEEENREICEDVWTT IV ERHEHALZEIND I EEETE
LTWET,

* Part3 Implementations :
Part3 CTIEERICERRY SHBLSUICETILERET 5-ODOFREHIZDOLVTEE
BEINTWET, OASIS L EDRY VEREZFLTAVEELENABNAEIATL
F9 . HITKE®D NIST ® RBAC & VA 2L 5 TDOREFESEICEE S TL
F9,
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3) Health informatics — Public key infrastructure (IS 17090)
IS 17090 [EANILR G 7 &M@ IFD PKI (HPKI) 12B89 4% IS TY ., Partl—Part5
MNIS ELTHIRENTWLWEY,, Partd FREEEXRFTY,
ABRBREBRAOEEFBEDRIR/R) L EEESHNIMONTLVET,

* Partl Framework and overview :
Partl TI&. HPKID 7 L—LT—I RUBEZLZHINTUVET . RITHROE
B (BRAAN, 77U r—23a30%), REIDENGENRESNTULET,

* Part2 Certificate profile :
Part2 Tl&, HPKI OFEAZICEH SN SIARICOVTRE SN TLVET, PKI &
LTCOELENLGERFROEREANILRT 7HED herole DEENGEEINTULETD,
SR OFER. it LI-BESa EMNEIBREhFE LT,

* Part3  Policy management of certification authority :
Part3 Tl BBEBICHITHEREAR ) SHEBD-DDHA S5 4 UARE ST
F9,

» Part4 Digital Signatures for healthcare documents :
Part4 [IEBRXENEFERICETHEHICET 5 IS TY . BAD JAHIS R#£D
ANVRTT PRI ZRRALEERXEICHT HIEFERRABRETOEFISO ITRE
LEARINF Lz, BEFEAARXICPAJES ZMASHEEEREL TLET,

* Part5 Authentication using Healthcare PKI credentials
Part5 (& JAHIS 240 HPKI BFREHA F7A4 VER—XICTRELZOFEFEX
mEInFLT,

4 ) Health informatics -- Directory services for health care providers, subjects of
care and other entities (IS 21091)

IS 21091 FEHRFEHRZERBE., SRILIBEOT ALY FIY—EXRZRHET H-0D
ISTY, HL7TIZBWTHRIIEN TS A vE—CFSEICLTERERSINFE L,

ISIEIZH=Y. 82— Y MALANDI T4 T4 ZEL I EMNBARSNFELL,

5) Health informatics —Security management in health using ISO/IEC 27002 (IS
27799)

IS27799 [FBEHREF VT4 IR A b (ISMS) OBREICETENILR 7B
NEEBEEF L OAZETT ISO/NMEC27002 IZEWTHRE SN TS ISMS DJL—
WESRL ERPFICEVWTHICERINEHEICHETSHC1 FS4 0 RLTULE
9, RFEIEKRERICSREDHREAN 17799 Hh 5 27002 [CERIZHEST=1=6. 24

MLEZENIZEDETEERESINFE L,
TOFETH S ISOAEC 27002 A JTCU/SC27 ISTREFLHENfTThAI=1=0. Z

36



DIEREZTTEBEZER L. 2016 FIZTHRITINFEZHRT ISO/IEC 27002 : 2013
[CEHT HIABTELRYFEL,

6) Health informatics — Pseudonymisation (IS 25237)

1825237 [FBEANEREZR SR, TNZRIT-OHDREIELD-HDRIETT . ERIL
PREEDEZEZEIT oI AT RBILICHT HERBELI—R T —RIZTDTERE
SNTWET, 2017 FIZISTEEINF LT,

7 ) Health informatics —Functional and structural roles (IS21298)

1521298 [FRBNZDVWTHEM LG REI ZHENLGREIICTVELV T 5OITBE
BERICOWLWTOHDIS TY, LR PMAC LB L THREIN—XDEREELT I/ X
FIEIZFIAESNEENBEESNTLET, 2017 FIZISEEhFELT

8) Health informatics — Information security management for remote
maintenance of medical devices and medical information systems (TS/TR11633)

TS/TR11633 [ E— b H—ERXZETSBDEF 1V TAIRIA VL EFEDT
£ DT Partl A 2018 FE TRM 5 TSITHE SN FE L=, Part2 £ TR TY . BAD JAHIS
BEDYE—FM—EXREF2UTAHAFIAVER—RIZKESNFE LT,

* Partl Requirements and Risk assessment :
Partl TlE, YE—FF—ERXDERFELLUICYRITER A FOFEIZD
WTRESINTOET ., TS LORICERERETILALI - S—RITEMENFE
L7

* Part2 Implementation of ISMS :
Part2 TI&. Partl TT2=URI 7R AV MERED LIZ ISMS (1S27002)
EERALEY RV ROEFMNREBE SN TULET, BHE. 27002:2013 LEESEH
2EONDHREEEEEREPTY,

9) Health informatics — Electronic health record communication
— Part 4: Security (IS13606-4)

IS13606-4 I CEN THHEIEEh TV S ENV13606Part4 # ISO LT 5HD T,
EHR @32 =4/—23VICBT27 7 L RGIHERER—ITITS53=HDRY P E
TIL. A—LETILENRESNTVET,

13606 DEHEDRE LDER/DD T, WG1 DU FY LT ERYFELRZ, WG4 &
LTIEWGL &AL THEEEELE LT,
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1 0) Health Informatics — Dynamic on-demand virtual private network for
health information (TR11636)

TR11636 [& VPN ZERIFICERALIGED A ) v bE EITDWTEEDF AH
ZR—XR[ZFEDH-TR T, BAD HEASNET DFHEENR—RX LELGEH>TERESN
F Lz, BEREEENTHONTE Y. 2023 FFRICHETIRBREITINDIRAATT,

1 1) Health Informatics — Security requirements for archiving of electronic
health records Partl Principles and requirements (TS 21547)

TS 21547 [ EHR ORHARGFEET S -HODRAEERBEEZENT- TS TY, Lk
EEDZETH SIS0 15489 #R—XIZEHR7—HA JIZHEIT B A I T—ADERY
EICDVTHELTWET, COMHEIE TR 21548 (#&ik) xR BRETT,

1 2) Health Informatics — Security requirements for archiving of electronic
health records Part2 Guidelines (TR 21548)

TR 21548 [ EFE TS 215647 DERBEZERIT=H4 K54 0 TY . BARBZRIT
TWEW=HTR ELTTS21547TDHA K54 & LTHEBESDREREECHY E
L7=,

1 3) Health Informatics — Classification of Purposes for processing personal
health information (TS 14265)

TS 14265 [FEANBRFEHRZNYKSREOEMZSET 5-ODHE T, £ EHR
THRAINDILEZBEELTWLET, 1SO13606-4(EHR communication —
Part4:Security) & OBEEMEMNEL > TULVET, I/AE. SR DFER 2 (T THEDKRES
[CAD-TWET,

1 4) Health Informatics — Audit trails for Electronic Health records (IS 27789)

IS 27789 [X EHR O =-hDNEEFHZER LIS TT . NLRATT7HHRITOESR
DRI TH S RFC 3881 #R—XIZEHR & L TRELRA N M PEETFHOT 5
ZEELTVET, BROI X AN— FPRBRERMIOHALIZZLITKY . 41 RY

FOEMERICDOVWTIEEARD JAHIS REDERIMANN —TEBED > A THEAS
NELT, IRE. DICOM LDEESHZHRT 5-ODHREEXZEERELTLET,

1 5) Health informatics — Security and privacy requirements for compliance
testing of EHRs (TS 14441)

TS 14441 IR HZ—D EHR V7 bz 7AERIREBRFEEZERL. TN
Zm-IHNEINETA T H-HDRIETT, FED EHR DEBEEHIE R EH
E%2%I1CL T EHR OARAMGERFECERNGEZAICOVTEHLTLE
ER
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1 6) Health informatics-Principals and data requirements for consent in the
collection, use or disclosure of personal health information (TS 17975)

TS 17975 (FBEREBICET 2 ERLRAE LT EORETT . AT 1. T+
T CEBRDRTRORZICETAIREDEENLEHSINTLET, HWE SR OHERZE
ZITTE_MOREZLZEMEL. 2022 F 11 AICEZMRNERICHITEINFE LT,

1 7) ISO/TR Health informatics-Guidance on health information privacy
education in healthcare organizations (TR 18638)

TR 18638 [FEBRBRIZICE T DT SAN—HEIZDVWTDAS TV REFEHI=L
NDTY, 2018 FIZHEITSINF LI,

1 8) Health informatics -- Framework of event data and reporting definitions for
the safety of health software (TS 20405)

TS 20405 [ENIVAY I ROz FIZEITEA 0T FLR— FOFELEZRHEL
=TS TY, 2018 FIEITShFE L],

19) F=ITRE P ORI

TR21332 959 FaAYEa—T4VJICEATEHA 4R

TR 22696 E/NAIANLRATNA ZADREEICET 2 HAF VR

IS 22697 TI3AN—REICETIRAEAS FS1Y

3. 3. 4 WG41E%0 IC h— FEERE DA

WG4 h—FRARY T+#—RX (h—F TF) [I. EEEBRSHFTH— FEEXZERATS
DICHEBELEZEFERTH=ODTIL—TE LT TC215 DHTEHETH>TEEL,
LBRE 1999 FIZRI SNtz WG5 & LTEBL TEFE LAY 2009 Mo 1F WG4 (2
BRL. A—FTFELTEBLTVET, FEAD—FEWVSERITEFELTLSD
X A DHETELDERERI OICHEITS2LODORTRLEOPRICERLTL
BDEED1DTHAH=HTT 90 FRXMNS IC h— FPOEH— FOEBEADICHAINAER
RO ETHZCDETHITINFEL . 90 EREFHMACEEZHBA-FAZEEL
THEDOLEHROBEEIERINIBEO TWEERLAHYET, TDR. JT VAP RS
VIIEBRRERY—EXTICHA—RABASATHET L, I—A v/ \FREHEEINT
WHMETERY —EXRE2ZT5-ODOREFHEDORIRIEE L THBEDA— FEZEA
THILEMNRFEY ., BETIEREANED N TWET,

A— K TF TEEINTVLWLHEREEE. ESEARBEEN—FORBREZEDS 1)
"Patient Healthcard Data"& . RBEEHN— FOFERTERUKTEESEEEHRE
{9 %"2) Health Cards"[CKAlSNFET,

D2 D(FFNEMRILGHIEELE L TR SN TOETH . HREELHITHEM TR
RBEEEN—FTHLIO. RBEEHN—FEINLFDOREESHRTILEENHY ET,
REF-EBREZEZERT HIEBICEDY FEAN. COMICERERKSEEL—F

(Health Professional Card:HPC) A&HY FT,
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1) BEREERN—F (IS0 21549 1) —X)

ISO 21549 Health Informatics - Patient healthcard data ') —XI(X, ISO/IEC
7810 THRE SN S ID-1 h— FERICH o= h— FICEERRZERT SEOHKRK %
EOHDFEELTEREINTUVET, IC h—FPEI—FGE. HFEDH— FEEKIC
EOGEWHBDERAEEZREF L TLAIDOMNFHETT . Chld. H— FICEAT S84
BELRREHRITTVSHT RERITHE > THRELBDIZFIRA SN 5 - HITITERE
[CEFLGWVMERICLTHES BELNHL-HTY,

IS0 21549 2 1) —X[&, UTD 8 D2ND/S— kLRI TVET,

Part 1
Part 2
Part 3

Part 4

Part 5

Part 6 :

Part 7

Part 8 :

General Structure (BEX{EE)
Common Object (T—2F 7Tz FDigik)
Limited Clinical Data((REEET—4)
Extended Clinical Data (E&T—%)
GERITEH)

(BEFEH)
Medication Data (%ZE(EH)
Links (&)

Identification Data

Administrative Data

(1) ISO 21549-1 Health informatics -- Patient healthcard data
-- Part 1: General structure
[4##] Health informatics - Patient healthcard data - Part 1: General structure
(BE] KAN—FTIE IS0 21549 ) —XDERBELTHRE L TVWET, EAFEMIC
X, BFH—F (PHC) HOEHRZEHREL. TOEFHRERLTLEYT ., PHC RIZHEH
SN BIERE T DEEREE.ISO 21549 V1) —XADF/N— FOBEBRZETRICRLET,

1

Patient Health Card Data

N T

Device
Data

Identification Admin. Clinical Links Medication
Data Data Data (Part 8) Data
(Part 5) (Part 6) (Part 7)
Limited Clinical Extended

Data Clinical Data
(Part 3) (Part 4)

M2. BEH— FOEXES
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Device Data(T/\A4 RT—3)I&. h—FZDLODEFEZEZETHERT. AREDE
B4 & %Y £, Clinical Data &, (EfET—%4) (L. Limited Clinical Data(FREE
&ET—4A : Part 3 THE) & Extended Clinical Data(LsEEE T—74 : Part 4 THRE)
NoEBRENET,

[FEKR] 2004 F 5 AICEBREE (IS) & LTHTEIN, 2013 FITHKTEIh=H
STRARFRE L > TULET,

(2) ISO 21549-2 Health informatics -- Patient healthcard data

-- Part 2: Common objects

[#£ %] Health informatics - Patient healthcard data - Part 2: Common Objects

[(BZE] &/8— FTIE. IS0 21549 ) —XDE/N— b THBLLDF TS Y +D
RRHEXERELTVET, LA h—FRBOT—2SE,. a—FeIhf=7—
AOEB. T—R2ER (LI—FOERE. BRE) GEORESLUEX1UTARE
" (ESk. BERE) GEORENEEFNFT,

[FEKR] 2004 € 5 AICEBZEE (IS) & LTHITL., 2014 F 1 AICHITIMT
REMDRIFIRE L > TVFET,

(3) ISO 21549-3 Health informatics -- Patient healthcard data
-- Part 3: Limited clinical data

[4# %] Health informatics - Patient healthcard data - Part 3: Limited clinical
data

[#%] Z/{— FTl&, Limited Clinical Data(REEET—2) & Hh— FIZEET S
THRERELTCVWET, REERT —2 L. & - BMER. REFR. REMRIER

(ERODBEEDH) THBENFEFIN . VEAELLGLIEBIESY FEA. BEERIFRIL.
HET—2EY T Y TEREINLIERCEELOBDLYDFED T —IILRETRER
ENBIIYTTHERINTUVET, True THNIE. FRICEELASHDIKEIZH
52 EERLET. ABDFEMIE. RSN E-EREREZSEITILENHYFET,

[F:ZKR] 2004 F 5 AICEBEE (IS) & LTHITIN, 2014 FITHKTIh=H
ERDNRFARE E>TULET,

(4) ISO 21549-4Health informatics -- Patient healthcard data

-- Part 4: Extended clinical data
[4##] Health informatics - Patient healthcard data
- Part 4: Extended clinical data

(] A/— b L, RSN -ERERZERT SHRXZRAELTVET ., RS
N-EEE®RIEZ. EEER (Clinical Event) &EZNITHUDFoNnzAvE—2 Hi
RHMET—2 THERENET, E50DEEH. EXAMICEI—MeSh-EHRELT
RRENFES, LHL. ERNGEFREORERD-HDI—FEZRET AN TEHEGL .,
O— MESh-BERZEZRMT S-H0HBEDOREBHRA L LT, a— MESh-EERFER
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EBHEBRICEDREICENLI-I— FERNFIASATOSDON ZHE TERT S
HEEELEODTWLET,
[FHIKR] 2006 £ 11 AICEBAZE (IS) & LTHITIN, 2014 FITHKTINT
BWEMRMDRFIRE G >TLETS,
(5) ISO 21549-5 Health informatics -- Patient healthcard data
-- Part 5: Identification data
[£# %] Health informatics - Patient healthcard data - Part 5: Identification data
(BE] K\— FE. BREFEZHANT 57=80D Identification Data GEAITFER) ZiC
BYSHFAERAELTCVET, h— FREEZHAN T 5-0ODFER (T—424T2x)
M) 12k K&, BEOHNES. 15, BE. ERELGEDFERNEFENFET . £E
ITERUSMZ, ZRENOETHRTEDEEEZHTI2ONMFHEL>TVET,
[ZF:HIKR] 2008 £ 4 AICEBZERE (IS) & LTHITL. 2015 FICHERIFIT
NTWET, BEREEER T, 2023 FHRITHETRIFEITEINSIRAATY,
(6) ISO 21549-6 Health informatics -- Patient healthcard data
-- Part 6: Administrative data
[4 #i]Health informatics - Patient healthcard data - Part 6: Administrative data
[#EZE] A&/N\— bk TlX. Administrative Data (BIE{EHR) = H— FIZECEET B0
BRAZRMELTOFEY, BEEFRE. B, HBOBEHR. RIXES. AR THER SN
F9 . HBLFEHRUNMNI, TN ENOETHER CTE B ZHF THIOMMFEE Lo TL

9,
[TiHIR]) 2008 4 4 BICEMRE#R (IS) & LTHRITEIN., FORREF L EH
REHLO>TWLET,

(7) ISO 21549-7 Health informatics -- Patient healthcard data
-- Part 7: Medication data

[4##] Health informatics - Patient healthcard data - Part 7: Medication Data

(BE) A/X—rE. BEICBET HEHREN— FICERTIEOBRAZRELTLE
9. A4 Electronic Prescription (BEFLAZE) EWLV\3 534 LA DIFohTWVELT:
M. BRNSEAMEEDREZITL. REMIZIE Medication Data(iREF#R &5
ETTERIN-BENHY T, HEFHIL. Medication Notes (FEFE L L TOIER).
Medication Prescription (BFMAEE L THDIEHR) , Medication Dispensed (FE[FIZ
A EINT=REEHR) , Medication Reference (L4515 & BET S 1HFHRD EH DA
FERFEGA) LUBRENET,

[FZEKR] 2006 F 11 BICERESE (IS) & LTHRITIN. 2016 F 12 AIZE 2
RO FEITENTOET, REDEEEFRT, 2023 FRICHETRARITEINSRIAHAT
ER
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(8) ISO 21549-8 Health informatics -- Patient healthcard data -- Part 8: Links

[# %] Health informatics - Patient healthcard data - Part 3: Links

(BE] K= KE NEDBEHRESRT 50D U7 H2VIESRIFREBEOF
RZHAELTWET, —RICH— FIEEETENR oS-, TXTOEREEFR
FRMITEBIELEDHLLODAERTT, TDH. T—2ZTDLDTIEE S HHED
DT—EAR—RGEESRTH-ODFEHRZEH— FICEREL. TOSRENLLERE
WEMFT DERANEZBZONTULET,

[(FEIKR] 2010 &£ 6 BICEBFZEZE (IS) & LTHRITSIN, TORBEILLG S &H

fR&EGO>TLET,
2) EFEHA—F

ISO 20301 & U ISO 20302 (£, CEN DREEERRIE LT DL ICTRESH Y.
NEZRELE-LT. BFEREEL L TEHEASNEDLDOTY . HEDOEOHIEDIRERIE
(& Fast Truck & WS FIETHREIEEL (T TERZEIZT S ENTEEITH. A&
BANDOREENHEBRONENEE SN LIDIIEETH L. @7 PTETHRASH
TWBTILTFNA FXFADOREHNRRETHA. TRV ETL., ABETICL
TORTYTDBEZEZTVWEL, £, BARDPEEROETEEFES-H. TT«
AEEHLTEDHEL,

(1) ISO 20301 Health informatics -- Health cards -- General characteristics

[4# %] Health informatics - Health cards - General Characteristics

(BE] XMELEL, ERBREEMNT 50— FOYEMBRE . SHMEBICREShD1E
HMEHRELET, MERIKIE, ISO/MEC 7810 TREINDL\HH S ID-1 H— K TH
Y, TURRADEEN=Hh— K. IC h—F. h— FERTEOEMIIEKE LG —A/
DHA— FHBRRELGY FET, HEBICKRE SN S HFEREDOERICIE. Y—ERRHRER
AER. h— FAAIFEOHEMNIER. Y—EXDEM. ERELEDFERNIEENET,

[F:ZKR] 2004 F 5 AICEBEE (IS) & LTHITIN, 2014 FITHKTIh=H
ERARHIREGY FT,

(2) ISO 20302 Health informatics -- Health cards -- Numbering system and
registration procedure for issuer identifiers

[#£%5] Health informatics - Health cards - Numbering system and registration
procedure for issuer identifiers

[(BIE] RMREIL, EN1867 ER—R([CL-1RZE T, h—FEFALEERY—ER
FIRBT I —ERRBEEBZHANT 5-ODOBANBESTEE5ALAEERELTLET,
BFRMICIE, ISONEC 7812-1 H& U 7812-2 THE H 5 [IN, ISO/IEC 7816-5 T
HESNSRID ZZRBLTLET,

[FHIKR] 2004 & 5 AICERRE (IS) & LTHEITL. 2022 FIZFEITSNI-KET
O RFIRE TV FT,
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3. 3. 5 WG4 HH D Safety B ED IR

ISO/TC215 WG4 (Health Informatics/Risk Management) (23 UL T . Health
Informatics RFICEIFTDHNV R I IR IA L MZBT HSEBEEREDOREEITo>TL
9, URIIRDAVRELT, X2 T4 (Security) &&E (Safety) b Y F
TH, CNETOEHE, EICRIEDEX ) T4 ICEAT 2EBIZEREDOEREETT-
TEFLz, COFMICOVNTIX, ATEID WG4 DFEFESRLZSLN,

AFBETIX, #BDEE (Safety) IZBAL T. Medical Device D BFLZ £ T 5 EKE
BERBLEOEETOHERL. EFZ0HRAELEOEETOHE AN 5., Health
Informatics #HF THOEEFELLICEAT HEREERBORFTIKRIZOVTHRELET,

3. 3. 5. 1 YRYUTRIFA U MIET HEREERE

—EEE LTIE, EF 2 T« (Security) [E&RE (Safety) ZEA TULET A,
Health Informatics. Medical Device TIX4FICEBEZEHT-A. BIMICEZICEAKRL T
WETDT., B2 (Safety) IE4FHIZH/HONFE T, Safety DEZEIL. ISONEC DIEE T
H5 Guide 51 TIERDEL S ICEESNTULET,

* Harm : injury or damage to the health of people, or damage to property or the

environment
* Risk : combination of the probability of occurrence of harm and the severity of
that harm

» Safety : freedom from unacceptable risk

X, EEMH. ERERICOVTE, (BT >TFREFFIELYETH) EOR
HHAHY. CORFEDL L. —ROREEEICEHT S 1S09001 & 5(25EE LT
I1S013485 IZ &k 5 MEEE, ISO 14971 (Medical devices — Application of risk
management to medical devices) #RX—X & LIzEFBERKICLD IRV EBET
SCE. B - B - BEBEFOFmETEHBO L. BERLICHATHERBAREZITS
LENRBMHITONTVWET, £, BAD FS TILICE L TITRF LB OHIET THAE
FLEZFEOTBALSNITHONET,

BN A5 K E TI& Medical Device & LTEEY I FUz 7HHRFIRERELTEZTSH
Y BRI TIE 2006 £ 6 AIZ IS & L THRRB SNz IEC 62304 (Medical device software
— Software life cycle processes) &~N—X[Z 2009 £ 9 AIZHIE MDD (Medical Device
Directive) #F1TL. 2010 £ 3 Ao KRFZEZERELTLET, LML, HREOKXKFDE
TIX. Health Informatics software L\ HEBBEHEFER XA TLIX. BERATIEE
DIRFN DX FENTH Y. £7= Medical Device software & Health Informatics software
EORERHEDERELEICLE>TE>TVET,

FBEY T b 7 OO Medical Device DEZD L EILIZE L TIE. 1992 F
[ZE&3L S f= GHTF (Global Harmonization Task Force) ® M5 T HREMNITHhN.
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2006 FE 6 AN 1 —RyHLZFLUBY I bz 7ICE L TOREAMZFEILLE LT,
CDEIBHEDOHRT, ERFERVATLOZEEAOBELNINEEY . BEMIZRE
T E£.2006 FENSERBFRATLODYRI IR A D MREHA ISO/TC215 DIHFT
EmShihe., TR EE T, IEC/SC62A LEH L 1= JWGT DIE THERKSEY 7
bz 7EICBET SEREERROBRICBYELZ, CORNDOP T, TEROEEN
HYFEL, (COFHE(F2023 FRMALMKEL TLET )
DEEMBLERBFZY I LV TORKOREL., TAIZHES ISO/TC215.
IEC/SC62A MAM LD EELEMEDHREFIZLEREEDRE
QHEERTORFDATHL, A—HFRITOIVRIIRT AL FEIEDT-HD
FHEREEREEDRE

BARERNTE. 2O&LS54BNBRAELEEL. 2013 FEICAMIN-HEESZE (E
Eh, EERRFOLRE. AUNRURLEOERFICET 552, B EXERER
BERER) CRYI MV 7HEATLHEBOERERLE LTHENTEDLLSITRYE
L=,

WA, Safety ICET B URIIRDAVIBLIUVEERBY I LD 72ED
Health Software [ZB§9 5 3R#&1EIE. ISO/TC215 & IEC/TC62(SC62A) & MR THEX
2172 JIWGTICZEDEEEEBITLTVET RED JWGT DFFHZEZSHEIIZEL,

3¥) GHTF I£Z D 2011 &1 GHTF O;EEI # & & L L1z IMDRF (EEEEELHE
#LYB I+ —FL : International Medical Device Regulators Forum) [Z5|E#Ah
THREIZE>TLET,

3. 3. 6 ZTOMOERZRLE

- ISO TS 22703 Requirement for medication safety alert

WG6 ') — FTERRTLEDT7 57— FOIIL—IILOEEHThHA, 2021 FITHKITINFEL
1=

- ISO TS 20405 Framework of Event Data & Reporting Definitions for the Safety
of Health Software 1 T L R— DT L—LT—7

ANLRY TR TOREEICEATHIAANY FOEREBEEHET H-HODT L
— L=V ETILERHBTHIOT, 2016 F3 AV VISV RAKETIRES A,
2017 FE 11 BUNT—)LKRBTREDIA D MERZEITL. 2018 F 5 AIZ TS (R4
BE) LLTRITINEL, $F1EHE LT AnnexA I2KE AHRQ. EE NHS @
BRYMAIZINZ, BRAORY ##A4 & L TEAREREETMEBOERERERINESFS
FEREBLTLET,
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3. 4 JWGT7 Safe, effective and secure health software and health IT systems,
including those incorporating medical devices

IEC/62A & ISO/TC215 AR L TEEZEITH JWGTA 2007 FE 1 A YT+ T3
KENOTFEBZHABLEL, JWGT TIEEY). EREESRTRENRY FDO—2(2HA
RAATERTIEEIC. A—HELI—TFDOIVRITRDAY MIET AR ERFELE
Lizo F-TNICEET S TREZZ<HFELEL, LAL, ESEBRMSRICHARLE
NV IRz T7OHELS. AAIVEL—2 L TEMELARE. BWICERSINL Y
Th0z7hEITFIEELL. GLFIAESNEESICH>TEFERL, ENHVYT K
VITEERITBHICH-Y . BEEOREMICKEGEEZEZ 52 LITRY | EZREHEN
TONBDEIITHE-TEFELF, TDI=&H. ISO/TC215 Tk, HEKREEMIRITHEL
THEEFET>TER IEC/TC62 LHITANLRY T b 7ICET HEORAKE
BIHEL>TVWET, CNODRREIES L DERHFDOBR/ICKYELDLOD. HAHIC
FAHINSGZLLHY. EDRRICKESERBEEZ LT LIZHYET,

3. 4. 1 IECS80001 2!')—XIZDWL\T

IEC 80001 > —Xlt, EE#ERY I tI 7ML RI-I—VERB L UEE
FEFICEAT AHEHLE L THRESINE Lz, (2010 F£~) Z0D% IEC 80001-1 I,
RaA—TORELMNThNh, 2021 £ 9 BICEEERY IOz 7ho (EERMEIRY D
FYOZTT7Z2ET) ARV I LI T7HRA—TELTHRIRSNFE LT, 1IZ#RESH
THS IEC 80001-2-x ¥ J—XIZDNTIE, ARV IR ITTDT7UoA—RKEEL
THTEINTZIS0 81001-1 ) —XA~DMFEESEEH. RIFAVEDLNTLVET, IEC
80001-1 B LU IEC 80001-2 ) —X D=L DHK 3 T,

T s B
Application of risk management for IT-

networks incorporating medical devices &%“ ~ %E ~ %EJ

- Part 1: Safety, effectiveness and security in

the implementation and use of connected 80001-1: 2021
medical devices or connected health software P
2021.921 %47
@ TR Distributed | 75— 152540
80001-2-5 Alarm System | HA¥UR
(2014)
YRHTREAUD o Responsibility ﬁ_ﬁ;ﬁ,im;}gw
3000(12_31_21) Step by Step 10BRED E4BIR T 80001( 220 1(2) Agreement HAFUR
7
. WEEED E#EER 0
80001222, EF 2 UTABIR 80001—2-7 | HDOSclfassses | pmazmgyiras 2
(2015)
Security
i BEBARINT—ID —9— o XY TREED
80001-2-3 Wireless NW Pyt A 80001-2-8 capability FAF R
(2012) (2016) =————
Security X 1YTIRIAD
80001-2-4 | HDO Guidance |EREM@ETO 80001-2-9 | A. | HATDR
& SR RAASR 2017) ssurance case 9278 M3EEh

3. TEC80001<1)—X
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3. 4. 2 [1IEC82304-1: 2016

HEALTH SOFTWARE—Part 1: General requirements for product safety

IEC 82304 1 [FANILRR T b I 72 RAA—TE LI-HREREMRELE L T20164F 11
AIZRITENFELE, CORBRETERZE2HO—BREREHNEHIATHET, R
HIXRDERMER ERATARNDEEREBZOMAICH L TEELRE., XU T 1.
HEEICH L TRL7 TA—FET5 LV ONKREGFH T RO REELE LT,

BEFHILTOREERCATLEEHA

RSN TLET,

ERLIEZEBYDERBEMNICA>TTEHL >TLEINENE NS ZLUMHEREE D
N=LEZORHTOMNHTORETEHY F9,

IEC 82304-1 1%, 54 794 ILIZDWTIXIEC 62304 ., 2—HE 1 F 412Dl
TIZIEC62366 %, WA IAT AL MIDWNWTIFIEC 14971 #8BLTWVET,

INED3DDHEDRAA—TIFWThEEEMS Medical Device TY,

IEC 82304-1:2016 [& JIS T 82304:2018 & L T 2018 &£ 3 AIC JISEHEIESh TULVE

ERS
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EETHEAOHEL.

MEIRITER AV
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REMHRREE
DIERL
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EREREEORET }-ﬂ

B4 R E
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WROE LIEFERD
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S AT LBRREBEDHEIL ]
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WEXEDIERK

YIS T T RS
RU/XI(F
mERET 2T/
TADRE
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ANJLRY TS TDEFEE))—R

ANIARYTEITT D
S

IEC62304ITHET AV ILITTSAT7H (o NFatR

IEC82304-1DAIILARY IR I T HGESAI7H (o)L TAER

/

4. NILRAYVI DI T7REZSAT7HA4H)LTOER
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IEC82304-1 Health Software-partl.:

General requirements for product safety -AnnexA

IEC 62304-1 Amd.1 DA3—

S ——— IEC 82304-14%
?:C E \ EETHNILA
1 \
| EmmBc | COMORER J2boTT
HAIRAD I / -
%Fﬁ . | ‘%ﬂ}}'L I fﬁﬂﬁ;&t
N—K2x7 : ) vk 4 : Ik
l
\
EREETHD i M| | IEC 82304-10)
VIO I T H iy kyd- -t | | RAa—7
e Ip= ://
-

EREE~OES €@ B) TotoRERRICER

5. IEC 82304-1 ANLRY I b7 & TEC62304 DRI—T

3. 4. 3 ISO TS 82304-2:2021

CORBEABEZEL. AR TEIINRRTTIDOREREZTTILDTT, AL
AT THEDENANT TUNBREKMBLENY ERE 55, BN — FTRELIED S
NELFz, RO—TIXIEC 823041 ERLTAIRY I bz 70HD, AATSY
FOA—LETEMETHEDNDTT,

RRTES

|
5212 | HRI-F-FART THROFHIRE. HTHCEFSLU1-F-CHRKEATLETY? 1 © . el e

FIS i Thh, BYTeRE, TTY

217 [~ ST
5221 ARZTTYOREV AL BREATVETH? (@5

5.2.2.2 ARZT7VORE) 27 E v Fa-AT3LOOMNKRLY & T5?

A'Ar.iaat\g A t‘;o‘ $

ARATZVEEHTIROREY R 7 ITENETHIZ LAPHILE LAY ? i ©

SOLTRELTUET

ABREEINE
S E

.....

MG EE I 32— — 3. RN FOFEEIRTILDCT~TOMB 2 F2RRL TV T N teon N [ £ pe—— (4]
22 -

6. ISO TS 82304-2
BE-ZE. O S BE. EXF2UTa. BEFGECOVTOMN T0EBEZE
AL, BEDNEEZAEDSRETHMLINLAFITLTT T EZARALET .
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3. 4. 4 IEC 62304 : 2006/AMD1:2015
Medical device software — software life cycle processes

CORBIEEERAY IOz T7DS4 79470 (BAREEISHRRTERTET)
[CHITHETOERIZEVT. REBERIRETITIETA LRV ERELTL
7,

TOERICEY I bz PRETOCRERTFOLZODOYV I bz 7RFITOELR
D228 HYET . ETAERIESDDTITAETAMOERIN, VIFIITR
£V RADFITE CTERIREZRIVNMREINATVET,

YILIIT7REVSADEE. DVSRAA: BEFHIIREHESOAMESENZLOQ
HS5AB: EEDAREMEFEVNRI SR C: REFHIIEEDTRESENHD LUV 3
BT,

IEC 62304 MehR(E. LB IEC 823041 DERELEHZE L ST, Ra—T#ER
BBV IEIITHLAILRY I b TICHART 5ARTREMNBEBEIE L=,
IEC 82304-1 & 2016 £ 11 BIZHFiTSnFE L1=A. 1EC 62304 1% 2018 £ 5 AIZ IEC
T CDV #Z. ISO T DIS #EMThNFE LA, IEC [EFER. ISO [FIERE LS
HRT, HIRSNFEATLE, IEC 62304 FEAZESCEETHRISERFIICHERS
NTWBH. BIRIZK > TREDORFIRET H2DELH D ELVS A ERRTE
HTY., COKRITHLT, 2023F 1 ARE. RI—TEAILARY T rIFITHK
L. YVRATFLLRILDERIFHIFR, JRIIRTAY P TORREIETH. ZOHRKIEE
BEHHBRTHET HLS5I1ZL T 62304 BiKIZa /89 T 2AETY,
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3. 4. 5 REFAIWRYITEFITT - ANLRIT DR T LORIEHEEE

7 1%, 2015 £ 4 BIZ Health Software Ad hoc Group DIREZIZEEEH N=H
DT, EYMOERBIEAICITEEELLD REGAILRAY I LI T7 - ANLRIT VR
T BMBIFSATVET, BB EEEAICHMNTEY ., ERIEKRE -BERE T —
RIZEET LS T, AREOEEZRL., GAIFEE - BERFA T o —XI2ERETD
B TH—ERREFOBEEZRLTVET . CNbEXASTEL L TRETEDE
FaTAEBLGLEOBEN REINTUVET . IFOEREERKEZ ZORICTTYEY
J95H52ET, RELGAIWRIT DRATLEBEBETH-OICSBIREREL. FEL
TWAHKE. EEL TV OB ZERMICERT LI ENTEET,

BELEANIWARYIINIIT -REGAWAITO AT L
— EREt. RELHREKAA —

BEt-BIR E N
B EOREHES LAY —E R R EEO RS
&
J & =
> A 111
S m B mLER e
i B 23 i B N L 2
; S giE | = ;/_2 :lg ‘IE ﬁ ;
i x A 2 Y L K %
E T & < 2 b
% L Z u = &
E

A - RALBE.ER

K7. BEBALARYIEIIT7 ANLRIT DRATLORBEEE
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3. 4. 6 1S081001-1:2021

Health software and health IT systems safety, effectiveness and security -
Pat1:Foundational principles, concepts, and terms.

B 70LEEHNELBHREE L TISO 81001-1 DEAFEA 2016 &£ 6 AL SRR S,
2021 F 3 AICRITENFL. H7TIIHM 8 DL SICREENTISO 81001-1 [CFRERE S
nNTWET,

AWRY T DT T RUANRIT SYRT LD
FA7Y A I NERICHI=-5RE, ANERVELF2YT 1

103
A - PSR REBRE s
WHEBRRE OBBIRE ALRY T REHEROBBRE
#
. W
B4 )
% > 7 7
2 g 2 i )
B g o 2 T /(g) 2 &
{73 ; & o I Vs o B
E ® B a 2 A . TH | x &
® g8 U A 5, 17 0 2 B
k3 13 2 g '} & z v, .4 8 3
)l ﬁ } n 9 31 ‘ ? .II'.
D t 3 | 2 < s it
E it 2 * 1 L S
* g X 2 v
- B T —~
3 : =
5
= A, 8. 8%, TELT—T
4
3 P AT 3 amBE
1 HROXIL, BRWRURED YRIRETAY b
g BRIERSAVE RETARTAV b
% LSS EFAYFAIETAD b
B
* Ea—3YI77 9 4—RUL—FEYF 1 ISLRO—TRTAV b

B8 NLRYIFITFZRUANIILR IT SRATLDRE, EHERUVEXAIY T4
/554 794U ILDHHEH

ISO 81001-1 [, ABEZRPAILARAY I bz 7OMENTHINTLET, AL
AYIT L T7DEZIE. IEC 82304-1 h RSN THY ., EEERY I DT
FEQ] LShTVWET, AEEEELELTIE. ALRY T ) 71 EREFRFEROHEM
[CE9 B AEDM. . A, ®EICEI HAE. TEFMEOTOELRICET HRHEEN
EEINTLET,

ANLVRYIT Rz 7OBEELTE HERBUTI AR T L, DRATLFTVRT
LR SATHAONIZEITE T —ADBITRTHINMAZT IRENE LD MEBE
[CHESRT—IRILT—DEEGENEHEINTLET,
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CDISO81001-1 27 v h—f kL LEBESRRORELARAIB SN TLETIEC

80001-2 ) —XDEH - BELEDLE TREANEATLET,

D —XEED 1 DO2DT o h—1BH%

A% coordination

T2t safety

Wae JEMEE  (TSAN —HYR— b, HEEAM. Al metrics &)
FEUCHADMEES/RE. BNy —EXREEHLL)

X2l Tq
n BEINEBMDERE

P ESCH R

ot

8. 4. 7 ISOTS81001-2-1(BA%h)

Health software and health IT systems safety, effectiveness, and security - Part 2
Coordination

- Part 2-1 Guidance for the use of assurance cases for safety & security

2021 FITA FVADNLT a2 T 53R —ADBELBRENTRIRESNEARE S
F L7, IECTR 80001-2-9:2017 (7 a7 3 VR —R) DRABEEH. IEC 80001-1
DEREHAISO 81001-1 DMBEXEDNDT 217 53 VA 7T— A&, GSN £S5 &
22X T ISO/IEC/IEEE 15026-2:2022 [ZHE#L L F- 24 HRE L L THENEDH SN T
WET, O TSHHFITINf=5,. IEC TR 80001-2-9:2017 [(FER LG EHFETT .

8. 4. 8 IECTS81001-2-2(B%)

Health software and health IT systems safety, effectiveness and security - Part 2
Coordination

- Part 2-2! Guidance for the implementation disclosure and

communication of security needs risks and controls

XAV T HEZERL. HEFENCEREA~NDORT - GEZRIBRELES
TY,

IEC TR 80001-2-2 : 2012 & IEC TR 80001-2-8:2016 D EHRE LICH LTI D 2
DOFREREEEY—T L. MDS2:2019( EEEBF LX) T4 D-OOREXRER
THRBEE) L LEESZ LI TRHRENSEDONTVET, CD TSHAKITEINIz5, IEC
TR 80001-2-2 : 2012 & IEC TR 80001-2-8:2016 [XER LGS FETT .
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3. 4. 9 IEC81001-5-1:2021

Health software and health IT systems safety, effectiveness and security —

Part 5-1: Security — Activities in the product life cycle

COBREIE. ANRYIT VI TORENSCEEZEETOSA TSI LITENT, &
DESNTEF ) T4 ZHMARATNCOVTEELTWET, 4 THAM U IILIE. EBEE
BWERDTA ITHA U ILOBRIETH S IEC 62304 (JIST 2304)DA—XICZDEITE
FEARALTWLWET,

LX) TAHREIE, THECTS O P THEASNDGHO R TLOBRETHS 1EC
62443-4-1 Mo, EXF1) T DERBEZHEARALGHEKXZE>TVWEY,, HARAD
BRI, THERAOBREOEETIEANILRY 7 bz 7ICITERLEH L OVERRIEIANILRY D
POz 7EIFICEBELTVET,

COBETIE. VRIBEOBENL, Y—FN—TFT 1OV I LI T7E2EHRY
TrY9TT7F7ATLEORFERERY I b9z 7QUR— ARV T FHz 7QEKRM
BRI bz T7D3DIZALTVET, ThTNICHTIREXEDEE. V7
Foz70H, BEBRRIEIRIDLSICHEL>TLET,

HWEXREDOER
. BERLEBHHRYIbIT V727 D

BENEE. £%a T4 URIDER (required software) T ———

ir=] R S Bl EN ALAYT R TOY Y — RS ] EEA e > 7
FREEReRET e y, BHOtF2 Y7 B X7 ERET S - “ﬁﬁft%fdf FR—F 48y 7 77

HR—bHRVIIIT
(supported software) . BN AF TRy 7 YT

: - _ BiEREN, BEICHLT \ % I 0
is A, BEICET Y D - . . B ARV T R TUAOERLERT S
mﬁ%‘!gmg—ﬁg T J"* tFa1V7HEORHDY R EBNT S IRt

n ALARYZ 7T ERICERT A0S

A e e BBV ILIT I R T A
BsgE EEICEF YT EHE et

ey T (maintained software) — - . -
_f BEEEN, Fa )T CEETS — m ~LRYTRY LT
YRS %G| 22T T T
RO Y7 7 Tl /
Aoy 7+ 72 T OERFRLERT 5 -

9 YIrIYTTFPF7ATLORSY

CORBORITANCHARIN. ITRXNTOERFIAICIEEE L TLEWLANILRY T kD
IT7E LSOV IUANRY TR TELTERELTWET, IBiTgdn) &0
SEREWVWTT, b UPLIUANILRY I TIZDOVNTIEZOBERED—TISES
FTHZLETIDREICEESTHELTENELTEDHEATRNE -8 ZHELTL
F9, 2022 4 12 BIZ FDA OR4ARBIZHY ELT=,
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3. 4. 10 EANIZEITEINFETOXE

CD& S LGERBRERKRE~ADSMEMEITL T, JAHIS IZHLVTIE, 2006 £ 3 B
D ISO/TC215 8B EF = ¥ 1 BEFHLIFED Health Informatics B THOEELZLIZET
HERZERREZZICEEBMICSMT 57260.2006 F 12 AICEEY I bz 7RE
MRETOD ) bEIEETF, T0%, K2 - RECEZRERICHHELTHIGELT
FFEL

COREM - RELERERDEHLLT,. BRE-RLEVATLORE - EFRA%E
BT EWVWSEHRT, 2010 F 9 AIC [ERBHROATLOBEEZRZICETSHIVARY TR
DAY RHA F<BEGE> ] ZBEDOELz, RKAA FlE. EEEBSLUVERERY D
bz 7 ORFICET 2 ERRERE (—8BET TIC JIS RIRILE) OMELMEEIRL.
EELREHRD-OD—RULEEREFEIOMEZEME L CECBEMTEELLIDT
9, 2020 F 7 BICBARL F L 1=,

FEFBO—EE LT ISO/TC215 & IEC/SC62A &R M JWG3 (IEC 80002 % 7E)
H LUV JWGT (IEC 80001 RXE)DENMEEIKL T, thDI %% (JEITA. JIRA) &D
EEEFRMY LGNS EBZELTOET,

NoDERZL EIC, B, Amiis. RREFMs. BAERME, EROE - R2IC
B 2EFSELNELEFSISITRIELENA S, BADOEFEICH - -EERREEFRS R
TLICET 5BERLORAHFDEY AEREFLTOKBELHY FT,

2013 F 11 BIZAfEh, 2014 F 11 BICHEITSN:-. EXEREREBEETIX, B
AKYIT LIz 7 THREMOERKFRE L THRERRET S EAEFUE SN FE L &
FMEIZSEIL > T JAHIS & LTI, TEEY I oz 7HRHEIZET S JAHIS OEZXA
(BNEFED, BRERYI LIz T7ORFDOHY D ICONWTEFEAEERRBICIES
ITWELT=,

JAHIS & LTIE, FRFIRENARIZONTH, BEFERLICEEEXFSZ5LD(TO0
TIEBALHDRHFPIDBETHY . BERAEELE LTEEL A FSAVEEDT. £D
FCEERPBENICL—ILEZEOTER-BELTLW CENRETHDHEEZZATL
F9. COZFZAICEDNT, JAHIS Z24 - RELERE R JAHIS BERLEE BE
BRAY I bz 7xE WG BBEDAILRY I I 7HRHICEESR) SE#EL, 3

(JEITA/JIRA/JAHIS) MEBZEL T, 2012 EEM S 2013 EEITH T TIThht=
BREAIHROIERRAY I b Y 7ICET IMARRICSEL BEELRELEL,
TBI2 2013 FEF. TFK 25 £ EFERAVI Mz 77H EFERAVI LMY TH
X WG] IZL5EL. AEAA FSA1VERELFEL

2014 £ 8 AIZIE. EEMBRFEIDOHETERLZ L ST, JEITA, JIRA, JAHIS
D 3 IESN—RHEEANILRY 7 b o 7H#HERES (GHS) ZEI L. AR
HENDANIVAY T bz 7HRKICETIERBEANA FSA 052K LELE,

2008 FEEM S EBMIBRICEHT 594 N\—KEMNEBIZLR YIRS, REGHRPTE
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BHBEICHT B2 N—EF a2 ) T HEESILRLBTTTOET COBRITHETAN
<. BT RHEILBNEZTY THS IMDRF (2020 F 3 B, ¥4/ —tFa )T+«
[CRATHONA T RERITLELIZ. BRLZDHAM T VRICENLI-AKEEL DT
HIZ 2023 ERICRBEREDREZRFLTVET, TO—RELT. ANLRY TR
IT7DHAN—txa1) T4 ICEERTLERRIEE JIS BB L LTHET 5EF83M 08
FUYFELI=, JAHIS % ISO 81001-1 & IEC 81001-5-1 D JISHIETOD Y R JIL—
JI2EFEELELTSELELTISO 810011 (X JIS T 81001-1 & L T 2022 & 10 A,IEC
81001-5-1 [£ JIS T 81001-5-1 £ LT 2023 FE 2 BIZFhFnfmEInFELz, 2D 2
DO JISHEOMICI—HFE Y T4 DIFEETHS JIS T 60601-1-6 DFIE . BERIED
WEZMZ T 2023 F 4 AL o EAEHEENRE SN -EHENEREIN S RAAT
E
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4. ZTOMOEBZEILTH
4. 1 HL7(Health Level Seven)

4. 1. 1 HL7(Health Level Seven) & I&

HL7 (. BEEBERCLLFELNAIRE LR TSI L EBMICT 1987 FITRIEINE
Lfzo AERIE, KEZIVHUMT F—N—I2HBIEEFIRS T 4 7EKT., RKERE
HE (ANSI) OEZESFTOREREMFEHAK (SDO) TY,

HL7 (X, BELBEET S SDO D=HIZ, EEHEBOHE. 7—Y 7 0—0HHMHELLL
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B EDMOMBRERETRILT IHEERMO-OOZEZRHEL.2TOTOERE
EEEARL., ERAMETHEAL. SREEZEHE->TVLET,

HL7 ®&RTD“Level 7’(3 . EFFZZE LB (ISO) DEKE & X 7 LRHEE# (OSD)
BEETIORLEBT BO 77V r—2a V@l #BLET, 7IVr—2 3>
B, KEINEZT 4. KBOEAZI2T . 7TIr—LaVItHEDEREETIS—
WBEEELTWET, HL7 (X, SO TR (FFIVH5—LavE) OotwXa)T4F
Ty, SMEOHIN. EHEDF vy, K|AHXLZHEL, BELELT—FX
B EDEEEYR—FLTWE I END, CORBODBAELHY FT,

HL7 D+ inNE, ERERE. SRATLARUY—, RB4tt, EREEIVSIILAE
Vb, BAFAACERCEHRAZBOZELLOERE ERRICEBUHICRYBATHET,
HL7 (. £T®H ANSISDO L R#RIZ, =T U ERBONT VR EEVEALIFE
RENEELZETLEELTLET,

4. 1. 2 HL7 OB

HL7 OB ZLTICHEATLET,

DaAVE2—4DT7 T r—2 3 VETHEROBIRODLEVWEET TREROA vE—
TMEYR— T D0, EREREEED—EMDHIZLEERRT .

@ HL7RIM (BHRSEETIV) W oiZERARZIR— T 52HERERART S,
QEEER. BEILEE. L T—BOAXICEKMIZ HL7 (2 & B EREROELELL
DAYy MZIDVWTHBET 5,

@ HL7 {ZHEOHAMLFEZEET 50 HL7 ZEHRICSNT 2BEZHBONE
IZIECTCHL7#Z#%#0—h 54 X9 5%,

O HLTZ#%#FE 21V AT LORAKRZEREM L. thiDRBEROFEMARCIEMEIZE
It HEKICSMT E2ERERDAT—IRILT—DEHILERS,

® thDIZAERI AL CE OCERE A4 (ANSL, I1SO) &3Hh . HEDREEER
HEBRFEHOZIBLEREDHIIZHEOFERERET S,

@ EREREMELPHALT, HLTBREHIEEDERZHI-LTWS I . BEUR
AOEHZH-I-OICHEUGHREARORY AN HLT ICE>TIThTWLWS
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LEHERT B,
@ EFRELHEPLIUVEARERZ A TLOBBERIZTOVWTEREZELDIZERIL
DURTLHREEETILERET 5,
2022 FIZ, HL7 International 3 A &E&tE & LT, 10 DBIFMLZEEENERE SN
F L1,
S01:HL7 FHIR Accelerator A4 S LD ZFERL. KT 5
S02:HL7 HEY—ERNE. flifE. sEEOML
SO03:HL7 HHDERETA FERREICTHT Ty T+ —LOBE
S04 #FHLWIAZIa =T s MDEX
S5 BEDSMER L. BELAOEBEEDQDEFRHRIFEEZSDHD
S06:7 A—/\LT7 0 k) —F~DFEBRY7EE Y fH A
SOTEMEBIVUY —U AL N TOTSLDORES K UET
SO8: MM ERERIC Kk HIZELHETO D TV FEOILK
SONLAL—D T TSV b ITA—LERFOIADTUYIRIAD PR TLAIC
BT
S10:HL7 BWEHHEIE S T34 KRA—IL) FEOHEK

4. 1. 3 HL7 QO#E#ER

HL7 O#&E. 5 DOKE (REHE). 9 DOEER GRHE) & 3 DNDIELBT
B INIBEERLIZEZHRTIEROH S TC (EMEER) & SIG (28 %) H
LERINTVET . TAODHEMRESLNRREI 2 AULOXREREZZEEREL
TWET, £FRAEREFIFRIEEZRES (TSC) IZELMBEAZRET L., ZELFEIRDE
ZEFITVET, BEIL. TSC DIRELLTITHhh, REBRMIZITEBEEENREETLE
9, HLTIXINSBREICTRTORKEIZEMT 5L 58 ML TLET,

HL7HBanL8I1E, WG (7—F 255 )IL—7) ELTHITEESPHRISELTH
BIitEhTVWET, BINEEREAHRE, EEREORNBRICERZELGET . 78
(. HL7 OLXRIZETHN—FTEIBELNHIFPFOREDIHDTR ERy F&7i
YEI,

ERRIC(E, EEXEHO LMASE L TEHA DY . KEREDEZEILXE—F
ERMIBOIZEEIERE— RARLS1-OIC I LI T e DEBZERIL S HIZ%E
ILZEHEL LD ELTUNET, 2015 FHE. USRealm [THNZ T, EU Hulg 3 &R, ASIA
Hhigi X &8. LATIN AMERICA #igiZ &80 3 DO X &M HY £,
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US Realm Steeriny HL7 Terminology Product & Services
Work Groups ) { = mintee (USR- se Autharity (HTA) Management Groups

© 2022 Health Level Seven International® All Rights Reserved. HL7 and Health Level Seven are registered trademarks of Health Level Seven International
Reg. US. Pat & TM Off

10. HL7 #B#E R

1) ERE

HL7 OEREXEIE. XKEZEHT 40 DXELHY FT,

Argentina, Australia, Austria., Belgium. Brazil, Canada. Chile, China. Colombia.
Croatia, Denmark. Finland. France. Germany. Greece. Hong Kong. India.
Italy. Japan, Korea, Mexico, Netherlands, New Zealand. Norway. Philippines,
Poland. Portugal, Romania, Russia, Saudi Arabia, Singapore, Slovenia., Spain,
Sweden, Switzerland, Taiwan, UAE. United Kingdom. Ukraine ., United States

2) Work Groups & Projects
D=0 NV—TF. BEOEREELA VT FUORICERZHOMBTYT, HLT (T,
ANVAGTRBERETIZ2HOT—0 T L—ThHRHY. I RXTOIT—9 T L—TIE,
ZTORBICEALDDHAIANGLHETHLSMTEET,
HL7 %, 32 ® Work Groups. 13 @ Governance & Management Groups &% Y £
ER
F1-. BME®D FHIR EEEH A FOZTOMDOZRERRMOER EFERIZENT, #
ROERT—2OHEERMOERICAIT THET 57-OIC HROERSFOII 2
STARHRBIL—TERETEHESITHREFT SN TS, 8 DD FHIR Accelerator
Projects AEEIL TWLVET,
@ Work Groups
Arden Syntax
Biomedical Research and Regulation
Clinical Decision Support

Clinical Genomics
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Clinical Information Modeling Initiative
Clinical Interoperability Council
Clinical Quality Information
Community-Based Care and Privacy
Conformance
Cross-Group Projects
Devices
Electronic Health Records
Emergency Care
FHIR Infrastructure
Financial Management
Human and Social Services
Imaging Integration
Implementable Technology Specifications
Infrastructure and Messaging
Learning Health Systems
Mobile Health
Orders & Observations
Patient Administration
Patient Care
Patient Empowerment
Payer/Provider Information Exchange
Pharmacy
Public Health
Security
Service Oriented Architecture
Structured Documents
Vocabulary
@ Governance & Management Groups
Board of Directors
CDA Management Group
Education Advisory Council
FHIR Management Group
Finance Committee
Governance Operations Committee (GOC)

HL7 Terminology Authority
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International Council
Policy Advisory Committee
Technical Steering Committee
Terminology Services Management Group
US Realm Steering Committee
V2 Management Group

@ FHIR Accelerator Projects
Argonaut
CARIN Alliance
CodeX
Da Vinci
FHIR at Scale Taskforce (FAST)
Gravity
Helios

Vulcan

4. 1. 4 HL7 OFE%E
HL7 REE. UTO7 2088 ATI)—IZoITonTVET,
oL ar 1t (x1) DTS4 )EERKRESR)

T34 )HEE RLLKFERASNIBRETRERTLOHE., HEERMK
BEVAVTSA T URIZRARELEDTT,

Uar 20 (%x2) OEKRREREZSE)

EXBEIE. BRMBY—ILEELT 409 TRy IEEE LU HLT RIEDEE
ZEBITOIDLENHIEMA VISR NSV F Y &BETL-OICERT L2060
BT,
toay 3

EENHFEIIL—TDAvE—PUTELUVRFFa A MRENRZDEYI VT Y
TEEINTVWEYT, ChoDBEEFIREHRBOILGEENEFETETTMhEEL
F9,
toar 4

EHR 707 74L&, EHR Z#MEETETI L EFEREREEET 5-HDHE
BERZADITE2TI0T7 7/ LEEHLET,
o ay b

REHA R BEHA FFELIEYR—FFXa2 A2 FE2ERT SBFDOHEE
HAEHLETHERLET ., EEMNLTHEBROHEREEHLELTORFa A FEREL
F9,
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IW—ILESRBIE, TOTSIVTBERY I b7 LIZEDRAFEDIHDHA
K34 2T,
woLar T

HEIX. HL7T OFRABYYV—REFTHL, FSATILERSTOS Y LD
HODFE, HLTZEDEHR - EREZHTITAV—ILEFRELET,

61



1)

TS54 <) R

9% 558 KIE

Arden Syntax v2.9
Health Level Seven . .
(Arden Syntax for TTT Yy ST ARERMBORE LR Normative

, , - BAEZEMNELEVUEVIARTY,

Medical Logic Systems,
Version 2.9)

HL7 Business HL7 ESRRT7—FT9 F ¥ ETILBAM)

, FFatrvbOBMIE. HE5C10. BRT7 ,
Architecture Model . e Informative
(BAMD, Release 1 ) —DMEiESILE Lz HL7 O 'BiERKE

ESRRAT7—FTIFYETILOHRKHTY,
BERREYR—F—ERE, RT—35T )L
BAECTHRERREXBHEDEEZ(REL
HL?7 Decision F9., BRREXEY—ER BIZE. CDA®D | DSTU (R2),
Support Service (DSS) | EHEFEIFEBEHILTORKREET—4) IZ&X | Normative
STHERAINSIY—ERARSO— KX, HL7TH
DD TAT LY FTEESATLET,
HL7 REDT—22DE 2a ZHERELFT
HL7 Version 2.7 —83 J4—ILRORNBZHET 5=HIZERA
Standard: Chapter 02.a | ¥ 2EARMLZEIL FTAY I EZERLTULE Normative
- Control- Data Types T, HIT4—ILFICIEK, ETIL T—2ENEY
HToNFET,
h;i;ﬁ:?g;me HLT R4 3270 vekoTHEMS
Oriented Architecture; D=0, HKl=y BEFXA YT ERIER Informative
, o T—XTOFYEeEET H-ODH KM RN
Service Definition,
LET,
Release 1
HLT Version 3 BRIREDRETILIE. BHO HL7 /A=Y 323
Standard: Clinical FAASVETILHTHERT H-OICEETENT
WET, BBERRT— A2 M, BEDEHZE Normative

Statement CMETSs

Release 1

= OICERRIFRERET SEEN—EE
DHIHAEBHITTDHINDTY,
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HL7 Version 3

Standard: Common

HL7 ER£EBEY—EX (HL7 CTS) (.
FIVr—3o7ad53 004048 —7x

7 , , 4R (APD) RO TUVIZTIV1ER$SE | Normative
Terminology Services e _
(CTS). Rel ) ZIZ, HL7/XN—23 23V 7 b0z 7I2&2T
, Release .
FRTH=HIZEELTHVET,
HL7 Version 3 CTS2 MBEX. FRHEEERAZNDIZELLSN
St o A E—TTA RERET ST ETY, CTS2
8 T an .arl- orSnmo.n X, WERDEY FEEETH-HIZFEHRATES Normative
erminology Service . _ N
(Gm)Rfy ; Tl ETa—L, —EMEE L TEENICEISE T
, Release
Wy FERELES,
HL7 Version 3 HL7/\—2 3> 3DEHEDERTERIN
Standard: Data Types - | 2T —2HEDEKREEZX L TLET, [HRHY )
9 T - - . Normative
Abstract Specification, | %] ERDEER. BEAFIEEDERTHIFIE L
Release 2 TERTHEHLTEET,
HL7 Version 3 .
. ;_r;mnlth ALRETFDEFLYT 4 ETSAR—D
" (;m?:'zl,mm) 7URRAY PO FERE HLTOR—|
A%M?W?IST? LR—ZDT &+ R4 (RBAC) 74 £ R ormative
ccess Control Catalog, ] )
© | AoEEEET 55 LMELTT,
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HL7 Version 3
Standard: HL7/N\—2 3> 3 #Z2#ROHL7/N\—23 23
Implementation T8 3 . aVTERXFOXML E ,
11 . - N - Normative
Technology Efititsk ITS) THL7T/AN—23>30DT—
Specification - XML ABEREHELET
Data Types
HL7 Version 3
Standard: _ .
Iaj . EHEROBEICHEAINGT—4 DR
mplementation
e BEBERELET, EELShity FE. | Normative,
12 | Technology

Specification R2 - ISO
Harmonized Datatypes,
R1

EFRIZEEE#AE (SO) T > TERESIATL
9,

Normative (R1)
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anesr HL7 V3 A v £—Uvd 1598~ Dl
Infrastructure N
I ¢ Contral arvkA—)L, VT )— 32 bA—LRUHIH N o
Ainagengn CR rod SEEIRMLUET, 200445 10 BIZANSI 2o | o anve
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e TERBENTLET,
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1.1
HL7 Version 3 HL7NN—2 3 3DETILREBEIA—T Y k
Standard: Model | MIF), U —X 1 [&. HL7 BEEAS K U1E ,
14 . s Informative
Interchange  Format, | Bt & S HZ2 &L HL7 v3 tHOEETHEASL
Release 1 SEERYODa T UOVEEERELET,
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andard: etrieve, va ae Lo
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, P 29 —ER 104—T1 4255 T510
Service (RLUS) Release
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1
HL7 N—2 3V 3HBAvE—DF. — B8
. HEMNLTBAACRELGZAvE—DDEELZRA
HL7 Version 3 -
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M HL7TD FAA 2 OWIT O DEEERATEFA
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TZEEY,
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| o BFHUIRMBICERAINETS, EEAvE—DY N p
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Infrastruct Rel JDa TXFRXMAT HL7 ZBEIXRBDOT—
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: AABDEERZLTLET,
HL7  Vers: 5 ebXML *vt—o 5 v/N\—0BEMIE, HL7
ersion . _ .
DAYVE—VEZDMDa T U YOBIERM A ‘
18 | Standard: Transport - Normative
Specificati LML, yt—TDNEBA A —T A4 XREIE ebXML
ecifications - e . _
P Ay—CEXELET,
MLLP A r3LGENFLAY— TA KD
HL7 Version 3|IWDBEMIE, A, S=ZIILEA—TUIRT
19 | Standard:  Transport | AMEEH (OSD-£v 3 @I L—= 2% | Normative

Specifications - MLLP

JOra)LE LTHR/IBDEETEDFS VR
rR—rZA 3L TT,
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HL7 Version 3
Standard: XML

B#IE. HL7/N\—2 32 3 A vt—DHER~

Implementation . N — .
20 | P —5 7y FEE XMLIZE S HSERBOE | Normative
Technology = " o —
o ErTge s ATS) #R’RLET,
Specification - V3
Structures, Release 2
HL7 Version 3: HL7 SBEHRETIL RIM) (&, BED HL7
€rs10 : . . °
S r?fn L =Uavs Ty U —0BEBAVA—GY |
eference Information . R ormative
Model (RIMD T, TRTOERETILE V3 OB T O Y
ode
TAD—EHELTHESN-VSABETY,
HL7BEEEOIEFIFLHMERET 54
Vocabulary e v g .
22 o Tz FOW DI DEFEZEELTLE Harmonized
Specifications
E
XML Encoding Rules HL7TN\—=2a OBREOKBI > a—TFT1 v
for Version 2 Messages, | 73812 2.7 »v+—212 2.3.1 (HL7 2.x KL
23 | Release 2 (HL7 Version | EORBEI > a—T 4 U JHRAIIZDNTRE Normative
2: XML Encoding F) N—RYERY—V 7y TEEERHBLE
Syntax, Release 2) ER
ML Encodine Rul N—23y 2x(V2) A v+E—2I2XML %1
. neo ?gXl\;LeS RY BHEITONTHIALTWET, HLT /5—
ersion 2: .
24 23> 3(V3) OYIJ—RTHV2EFERTS Normative

Encoding Syntax,
Release 1)

DRATLOEBEYR— T H=HC(F HL7
V2.xml NMpEELLZYET,
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2) EKXBH

A&

C-CDA (HL7 CDA®
R2 Implementation
Guide: Consolidated

Consolidated CDA (C-CDA) E#&EH A KIZ.
HL7, IHE 8L U HITSP 5D ZhE THE

HL7 FHIR® R4

T 2DDFEEH. VY—R, AyvtE—DY
45 & Restful DEMIMSHEY £9,

CDATemplates for | Y#8# MY AR THELS CDAFYTL— | © O
Clinical Notes - US FDSA TS —REENATLET,
Realm
HL7 N\—2 3V 3EBRXET—FTVF ¥
CDA® Reloase 2 (CDA®) &, EER#ERORBEEHNE LT Normative
MBRR FXa A b OBEEETIUTAUR
ZERTHRETT,
HL7 Context CCOW a v TxX NEBMARKRIE, 77U
Management —aVDMEERZICTHIEEZBMEL _
_ Normative
Specification (CCOW), T. 7TV r—23 S 084 LREBEOEA
Version 1.6 D-HDFEETT,
FHIR (. @B COERBFRORLEES
2952 EZBEMEL-BEERMRIKET Normative

(pending), STU

HL7D/IN—2 32 2x (V2) Avyt—204

BRRERELET,

HL7 Version 2 Product | 3#&(X. BB FICHITH2EF T —2 XKD F Informative,
Suite DTHY., HRPTRELSCEASINTULSE | Normative
BEXETY,
HL7 DS BERETIL (RIM) [TE DL —&
HL7 Version 3 Product | Dft#T9, HL7 V3 Normative Edition .
. ey e A1 e s Normative
Suite . V3 EHDEEENELICHEET 50D
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4. 1. 5 HL7®DIXERK
ULEDEI L avIZiE, ELOBERIHY FTH. UTICEELREICONTERL
9,

1) The Reference Information Model (RIM)

Version3 (V3) TlE, I RTODAvE—TlE, ZOBEHROAREZERSEETIL
RIM & KIENZE—OHELFERSBETILNSHE LET, RIM (X, tHREHE.
EVSADEN. BAEE, TLTA VRE VADEFPO. U 5 AMOBREEE
TERELRYSRETITY, BHRSBBETITIK, ¥4IV b - U5REKE
NBVTANERINTVWET, YTV - ISREE PUH - ARV EA
DEEMNLGEEZL L. TOBERISAERAT7 TV 77— aVICE>TEEINSY
TRATY, ERALEE, 7—F. BRELEDVSZRFT TV r—> 3 v EEEYT
U Tz b USRTYT, HITDxH k- U S5RIE HLT FA AL D OFILHIE
Fxtb, KEBBRTZORELG M THA VL RBRENET, RIM OEER
(£ 1997 % 1 AICHLT 7—F V¥ JI—TTHRAT B =HHER SN, ZDEHREAREN
BLTHY., BEIE Rev2.47 TY,

2) Vocabulary

T—REVRTLBTRRT 5-OICIE. ZOT—2DEKRIAMEICER SN
ELBITNIEGY FEA, FD1=8® HL7 [ Vocabulary ZERFRILEZDE
BETWD, TOA Y-V THERASNIAZZHBFEET LI LICEHTLET,
COTN—TIE, BELCHBO-ODERZMHIFL. 2—FURD ) ORFICER
YHATWET,

FMREGHE (L. BBRT—FDORMETIRESA TS LD TIEAGL ., BRIK. F#
PITBROME. ZEREQD VI, 7O M ALHE., BERABROXZIELETOYR
—h, BEUBFOCHMDOE=BEADHRET —FGEEDYHR—FETEEFENATLE
9, Vocabulary FfiEER(X. BIEEZERT H-OICREBEERBRICEET 52
TOHBERELTEBMLTLET,

3) XML
HL7 1%, 1996 £ 9 Am 5 XML Hifi 2 EBHICIERAT 5-ORYBATEEL
fzo XML 28 £&(1&. SGML/XML @ 2 2D Y IL—FI2HhNTWET,
Ftz. XML AHE&E. AUF—ITREFELAEVD XML %2 TO HL7 Z2£0 7
Sy R IA—LDEEL L THERAT I-HORRESEXELTVET,
Structured Documents #ffiZEBR(E. EFRDOHEEILXEDIFEMFKZE L HLT
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DEGEFRITTEEEXELTOLET,

1999 12, HL7V2x DA v t—CDIva—T 4 5 IL—ILE LT XML %2{#
ATHZLEEEL, V240 XML Toa—FT 4 U5 IL—ILARES A, 2001 &
[ICANSI DA E[/E LT, 2000F 9 AICIE. CDAYIJ—X 1 (BBRXEDXKH
DXML7—F%TIFvDER) ZHAELFE LTz, CDA OEHIZIE DTD NEFHL
XMLOI>aA—F 4 25 IL—ILIZEDZE RIM & Vocabulary #FHLTWVET,
2005 F 1 AICIE, CDA YY) —RX2htEShFE L,

HL7 V3DRHDY Y —RIEXMLOI>aA—F 4 T IL—ILDIHIMEREINT
WEJ,

4) FAytE—IXRMMTE
(1) Version3.0
V3IE. HL7 L LTEEREKRZE >TVET, V2x V) —X A vt—T1E£EL<
DERIH L TCRRIZBEA-OLLBASAERICEBLTVWET, LML, &
NoEDAYtE—DFELET ST PRy ZBLT. T—2D—&ELIEa—»HLT
DEEL MOT—2 LOBEFRLEF LT EALAO—XIIHIGT 2HEREERL.
HEELEZARMNLATZ Y TO7TO0—FH# LTVWET, TDHEELRAMEZIREL
ZTOERRELEDBECEBREAV I —DEED-OOSVEEEZHF >TULETH.
MEEEL M THDICLOREEESOL. LA T a UlgEEERALTY
BAVA—T A REEET HE=HIZ. MaUYDBEANBETLT:,
ZTOLES>BEERZRMRT S8, HL7 O A 2/N0E, 1994 F(Z IEEE
P1157(MEDIX)Z&%. CEN/TC251 L ED Y —REHEIT, V3 ORAFKIZEFL.
1997 £ 1 BIZIZF HL7 V3 A v E2—CBFE 7 L—LT—%2 (Message Development
Framework: MDF)Z#&X L E L1z, MDF [EETILICE DW= A v E—CHEF
ETY, MDF OffilE. 77y MERRARAERICB T LI —RT—XET
L. 1&H,RE 7 )L (information model). RUYA 25U 3> - ETIICEDNTL
FY. V3 (I, ERETHIETILORERMEE, ETILEAVTREZFRRT 570
DHERBFRTT,

(2) Version2.9

HL7 V2x . REERRBEOEFT—AXRBO-HOT T /r— 37O b0
LDA Y E—ORBOBETT, REEETXBINSIT DI RTLET—4
REPFEL L TEERATRVER LEZESINTWVSEETY, HL7 V2.5 [ 2008 £
ISO BELGYFELz, V2 FIEKFERASA TSz, HL7 V3 ¥ CDA & U
FHIR ORFEMNITHON-ELTH, BITMEANILRT T A v E— D TRARGEE
#R2-LFET,
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LTI, 2019 FITY ) —RENF-V2.9DEILITTY,
1 & : Introduction [ L®HIZ ~ HL7 OBE
2F :Control A hA—J)L ~ AvE—DDESE

2AFE : Control 2> kA—)L ~ T—42H

2BE : Control A FA—)L ~ VT4 —T R (GESH)

2CE : Controla> kA—)L ~ HR¥xyxIT51)— (FHE
3 & : Patient Administration BEEE ~ AR, BE. GREES L UVEEERNFER
4% : Order Entry 7—4 TV h)—~ WNE, BE. BRE. HERK. BOLOA—%

4A E : Order Entry #7—# T 1) —~ WA, E5. BB, D9 F 04 —4
5F : Query 7 IT)— ~fL\Eaht IL—IL
6 E : Financial Management B E18 ~ BEXIFEHE
7E : Observation Reporting S#iR#E ~ BEHKRLGLEDLKR— A vE—D
8 E : Master Files YTRA—T74AI)L ~ 7TV 5r—3 VIR I—T 74 )LDE(E
9 & : Medical Records/Information Management (Document Management)

ERLF/EREE ~ F¥a AV MEEY—EX
10 & : Scheduling A7 ¥a—1) vy ~ RFTa—)U")V—RDHBRELH L UVFH
11 & : Patient Referral BFRBN ~ T34/ UT 70BN A vE—D
12 & : Patient Care BE&ED 77 ~ REIEROEERL R
13 & : Clinical Laboratory Automation S7/RA— kA —> 3> ~ BREREH#ZIOD
HEnt
14 & : Application Management 7 75— 3 VEE ~ 77U H5—2 3 Ul
15 & : Personnel Management ABEIE ~ X4 v JDEEHI
16 & : Claims and Reimbursement &8FiEK ~ RIRFRHFAXE
17 & : Materials Management ¥MEE ~ ¥RKEMREHE

5) The Clinical Document Architecture (CDA)

CDA (ERIRELER7—F T2 Fv) &, LIFTIE PRA (?‘)ﬁ%ﬂﬁ'}’—#?? F¥) &L
THLONTW-BEDRREREN EARESCRDO-ODBAXERBETILERM
L. EEEXRICEFERLROERZRELFET,

XML #{EA L RIM & U Vocabulary #EFRAT 5 & T, CDA F¥a Ay bET
D) —=FAIVTEDODEA—T V) —FITNEEFRFFa AV FERELET, CDA
FFaty MIRAELGEREZREAEL. EFHIZTOWMLE<CLELSZ VO T, xERDHE
HERMZRMIDSIZENTEET, £, CDA FFa AU MMI XML Z#FEHALTE
RETBHIENTELNDT Web TS0 OERERLGCEDENMILT T r—2 3 I
HRWTWVET, CDA (L, 2008 FISO#ZE#E LY FE LT,

2012 FEMNEZLDCDATUTL— b EEH— LTHERT H78HIZ 45 CFR Part
170 — Health Information Technology MZEKIZ & Y) Consolidated CDA (C-CDA) &

69



LTEREDONTUVET,

6) Clinical Context Management (CCOW)  Versionl.6

CCOW(aA U THRX FEMEBIE. A—UHNEHEI 7 IIVT—2 3 D OHMENBHIC
TEDHLIICT B MG T —EARBOREDT—V 70— %HTT SERIEE
T, CCOW (X, BBRA—YDNERD R TLEZFRTSEE,. TNETNORA T4
TRA—HF—A V3 —Txz—REN LT EROBI LT T) r—> 3 e EfE#HE
T EHIZODIZETT,

7) The Arden Syntax for Medical Logic Systems V2.10

Arden Syntax [FEEMBOTERLERE - BHAZEMNELZV VP YIRTT, TD
FEsIEE <. 1989 £IZ Columbia-Presbyterian Medical Center Arden Homestead
retreat TRAFEMIEE Y F LT, Arden DAFIFFENTONTIIBRTICHEL TLET,
Arden Syntax DD KERS L. LDS Hospital (Salt Lake City, Utah)® HELP & .
Regenstrief Institute for Health Care (Indianapolis, Indiana)® Regenstrief Medical
Record System TEAINTW-ERZZEIZEESINFE LT,

Arden Syntax D45, EEMEZ AT 5012, GEEATRRINE=ED 2
—JL Medical Logic ModuleMLM)DEEZAWVWSRICHY F9, #HICEAIL. HRE
B (LERER X CREBAIRE R R ICHIBE SN TUOET, MLM [ZIE, BE—DERBREEZT
BDICHRLHEL., REZHET AOICBELRT—IOREAENEHTEET,
Fro. SOXIGHBOREZ(TTIEGEL ., /ERE - BREOMMOHBE Y —X~DY) VY
B E, HBEEBITL-HOERRFRLEHTEET ., EEKSZEN Arden Syntax
ZEOTECITMLM KT 5 ENTE MRS MLM [ ZOERRICRI - -&E
BREXBEVATLTESCICERATESSLEZRBELTLEY,

V210 &, BBRE., 7Ly ST o7, EBBREN, TT7TOELREMHZRL
SHEL-ODERKRFIEEZIE (CDS) Y a—L 3 VDREICHERATE S, BRRMBEKRE
DI=HDT+—< ) ALDTZH/N— 3 > TT, Arden Syntax [, CDS X TLD
MBA—REERT HEOICFERAIN, BEET—FLAEDLINL L. BETTEX
ETH-ODBEEED CDS A V23— AU aVvEERTEHIENTEET, V2.9
29 5V2.10 DELEEMIX. Arden Syntax DT=HDIMEBM % XML RIFEZEC
C&ETY, hlE XML OFERICEY. RITARGHMBES 1 —/LOEEEZEH D
HODI VA RFIIA—OITAREVNSY—ILORAENERIZHE Y. Arden
DFF - £EREOILERZREL. TOFRAUZEZEDLIENTESLZHTT,

8) Electric Health Record Functional Model, Release 2
HL7 EHR #8EET/LIE,. EFERELHE R TL (EHRs) O#EDY 77 LR
AFERBLET, COBED—BIX. BHOATLOMEZ—ELZRETL—Y
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DERAMNLBEIECLERELG E, R/NROBREENFHASATLVET, 2D EHRs
DETILHEETO I 74 )LOERZE L TOUAECHREDIZEL S HEEDRBAZ RO,
BEZ ON-RECHRATREL AT LABEOXBOEENATREICEY £, BAMGE TS
A7 7AIVERZAGRENREI L. HLT OERRBEZITERLET .
3 DDA T3 —. Direct Care. Supportive, Information Infrastructure A& Y .
140 HEH OBREICDOVTER SN TLET,
BEY HIRERIE L LT,
HL7 EHR Behavioral Health Functional Profile, Release 1 ({TEN{ZE{#)
HL7 EHR Child Health Functional Profile (CHFP), Release 1 (/MNRERE)
HL7 EHR Clinical Research Functional Profile (CRFP), Release 1 (G&E&)
HL7 EHR Records Management and Evidentiary Support Functional Model,
Releasel (GEMLZE D ZEERERE)

HL7 EHR System Long Term Care Functional Profile, Release 1 - US Realm (&
ERAR)

HL7 EHR-S Vital Records Functional Profile, Release 1 - US Realm (/N4 #JLEE
%)

PHR-S FM Personal Health Record System Functional Model (PHR-S FM)

(BEAEERR) MNEFESATHET,

9) FHIR (Fast Healthcare Interoperability Resources)

FHIR [¥. EREO-OOHEEERAGHHER LARICERZRHT S HL7 [TL > THERK
SNFERERFEDOTIL—LT—YTY, FHIR (&, fire (K) ERLEET (774
T1 EFEAHFET,

FHIR &, HL7D/\—23 > 2 DL /N—2 32 3 &£ CDARE RS A VDRFD
HEEZFRLE L Web 4Z# (Restful. HTTP) ZFRALET,

FHIR @®VYa—2aviE, TYVY—R] EFENDED2AS—avR—3r Dt
v kA LEREh, ) Y—XR(E, BEICEFEOERENCREHAOERE S UVEEL
DEEERRRT DI-ODEERATLEBETEET,

BHEET7T IV, V3V FBE. KFHEANILRT7T70/N48—TEHR X—X®
T—AHEB, Y—N\BELGLLELEZHLGRRTERTIOITELTLET,

HL7 TIX. §FETHIZE V2. CDA # FHIR THATES & SICTvEV T 7L
BITaLB<T5-O0AEDEFAZTITO>TVET,

Ffz. 2019 FERFEKE LT FHIRRAMN Y —XREINFE LTz, CDS LDEEDLK
ET—HDEEMEZRELEISELTEY., FDA. CDC. NIH, DoD. VAH ZED
KEEDREEIL, SEITFLHETHEAZHELTWET, 20224F 5 AIC))—X &
- RAB Am#F/N—23 0T,

2018 £ 1Z FHIR B4 & LT FHIR OBA 2 XIET 2HBNRIINFE LT,
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4. 1. 6 HL7O/NEREARE DEE

HL7 &, 2R 2F02 0B ERXICHBLTEY .. B/E. UTORKEERXE
WMEZEFHATLET,

American Dental Association (ADA)

American Hospital Association (AHA)

American Medical Informatics Association (AMIA)

America's Health Insurance Plans (AHIP)

American Society for Testing Materials (ASTM)

CEN/TC251 (European Committee for Standardization)

Council for Affordable Quality Healthcare, Inc. (CAQH)

Clinical Data Interchange Standards Consortium (CDISC)

Digital Imaging and Communication in Medicine (DICOM)

eHealth Initiative, Inc. (eHI)

GS1

Health Information Management Systems Society (HIMSS)

Integrating the Healthcare Enterprise International, Inc. THE)

International Conference on Harmonization (ICH)

International Organization for Standardization (ISO)

Logica Health (Formerly HSPC)

National Council for Prescription Drug Program (NCPDP)

OASIS

Object Management Group (OMG)

Observational Health Data Sciences and Informatics (OHDSI)

Pharmaceutical Users Software Exchange (PhUSE)

Regenstrief/Logical Observation Identifiers Names and Codes (LOINC)

Smart Open Services for European Patients (epSOS)—European eHealth Project

SNOMED International

The Sequoia Project

TransCelerate

UDAP.org

Web3D Consortium

Workgroup for Electronic Data Interchange (WEDI)
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4. 1. 7 HL7® ANSI 51§
LUT®OHLT QREN ANSI K LG >TVET,
ANSI
IR R TR ]
A2 H
1 HL7 Version 2: XML Encoding Rules, Release 2 12/5/2022
HL7 Version 3 Implementation Guide: Context-Aware Knowledge
2 | Retrieval (Infobutton) Service-Oriented Architecture Implementation | 12/5/2022
Guide, Release 1
HL7 Version 3 Standard: Registries; Real Time Location Tracking,
3 11/18/2022
Release 1
HL7 Version 3 Standard: Transport Specification - ebXML Using eb
4 11/10/2022
MS2.0. Release 1
HL7 Version V3 GELLO Implementation Guide: Clinical Decision
5 L 11/10/2022
Support, Model Definition Language for GELLO, Release 1
HL7 Version 3 Standard: Representation of the Health Quality
6 9/29/2022
Measures Format (eMeasure), Release 1
HL7 Version 3 Domain Analysis Model: Diet and Nutrition Orders,
7 8/2/2022
Release 2
8 HL7 Version 3 Standard: Transmission Infrastructure, Release 2 8/2/2022
HL7 Version 3 Standard: GELLO; A Common Expression
9 3/24/2022
Language, Release 2
HL7 EHR-System Pharmacist/Pharmacy Provider Functional
10 . 3/15/2022
Profile, Release 1 - US Realm
11 HL7 FHIR® Implementation Guide: FHIR Shorthand, Release 2 2/11/2022
12 HL7 Version 3 Standard: Common Terminology Services, Release 2 | 1/18/2022
HL7 Version 3 Standard: Privacy, Access and Security Services
13 12/16/2021
(PASS) Access Control, Release 1
14 HL7 Version 3 Standard: Reference Information Model, Release 7 12/10/2021
HL7 CDA® R2 Implementation Guide: Personal Healthcare
15 o 12/10/2021
Monitoring Reports, Release 1
16 HL7 CDA® R2 Implementation Guide: Privacy Consent Directives, 19/9/2091
Release 1
HL7 Version 3 Standard: Pharmacovigilance - Individual Case
17 | Safety Report, Part 2: Human Pharmaceutical Reporting | 12/9/2021

Requirements for ICSR, R2
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HL7 Version 3 Standard: Pharmacovigilance - Individual Case

18 | Safety Report, Part 1: The Framework for Adverse Event Reporting, | 12/9/2021
R2
HL7 EHRS-FM Release 2: Personal Health Record System
19 : 10/12/2021
Functional Model, Release 2
20 HL7 CDA® R2 Implementation Guide: Quality Reporting 9/13/2021
Document Architecture (QRDA III), Release 1 - US Realm
HL7 Version 3 Implementation Guide for CDA Release 2 - Level 3:
21 | Emergency Medical Services; Patient Care Report, Release 2 - US | 8/9/2021
Realm
HL7 Version 3 Standard: Healthcare (Security and Privacy) Access
22 8/9/2021
Control Catalog, Release 3
HL7 EHR System Long Term Care Functional Profile, Release 1 -
23 8/9/2021
US Realm
24 HL7 Privacy and Security Logical Data Model, Release 1 6/10/2021
HL7 CDA® R2 Implementation Guide: Healthcare Associated
25 . 12/1/2020
Infection Reports, Release 3 - US Realm
HL7 Cross-Paradi Specification: Clinical lity L ,
06 gm Specification inical Quality Language 19/1/2020
Release 1
HL7 Version 3 Standard: Refinement, Constraint and Localization
27 ) 12/1/2020
to Version 3 Messages, Release 2
HL7 EHR-System Electronic Nutrition Care Process Record
28 . ] 10/15/2020
System (ENCPRS) Functional Profile, Release 2
HL7 Version 2.6 Implementation Guide: Early Hearing Detection
29 10/1/2020
and Intervention (EHDI), Release 1
30 HL7 Version 2 Specification: Conformance, Release 1 9/18/2020
HL7 Version 2.6 Implementation Guide: Newborn Screening for
31| . 8/3/2020
Critical Congenital Heart Defects (CCHD), Release 1
HL7 Version 3 Standard: Privacy and Security Architecture
32 7/28/2020
Framework, Release 1
33 HL7 Version 3 Standard: Regulated Product Submission, Release 2 | 7/27/2020
HL7 Electronic Health Record System Functional Model, Release
34 6/30/2020

2.1
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HL7 Cross Paradigm Implementation Guide: UDI Pattern, Release

35 9 6/24/2020
HL7 Version 3 Standard: Implantable Device Cardiac - Follow-up
36 . 4/27/2020
Device Summary, Release 2
HL7 Version 3 Standard: Patient Administration; Person Registry,
37 4/27/2020
Release 1
38 HL7 Version 3 Standard: Shared Messages, Release 3 4/27/2020
HL7 EHRS-FM Release 2: Immunization Functional Profile,
39 3/17/2020
Release 1
40 HL7 Cross-Paradigm Specification: FHIRPath, Release 1 1/16/2020
41 HL7 Version 3 Standard: Laboratory; Result, Release 1 1/10/2020
49 HL7 ‘ Serv1cc.s-‘Awe.1re Interoperability Framework: Canonical 19/30/2019
Definition Specification, Release 2
43 HL7 Clinical Document Architecture, Release 2.1 12/6/2019
Health Level Standard Standard Version 2.9 - An Application
44 ] ) ] 12/6/2019
Protocol for Electronic Data Exchange in Healthcare Environments
HL7 Version 3 Implementation Guide: Data Segmentation for
45 i 9/13/2019
Privacy (DS4P), Release 1
46 HL7 Version 3 Standard: Transport Specification - MLLP, Release 2 | 9/6/2019
HL7 Version 3 Standard: Unified Communication Service
47 8/30/2019
Interface, Release 1 - US Realm
48 HL7 Version 3 Standard: Event Publish & Subscribe Service 8/30/2019
Interface, Release 1 - US Realm
HL7 Version 3 Implementation Guide: Context-Aware Knowledge
49 ] o 8/15/2019
Retrieval Application (Infobutton), Release 4
HL7 Version 3 Standard: Context-Aware Retrieval Application
50 | (Infobutton); Knowledge Request, Release 2 (revision of ANSI/HL7 | 8/12/2019
V3 INFOB, R1-2010)
51 HL7 FHIR R4 Terminology & Conformance, Release 1 8/9/2019
52 HL7 FHIR R4 Observation, Release 1 8/9/2019
Health Level Seven Arden Syntax for Medical Logic Systems,
53 . 8/1/2019
Version 2.10
54 HL7 Version 3 Standard: Clinical Statement Pattern, Release 1 8/1/2019
HL7 Version 3 Standard: Regulated Studies - Annotated ECG,
55 8/1/2019
Release 1
56 HL7 EHR Behavioral Health Functional Profile, Release 1 8/1/2019
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57 HL7 EHR Child Health Functional Profile, Release 1 8/1/2019
58 HL7 EHR Clinical Research Functional Profile, Release 1 8/1/2019
HL7 Version 3 Standard: XML Implementation Technology
59 | Specification - Wire Format Compatible Release 1 Data Types, | 7/31/2019
Release 1
HL7 Version 3 Standard: XML Implementation Technology
60 | Specification - V3 Structures for Wire Format Compatible Release 1 | 7/31/2019
Data Types, Release 1
61 HL7 Version 3 Standard: Pharmacy; Medication Order, Release 2 7/19/2019
HL7 Version 3 Standard: Retrieve, Locate, and Update Service
62 7/19/2019
(RLUS), Release 1
HL7 Version 3 Standard: Privacy, Access and Security Services;
63 i . ) 6/7/2019
Security Labeling Service, Release 1
64 HL7 Healthcare Privacy and Security Classification System, 6/7/2019
Release 1
65 HL7 Version 3 Standard: Patient Administration; Patient Registry, 6/7/2019
Release 1
66 HL7 Version 3 Standard: Scheduling, Release 2 6/7/2019
67 HL7 Version 3 Standard: Personnel Management, Release 1 6/7/2019
68 HL7 Version 3 Standard: Security and Privacy Ontology, Release 1 | 5/31/2019
69 HL7 Version 3 Standard: Identification Service (IS), Release 1 5/31/2019
HL7 Version 3 Standard: Pharmacy; Medication Dispense and
70 5/24/2019
Supply Event, Release 2
71 HL7 Version 3 Standard: Pharmacy; Medication CMET, Release 1 | 5/24/2019
72 HL7 Version 3 Standard: Pharmacy CMETs, Release 1 5/24/2019
73 HL7 FHIR® R4 Infrastructure, Release 1 3/22/2019
74 HL7 FHIR R4 Patient, Release 1 3/22/2019
75 HL7 Specification: Characteristics of a Value Set Definition, 3/1/9019
Release 1
HL7 Cross Paradigm Implementation Guide: UDI Pattern, Release
76 1 2/21/2019
HL7 CDA® R2 Implementation Guide: Trauma Registry Data
77 1/17/2019
Submission, Release 2 - US Realm
78 HL7 Version 3 Standard: Master File/Registry Infrastructure, 10/19/2018
Release 1
79 HL7 Version 3 Standard: Decision Support Services, Release 2 9/6/2018
HL7 Virtual Medical Record for Clinical Decision Support
80 9/6/2018

(vVMR-CDS) Logical Models, Release 2
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HL7 EHR-S Functional Profile: Meaningful Use 2015, Release 1 -

81 9/4/2018
US Realm
HL7 Version 3 Standard: Care Provision; Queries Care Record
82 ) 6/15/2018
Topic, Release 1
HL7 Version 3 Standard: Abstract Transport Specification, Release
83 ) 5/31/2018
HL7 Version 3 Standard: Care Provision; Assessment Scales,
84 5/24/2018
Release 1
HL7 Templates Standard: Specification and Use of Reusable
85 ) ) 5/8/2018
Information Constraint Templates, Release 1
36 HL7 Version 3 Standard: Care Provision; Care Transfer Topic, 5/8/2018
Release 1
HL7 Version 3 Standard: Care Provision; Care Record Topic,
87 4/20/2018
Release 1
88 HL7 Version 3 Standard: Care Provision Domain Information 4/20/2018
Model, Release 1
HL7 Version 3 Standard: XML Implementation Technology
89 o 4/20/2018
Specification - V3 Structures, Release 2
90 HL7 errsmn 3 Standard: XML Implementation Technology 4/20/2018
Specification R2; ISO-Harmonized Data Types, Release 1
91 HL7 Version 3 Standard: Immunization Messaging, Release 1 4/20/2018
HL7 Version 3 Standard: Common Product Model CMETs, Release
92 4 2/27/2018
93 HL7 Version 3 Standard: Structured Product Labeling, Release 8 2/27/2018
94 HL7 Version 3 Standard: Clinical Genomics; Pedigree, Release 1 8/24/2017
HL7 CDA® R2 Implementation Guide: Trauma Registry Data
/22/201
90 Submission, Release 1 - US Realm 8 016
96 HL7 Version 3 Standard: Structured Product Labeling, Release 7 4/28/2016
HL7 Version 3 Standard: Patient Administration CMETSs, Release
97 5 4/12/2016
98 HL7 Implemeriltatlon Gu}de for CDA® Release 2 - Level 3: 11/16/2015
Healthcare Associated Infection Reports, Release 2 - US Realm
99 Health Level Seven Standard Version 2.8.2 - An Application 9/4/2015
Protocol for Electronic Data Exchange in Healthcare Environments
100 HL7 Version 3 Standard: Clinical Document Architecture (CDA), 9/97/2015
Release 2
101 HL7 Version 3 Standard: Common Product Model, Release 1 9/5/2014
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Health Level Seven Standard Version 2.8.1 - An Application

102 8/27/2014
Protocol for Electronic Data Exchange in Healthcare Environments
HL7 Implementation Guide for CDA® Release 2 - Level 3
103 | Emergency Medical Services; Patient Care Report, Release 1 - US 6/27/2014
Realm
104 HL7 EHR-System Functional Model, Release 2 4/21/2014
105 Health Leyel Seven Standar‘d Version 2.8 - An‘Apphcatlon Protocol 9/91/2014
for Electronic Data Exchange in Healthcare Environments
HL7 Implementation Guide for CDA® Release 2 - Level 3:
106 ) ] 8/9/2013
Healthcare Associated Infection Reports, Release 1 - US Realm
107 HL7 Version 3 Standard: Reference Information Model, Release 6 8/6/2013
HL7 Version 3 Standard: Infrastructure Management; Control Act,
108 o 4/24/2013
Query and Transmission, Release 1.1
Health Level Seven Arden Syntax for Medical Logic Systems,
109 ) 3/14/2013
Version 2.9
110 HL7 Version 3 Standard: Reference Information Model, Release 5 3/7/2013
111 HL7 EHR System Functional Model, Release 1.1 7/18/2012
119 Health Level Seven Standard Version 2.7.1 - An Application 7/9/2012
Protocol for Electronic Data Exchange in Healthcare Environments
113 HL7 Version 3 Standard: Reference Information Model, Release 4 4/23/2012
Health Level Seven Arden Syntax for Medical Logic Systems,
114 . 3/13/2012
Version 2.8
HL7 Version 3 Standard: Decision Support Service (DSS), Release
115 1 8/23/2011
116 HL7 Version 3 Standard: Reference Information Model, Release 3 4/1/2011
117 Health Leyel Seven Standar.d Version 2.7 - An.Apphcatlon Protocol 1/28/2011
for Electronic Data Exchange in Healthcare Environments
118 HL7 Version 3 Standard: Reference Information Model, Release 2 4/20/2010
119 HL? Yersmn 3 Standard: Role-based Access Control Healthcare 9/18/2010
Permission Catalog, Release 2
120 HL7 Version 2: XML Encoding Syntax, Release 1 2/18/2010
121 HL7 Version 3 Standard: Pharmacy: Medication Order, Release 1 9/10/2009
199 Hgalth Level Seven Arden Syntax for Medical Logic Systems, 12/10/2008
Version 2.7
193 ) HL7 Version 3 Standard: Transport Specification - eb XML, Release 7/3/2008
124 HL7 Version 3 Standard: Regulated Product Submission, Release 1 | 3/6/2008
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HL7 Version 3 Standard: Role-based Access Control Healthcare

125 o 2/20/2008
Permission Catalog, Release 1
196 Health Leyel Seven Standa]f"d Version 2.6 - An.Appllcatlon Protocol 10/12/2007
for Electronic Data Exchange in Healthcare Environments
Health Level Seven Arden Syntax for Medical Logic Systems,
127 . 5/30/2007
Version 2.6
Health Level Seven Standard Version 2.5.1 - An Application
128 . i i 2/21/2007
Protocol for Electronic Data Exchange in Healthcare Environments
129 HL7 EHR System Functional Model, Release 1 2/12/2007
HL7 Version 3 Standard: Implantable Device Cardiac - Follow-up
130 . 11/2/2006
Device Summary, Release 1
HL7 Version 3 Standard: XML Implementation Technology
131 . 9/26/2005
Specification - Structures, Release 1
132 HL7 Version 3 Standard: Shared Messages, Release 2 8/11/2005
133 HL7 Version 3 Standard: Individual Case Safety Report, Release 1 | 4/25/2005
134 He'alth Level Seven Arden Syntax for Medical Logic Systems, 4/95/2005
Version 2.5
135 HL7 Version 3 Standard: Common Terminology Services, Release 1 | 4/21/2005
136 HL7 Version 3 Standard: Infrastructure Management, Release 1 10/20/2004
137 HL7 Version 3 Standard: Shared Messages, Release 1 4/15/2004
138 HL7 Version 3 Standard: Reference Information Model, Release 1 12/17/2003
139 HL7 Version 3 Standard: Scheduling, Release 1 12/17/2003
140 HL7 Vers1on 3 Standard: Refinement, Constraint, and Localization 10/9/2003
to Version 3 Messages, Release 1
141 Health Leyel Seven Standar.d Version 2.5 - An. application Protocol 6/26/2003
for Electronic Data Exchange in Healthcare Environments
142 HL7 Version 2: XML Encoding Syntax, Release 1 2/18/2003
143 He'alth Level Seven Arden Syntax for Medical Logic Systems, 19/16/2009
Version 2.1
144 ) HL7 Version 3 Standard: Clinical Document Architecture, Release 10/24/2000
Health Level Seven Standard Version 2.4 - An application Protocol
14 10/16/2
> for Electronic Data Exchange in Healthcare Environments 0716/2000
146 Hgalth Level Seven Arden Syntax for Medical Logic Systems, 7/96/1999
Version 2.0
147 Health Level Seven Standard Version 2.3.1 - An application 4/14/1999

Protocol for Electronic Data Exchange in Healthcare Environments
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148

Health Level Seven Standard Version 2.3 - An application Protocol
for Electronic Data Exchange in Healthcare Environments

5/13/1997

149

Health Level Seven Standard Version 2.2 - An application Protocol
for Electronic Data Exchange in Healthcare Environments

2/8/1996
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4. 1. 8 HL7®ISO 1+
LUT®OHLT QREMNISO HRIKELGEH>TLET,
No g =RD)
ISO/HL7 27931:2009 Data Exchange Standards -- Health Level
1 Seven Version 2.5 -- An application protocol for electronic data Jul-09
exchange in healthcare environments
0 ISO/HL7 16527:2016 Health informatics -- HL7 Personal Health Apr-16
Record System Functional Model, Release 1 (PHRS FM)
ISO/HL7 27953-2:2011 Health informatics -- Individual case safety
3 reports (ICSRs) in pharmacovigilance -- Part 2: Human Dec-11
pharmaceutical reporting requirements for ICSR
ISO/HL7 27953-1:2011 Health informatics -- Individual case safety
4 reports (ICSRs) in pharmacovigilance -- Part 1: Framework for adverse | Dec-11
event reporting
. ISO/HL7 10781:2015 Health Informatics -- HLL7 Electronic Health Aug-15
Records-System Functional Model, Release 2 (EHR FM)
6 ISO/HL7 27951:2009 Health informatics -- Common terminology Nov-09
services, release 1
. ISO/HL7 27932:2009 Data Exchange Standards -- HL7 Clinical Dec-09
Document Architecture, Release 2
ISO/HL7 21731:2014 Health informatics -- HLL7 version 3 --
s Reference information model -- Release 4 Sep-14
9 ISO/HL7 10781:2009 Electronic Health Record-System Functional Nov-09
Model, Release 1.1
10 ISO/HL7 21731:2006 Health informatics -- HLL7 version 3 -- Aug-06

Reference information model -- Release 1
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4. 2 DICOM

4. 2. 1 [FL®IC

DICOM & (& Digital Imaging and Communications in Medicine D& T, EFHE(E
BRECEBHLAT—2DBEZTI> T AXBANEEDTULET . EFBICIE, BEEIC
BIFEIFEIFLEBGREDEBZ T —F PREICVLE L SN LH1ER. BERORTICED
BT —RBEFEGLETIREOITBELEEINEGT AR, T—2K. A vtE—IHAL
AtE—ORBOLEALGELEEHTULAHRETT,

JAHIS % 2007 % 3 AIZ. DICOM & ZFF I 4 DICOM Standards Committee

(L. DICOM ZB#tZELEMER) DA /N NELTERICEZE SN E L=, DICOM
FELFERICEVTIE, () BRAERERIATLIEXSR (JIRA) A, ELrEZER
£ AHEKE L TEBINTULVET JIRA X DICOM ZELZESDRIETHY £9.
ACR-NEMA ZE=OBRMN o EREGEROFRELICED>TEE Lz, LOALEN
5. JIRADKEIREBRZHET IR VA —DIERXTHIBEN BN LMD, BT
REGBLUNDOERAEGKFR THOINRERECRE., BHOBRBERFLGCELEET HA
VA —H JIRA DERETIEHE K JAHIS DREIZHE>TWSEENHY FT, £ T,
JAHIS £ DICOM Z#LFEEKD A VNEL - -RENRHY FT,

EREREIFEEICEEORETLDRBFMTHY FTH. B, BEMITKEDORIK®
DNAEDHERGENTZLIEVIHERAHY . ZHELEFREICERGEREGoTULE
9, JAHIS [2HIT51Z2#4k(ZE > TIX. DICOM DEEZEILIITA FT—LHEFEETHY F
TH., BEOSBIIERFERCRATLIZE >TIEEL TEELBVEED—DTHY.
KERHICEEEBZRO A TLTORYFWVICEALLIEREZRMEIT LS LEEKRDH
52 LEEZFT, CITIE. DICOM & U DICOM BEEILZERDBMELRIADE
8. JAHIS #* DICOM O H TT2> TW S RREFEOHREER IR HFELFBZDL
THHRTSHIELELFET,

4. 2. 2 DICOM HEDHPE

DICOM ¢ HL7 ER#RIZA v —C DB TT—2 X MLFT HLT/N—U 3 0 2x
T, ATV R EDELIGA Y E—VEGETINEZED. BLRDA vE—PHAEIL
BEOEITAV OB EINET, A NMEIRBEZERTS TAT3)—1 %%
O, EICBETAVMEIT A —LFIZREEN, BT —ILFE—DD A yE—TH
BABDRNZENEDOR/MERERZIBLVET, DICOM TlE, A vE—CDEHRANBDE
BDEAIE HL7 EFEGY FFF, DICOM [FA TPy MEROT—42 XKL T.
BHROERTKBINIHAERERETHRA TPV FEHR (Information Object
Definition : IOD) EMFATWET, A vtE—IlE, KIS IOD ITHLTED K S
BUEBEZITR AT IHZEEASD [P—ERX (Service) |, RUZ®D MMEHA T
x4 FEZ (I0OD)] MOxt (Service Object Pair : SOP) THEEIhTWEY, —
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EXICIE. T—2DREE (STORE). T—42 DR (PRINT). T—4 D&% - BB
(QUERY & RETRIEVE) . 7 —% U X b T—42 O %K (WORKLIST
MANAGEMENT) Z EMNHY £ .I0D [FChEZEET I-HDOBUHEMSER SN,
EHEOBRIEIETIVICE>DTEREIATVET, 512, BHEE. BETIHLOMNT
LW—TIINTED2—ILEBRELTVET, ED21—LICITEE. BRE. REEE.
ERGEELHY . BROBMEIEZTHFTINT, EDa2—ILEERTDIT—IEFRID
BYMHEFET, K 11 [CERERF IO FOBRERLET, B 11 ITRT LSS
DICOM Tl&., BHRERIZHIG LE=ED 2 —ILAHY . EHROEKREIERER CTHIE
BMICEERTEDLSICLTVET, fIZIE. BEITKRA. £FEAB. AT, A, B
EREBEEBUHELTH>TVET., ChLGICERMNLEEFRET S LITL- T,
BEDEANEEZEYVET., COLSIZIOD [CHEDEEXHRTE LEKMICESESN-E
BlE, A VREVREFUET,

(R ESEN €23 Bt

BEHEZRES1—IL

1BHRER : [BIRA TS0 hMOFMRERDIREHFRDEAE
BEICHTHUT, CCICRSNTVBEDIRED 1—ILHY
ST EICEKDT—DODORBERENBR NS,

B 11.E&RERAT T FDEAL

BH. EERBERORBTIE. HL7 T3 L. Web 2% (Restful. HTTP) ZFAT %
MEZERAMRE FHIR AR SN TULET A, DICOM T—2 DOKMEIZHELTH, Web
ZHAFAT 5 DICOMWeb ARE SN TUVET, Thik, MEHREEFAND L R T L+d
ENAIVIRKRGEEMN S DICOM T—2DFATHILEZBELTHESINIZEDTY,
T—ADHRE (STORE)., T—2 D#EE - B (QUERY & RETRIEVE), 7—%2 1J X
FTF—42 DO %E (WORKLIST MANAGEMENT) HEMDEL< D &M, BIC
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DICOMWeb TRIEAAELTE D> TLVET,
DICOM [ZH T AFEDFEICDWNTIE, 4. 2. 5TEEDTHIRT A ELELE
ERS

4. 2. 3 DICOMREIIEDLSIZEHLNATLSH

TIX.CD & 57 DICOMBRBIFED LS ICHAFEENATLNSDTL & 55 ,DICOM
(. DICOM BE£{LZERRTOXR 2 ITRTEEHE (WG) 12X > TEARMICIIFAFR
ENTLET, R2ICSTFTEIIZE WG IZIEEMLIBAH - T, TOEMLIFICHE
B ZRFELET, & AIE. WG-13 (FAIfRAEEZZR S EREBOSBHNEMT
T, COEILERHFIZIE. NBRERE. BFE. KERLZEOEEAHYET., CONEH
TlE. RRFOEHELGCEZRAVET A, BRIETVAASOTOZILAASTRIFS
NET, 745, BEZETCHI—EGEIRESA. EEFERE LTOEREZED &
SIZA Ty FELTHESNE WG-13 [FREFLTWET, RIETIE, 2020 £,
- 2DOOWEHAERELTWET, W-G33 (X, PACSHEXRBEIZFAILIRT L
ZHIDAVATLIZETARBICOVWTEMRL T, REGHRBIEZITO 2 &0 WG-34
FABEEBZRICEAT AREILEEZEMELTVET,

DSC - DICOM Standard Committee

WG-01 Cardiac and Vascular Information WG-18 Clinical Trials and Research

WG-02 Projection Radiography and Angiography WG-19 Dermatology

WG-03 Nuclear Medicine WG-20 Integration of Imaging and Information Systems
WG-04 Compression WG-21 Computed Tomography

WG-05 Exchange Media WG-22 Dentistry

WG-06 Base Standard WG-23 Attificial Intelligence/Application Hosting
WG-07 Radiotherapy WG-24 DICOM in Surgery

WG-08 Structured Reporting and Common Data Elements WG-25 Veterinary Medicine

WG-09 Ophthalmology WG-26 Pathology

WG-10 Strategic Advisory WG-27 Web Services for DICOM

WG-11 Display Function Standard WG-28 Physics

WG-12 Ultrasound WG-29 Education, Communication, and Outreach
WG-13 Visible Light WG-30 Small Animal Imaging

WG-14 Security WG-31 Conformance

WG-15 Mammography and CAD WG-32 Neurophysiology Data

WG-16 Magnetic Resonance WG-33 Data Archive and Management

WG-17 3D WG-34 Photoacoustic

%+ 2. DICOM Standards Committee E FDIT—F 55 IL—TEFDEMLE

WG D55 WG-06 & WG-10 [FHD WG G Y1 =—V By arveaEHFE->TL
F9, WG-06 [&. DICOM £ADIKIEE L TOTHEDLESHZHIFTLIILITXL
TEREH->TLWET ., & WG HBRT HREIE WG-06 ITEWVWTERBIA G FNIE—
BRICABRLTaAAYFZDL LS L. RIBELTRITISCLELRDONFERA,
JAHIS TIIZELEEBROTICERNEZELCZESAHY .. JAHIS HEAHKT SR
HLTERECLCEAEICEEZE >TUVWET A, WG-06 (& DICOM Standards
Committee [TEWTJAHISODEINZEELZERLRBRDFELEADCENTEEY,
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H O VWO ~NOUPk, WNRE

o

Tz, D WG A AN—LGEWRBFOREHAFELIToTLET . —A. WG-10 [F5E&
ED &S FHELE DICOM (FITo T RENZEER L. HIEZFELTHS DICOM
Standards Committee IZIRE T A5 &EEIZHF>TWLWET, £, ISO/TC215 WG2

(International Organization for Standardization Technical Committee 215 (Health
Informatics)) (WG2 (& Data Interchange H%#BY) & &R CIZERKREITORD.
DICOM HlOZEAO+HD2EHFET, cNFETIZ DICOM {ZEDE2KZE ISO DSHBIZLEL
T5ILE WeblZkDDICOMA TPy hESHRT 5K TH S WADO (Web Access
to DICOM Objects) BRUZDHEER TdH S WADO via Web Services Z 1SO & R
ELTULETD,

DICOM DEEREDOFHRETL L THEHANLGIONHY FT . ThIETMHE

(Supplement) & 2IFiRZE (Correction Proposal) &EWSHIETY, 2023 F£IRED
DICOM FR#EEF LA T 22 o (8 9 M EE 13 od. BEET HREHMNREF A
SINBZEDNLGNHRK), 7,000 R—DEBASBREGHRE LG >TVET,

CHDETE—IOHBECEMTHRT 52 EITBANZNEWVWZSTLELEI, EI T,

BFORBEOHD THRICHREOCEBEDLENELIGE. HEHDIVITREREIZEK
STHERORFNTESLSICHE S TLFET EAEFHLLWES) ToHBHFK I,
ZTDEBREHZR S =OITHBOILFTELDBEIZE T2 LET, SO LS BHEEFTNHK
Z5&EJIZI0OD ZEETH2HMEZHAELET., —A. BERER. RRELZiTELRY
LERIZCK ST OO DEEZFAMLIZY  EEL-VTARENHILE., DD
K—HIEBENDEIZESIGEREICLEDFHMETT, FEIL. FREBRELLT
DICOM Standards Committee TEFMNERBEINGTNE LY FH A, EXEBFFRIC
BHICHEIL TEDIVENELDGENHY FIHMN., CDKL5%EHEEE. DICOM
Standards Committee Z@EE 9. WG-6 TEHBDHEIZHITHIIEEZRELET, B
FREE. BREZLELRERLE-BNHETHIRETE. WG-06 ITEVWTREDEH MM
RO BEFTEET, COKSHFIEICKY . DICOM ORSFIENEYDRE
—FTThnTE Y., BE. FIT50E, REEOWETRARITEIATVET,

Introduction and Overview 12 Media Formats and Physical Media for Media Interchange
Conformance 13 <none>

Information Object Definitions 14 Grayscale Standard Display Function

Service Class Specifications 15 Security and System Management Profiles

Data Structures and Encoding 16 Content Mapping Resource

Data Dictionary 17 Explanatory Information

Message Exchange 18 Web Services

Network Communication Support for Message Exchange 19 Application Hosting

<none> 20 Imaging Reports using HL7 Clinical Document Architecture
Media Storage and File Format for Media Interchange 21 Transformations between DICOM and other Representations
Media Storage Application Profiles 22 Real-Time Communication

& 3. DICOM HRBEXENEEL
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4. 2. 4 JAHIS ® DICOM IZ&+5FE
JAHIS (&, DICOM @ 5 H5MEGHRUN DERRERERFTHLH. REAHRKRE. HE

BEEDAHTEBZIT>TVET . choDRFIE 2004 F(< JAHIS NEFEREH
b IERFHMUATLICEITAHEERAMORIIEXR] 2ZELEErFEFLTY
EE I

JAHIS TlE, RRBRIHFORFZERATLAHERE VAT LEERAREERM
VATLEMZESRT. RESFOREZR L RE - BRMERMMAL X T LEMEES
KTITo>TWET, F£71= 2013 F(ZI&, JAHIS AIZ DICOM WG A% ZE L. DICOM (<
BET OFBEMYFTLEHTNET,

1) ARE

DICOM Z#LEZEE=D WG-13 TIEX. NAFAOEMIEFT ORI EZROCBERED
EZEEEATHONTULVET, JAHIS TIXZIHE OF#HNO—IRE L TRAREEREDT—9 7
A—%TF&IHETHMREEZHMIBL. WGIZSMLTWET,

EE X 4K/8K H 5 WM 3D L EEEEL. SEMIEDOEMAES L. WRFEFMAO
3D RBREFMICEVWTERSINTULET A, WG TIEIARBEFHEETOI—R—
REZTDBELITHEHREFZE/TL. 2015 FIZ MPEG-4 AVC/H.264 (3D Video Coding
EL)DENET—4 . 2016 &F£(Z HEVC/H.265 DEET—4 % DICOM TR A B L 5
BEEBRLE Lz £ REEO/NA F LA EMP DRk A IR 1ER Z % & B ICERE (B2
18) LozfRiM 5 DFMADEEHEL. AR Y MI&IERFETOI—RT—X,
HEWVEETOERE—REREETEDIA VTV IV M FHEO=Z—IM 5,
2019 2 Real Time Video DffIEZFAFE L TLVET, JAHIS I 5 LI-&REICES
L. BfiiMICE£E8 - HHZELTUVET,

CORFERF L TLWDIRBHERFL X T LEMEZERTIE, DICOM THIE Eh =
RNRBEOEBROCBEICEAT SREOERETRET N REAL LT IAMKRE DICOM
ERT—2881 ZHTLTOET,

2) fREE

DICOM Z2#{LEEED WG-26 TIREBEGBEEDIZEENTHONTLET,

2017 FLAE(E, 2009 FICHE S L THFE SNz WSI (Whole Slide Images) 124
IELIEzaR I3V VEBTRETOTEVAML—2a v DEHEATHEL. T2 THER
ENF-HREELEOREICTOVTRH L. REREICESTIv a7y FJICRYBATL
FY. Tl WSIDERE AT RRAFRIEMN G, 2021 FIZ(E, WST IS LT AT
KYERLET/ T—2avER5-OOMEEZRFLTVET,

CORHERFE LTV LHRE - FRRHMIREM D AT LEMEZEESR T, DICOM THl
E S NT-FEMEEEE. WSI (Whole Slide Images) BT 2BDERFRET L,
fERA L LT R - BRRHERE DICOM BB T— 2R #HITLTLET,
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4. 2. 5 DICOM Standards Committee D ExITDEE)

DICOM [, HEZHAFKEIT A &ICKY., FILWVRALBES ) T4 BEROZOMT—
AR A D & D RBIERNMTHONTNET . F 4 (X, Bl 3 F/HIC DICOM BRig L%
DEHEEDVRANERYFET,

FLOWEFY T LTI BREEZOKRLALEREET—4. KEQERCRY OK
ENBRFREDERICERAINSIFI—ERIE—EBOREHAITHONE Lz, £-. &
MAAVTS VM OAIBLHEEEA D ETILT—42 £ LT, STL IZ#iE., BIFR®
FMEREHRA S OBI ITHIELELT=,

€k D DICOM RT D ##HA TIEXIE L ENG L CREEE. L LR, #Tl
WEERZD=6HIC, MSHHRERBEDFERZ SEMICHERT 53D E LT 2007 FITHKEE
DIFFE -5 2 X DICOM MHHRAEEIL. ZHOMHEICHBISNBELLERBEINT
ETCVEY, 2EMNICE2EHAADBITZEETLOTEHGL . F2HARICTRESN
ERHEE 1 #HRAORYRAL I LT LTITONTLET,

FRARGEGRE - BITOBRBEICERAIN S DICOM #E{k LR— FEETIE. &
BFRISAMIS74—% MR HILREGBEADT T L— bAFICHAEShE
Lfzo Flz. BEHRELAR—FTIE, IVE—LCTORESVEVRADTY I L—
FABEFRE SN TULNET,

BES. YA N\—tFXFa1 )T DEENZLLGEH>TULETHA, DICOMIZTEWTHEF
AT AIZDOWTERMNERIEL TLWET BIEEDESEHIT& L T, TLS (Transport
Layer Security) &Y. JWE. TORFF/N\—2 3 VI TLS 1.3. TLS 1.2 LA EAHEE
ENTVWET ., CHITHET S DICOMDEFa ) T4 TAT 74 ILH 2022 FERIZH
EEINFEL, COFHBCIE. X2 T+ ZESNJIRA LEELTXELEL .

DICOM RIS G SR, REACHNBEDHFRERE LT, DICOM BEEE
£ (DICOM Conformance Statement) Z{ERLETH. ST TL— b 5FL
FOB®EERT, 2022 ERICHESNFE LIz, SRFETOTUTL— ME, BEXE
ARICDOVWTRE T SH3DTLEA., HILWLWT T L— k&, DICOM HREDQ R & H R
— kL. fAZHR—FLTOERLDL., T a0 EOREICEE TSI T TL—RE
BoTWET, §&. ERRAF. COHFTUTL— LD DICOM BEEEE~DH
TEEH TV RELHY FET,
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#1E No, 24 ~IL

2020

Supl176 Second Generation Radiotherapy — Tomotherapeutic and Robotic-Arm
Treatment Modalities

Sup199 Second Generation Radiotherapy — RT Radiation Records

Sup208 DICOM Encapsulation of OBJ Models for 3D Manufacturing and Virtual
Reality

Sup217 Neurophysiology Waveforms

Sup221 Dermoscopy

2021

Sup160 Second Generation Radiotherapy - Patient Setup and Delivery Instruction

Sup212 XA Protocol Storage

Sup214 Enhanced X-Ray Radiation Dose SR (including Cone-beam CT)

Sup220 Prostate MRI Structured Reporting

Sup222 Microscopy Bulk Simple Annotations Storage SOP Class

2022

Sup209 Revision of the DICOM Conformance Statement

Sup213 Second Generation Radiotherapy - Enhanced RT Image and RT Patient

Position Acquisition Instruction

Sup223 Repository Query, Inventory IOD, and Related Services

Sup225 Multi-Fragment Video Transfer Syntax

Sup227 Ultrasound Shear Wave Elastography Structured Report

F 4. Eif 3 FMEI(C DICOM FRIEICAE - =&

88




4. 3 IHE

4. 3. 1 E=x

IHE (Integrating the Healthcare Enterprise) D;EEIE 1998 &£ (27 A 1) 7 T.RSNA

(Radiological Society of North America. JtAKBME#EF¥R) & HIMSS (Health
Information Management and Systems Society, (REEEFEREER VXA T LRSS
NHEET IR THIESNE Lz, TV IFITRKENRKE T AITHT 1998 £ 10 AIZFT
HbnTULED,

THE ;EEhABI8 S h B LUaTH b EREROIZE L L THL7 & DICOM [FFELTL
FlLtzo LML, HEELTETOREELHOIN=HIZ, DATLAREN LD
FHELZBRMUERET HITH->T, HBEICFELEZY ., —EELARIMLTUWMVY., =B
DHREZEZHFBLRAATV Y LT VRATLERSICHRICERT A EARBETH LK
RIZHYFELF, £ZTIHE TlE, HL7 & DICOM # ED & 5 I#EA T NIXERIZER
KROBISTRE G .HEERAMOH LI VAT LIZE > THENLE VAT LEBENTTEE
LadhE. REAARELTD IFI9=ZANLITL—LT—Y ) TRTZEFBELE
Lz B 1B ELTTEDBD 2TV AL T L—LT—V EHEHERETHMAD LD T,
SDTIZANLTL—LT—VIZH > TEEINEVRTLIZEL SEREDTED.
1999 £ 11 A®D RSNA OERKZRIZEVWTITHONTWET, DT ETIIERDELR
REESREL. TNTNEEOERLGLIBENRRELZFHMLIZEVWSERET. BEOET
[CHEWNVEERNED LS IV RTLEZRNFIAEIN SN ERLELT

TOZALITL—LT—VF, BBRRORRAGBETCORTLNET D V- )F) &
LTRdBEhFzET, CZTLS NFEI LF. MFARBREDIGE. BEOREDZEE
EDELSITHERN AT LEZRN SN EN BEICEFN G CBBZEVWTEELE
THAIMNBHLEGEICEROEERHEZEDLIICRONFZEELZEDLELGST
WET, BADEEEZRATLDET ST VAELTEEDH-L D%, IHE T T#
ETOT7AIL] EMLET, TUVZALIL—LIT—VEFHEETOI7A4IL%E, THB
Fi1 %888 (TRAA 2] EFENTVEY) SEITEFEDEXELL>TVET,

LBSHRREMICS TS HEELERMOBEERN S1aHT- THE T A, RETIL.
B (FAA ) ELTIE, BRKEEE. IRFEERF. AIRIFEBFT. MRESTHRIGEERF.
IR - ERERHREERFT. MRERERFT. WREBF. NATMLEEICENY . £RER. R
BHTEL ZERERFAOERZRMET S ITI (T Infrastructure) . EEHERBER DR
BHETUOWREBLEEZSED-OICIERIXEF1TS PCC (Patient Care Coordination) .
Ry FHA REZFLGEDEBORLABERTNNA REEFALTLEDREEEZKRD
Devices. BEREVEEMRDT—2WMF4H L %K S QRPH (Quality, Research and
Public Health) 1279 =ALTL—LT—UHRABEIATLET,

NODXEL, HIBERDZE T, BEZERAL CTHREREBEZXETLIERCRT
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LB THERRBE LINITOIMFTERLIZEDEL>TVWET, TOEKT IHE OTF
JZANTUL—LT—YIFEZEERKETEHY FH A, THE [FBELLEBIELED
TIEHEWLDTY, THE OFEHEIEXITER-LSICORTLBOBEICEAHSEEHA
FT&H>T. HL7 *> DICOM L EDBERMVELNIERAT HNERT ZLITEST
L TWET, /-, IHE TEEEHA FTHEITI AL I L—LT—OHBEFR
FTRDESITVARTLNBEINTVWSENETR TSIy 42 Y > (Connect-a-thon) |
EMTBHDARVEEAHEL, " EOEH THEEMORIIZTVEYS, TLUTHRIELZY
RATALIZODVWTC. ZDVRTLNBERAINDG TOT 74 ILE LB ICHRIERERLET,
AR Y UTEGHENRIISNEVATLAIZDVWTIE RUE—FFD AT LD
BEEEZARLIZY. 2021 EAMALBRIZBVWTIE MaRxv3 Y o—)L) Z8EP
LERKRIERLEYT A ENTEEFST  MEEEELIRIZ VY U I—ILIZES T,
ERRGETOIVRATLAOFAECEGHEFLADIVATLOREE . BLOHIHE
TAT7ANICEVWTEHERN S —DVRATLLNEEERAMEFRIELTLWSINENE
MBZENTEFET,

4. 3. 2 IHE O:EE

[HE [FERFRHGHEB T, TOERFEMGHEBZ IHE International & W\VET, &
AKDEEEEEITO DN Board TY, Board D FIZ, EFFEE (Domain) Z&I2T45
ZHANLT7L—LT—9 FFEH D Domain Technical Committee &, Domain Planning
Committee B&HY FT, Fiz. BHRBRIAED-ODY—ILPOARIZIVIZEITEHTR
FDAEPFIEL E H1RETT S Testing and Tools Committee, & E., &ihigid IHE F
K HEHEEENZ 1T 5 National/Regional Deployment Committee & . Z1 5 D EENIRRE %
EYFEEDY., £F LY T 5 Global Deployment Committee H%H Y £9, IHE @
EBEEDODERZEZR 12I12RLET,
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—

-
Laison | | Board ./ Advisory
Organizations [Operations Committee | Panel
-

L] Y
1 + Testing an_d Marketing and
Domain Domain Tools Committee Communications
Planning & ¥ Coordination Committee
Technical v K Cfmlmittee

Committees -
Domain / b4
Planning & Global Deployment

JIeEhnical v Coordination Committee
Committees| Domain -
Planning &
. Technical
Domain Development | o iseoo
Activities
h
National i National
Deployment - Deployment y _—
Committee National 3 Committee National 3 National
Deployment™ "o nal Deployment™ - onal Deployment
Committee Deployment Committes Deployment Committee
Committee Committee
Regional Deployment Committee Regional Deployment Committee

Regional Deployment Activities

12. THE International @Al

IHE-International-Principles—of-Governance. Figure 3-1: IHE International Committees and
Relationships & Y BIF

National Deployment Committee [&. BAR. 7 AU A, 75 R EV--EZED THE
EREETHFEE ST SR TH Y . IHE International D * > /X2 & > T Board [Zxt
L THEICHEMNRESINE T, Regional Deployment Committee (3 —H v/, Jb
TAVAEWST-WLDOHDED THE FEHEE T iR T, Mige LTFEE
FOLERBETEOC. IRV FVUEERRBLTVET, FE. FHMETEFEN S [HE
FEL.ERELTEERNICROONI=TIVZAILITL—LD—V I >-HHEEH
MEERTHELEEBELET, L. BICLICHRLGEREH SO, BT LIZH
BT 774 ILDILEARBOSNTLVET, ZHE National Extension & LML),
National/Regional Deployment Committee [CTENEFNEET A ENTEET,

1) TOZALITL—LT—Y DFIE
KRRz K S IZEEFADT I ZHIL T L—LT—5 1EZEFI%EE, (Domain) @
Technical Committee [CEK > TRHAEINTWET . TV ZAILTL—LT—YIZEMN
ABMETOT7ALDENENIELZIMADIEEDO T U ATBRTHY £9H. THE
TIEZENET—YV IJO—ELTEAFET . METOT 7ML BEDT—Y 7A—IC
HOTEBITAHIVATLIFENDRE TR S A VvE—DDREBREVSHBRAETRY
F9, IHE Tl YRATLICEESINAHEZ (7O 21 7V 2ETIT S BEHRREZ
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TcSoHsoav) EHUET,

BEFADT—0 70 —%EHT LEET 5DAH Planning Committee T, LT=HA > T,
Planning Committee M A U /NIEV XA T LDFBEFELF I EGEY £F, Technical
Committee |, Planning Committee NEDHT=-T—2 70 —IIxt L GEUIGFIAT R
EREEFZTED. FSIUYF I I UICHTIEIOIENSKREIZBNET,

2) ARV B VDR

£EH. S TR 2 Y U EEHRT 5% &L National/Regional Deployment
Committee D EFHFET, a%xU 2V > (Connect-a-thon) X TaART k) & T3V
V] EEREEET. BELERAVI—DVRATLARTIZALT L—LT—Y (2>
THREINTLAIIENZ, —BENTTHEICERETA KT 12—V G4
FTT ., TRMIERT BH=OICIE, BRIICHIEY — VS TEBEENER I, &5
[CHREERMR AT LOWEE (TU43) M. &7 I 7ML EDEREELEIT V2%
FOMOEBA VT —DURTLEDET . RED S0 23 VNRITTERITA
FEYFEBA, COLIHETRMAECRIIAE. BRIIADY—ILOREBEETSD
M Testing and Tools Committee T, ARV 2V U TRHWVWONESTRA MEEY—IL &
L T. IJR7E lGazelle] NEFEHmAIDEL EFFESHh. FIASNTULET, Gazelle TIE.
EREEXRY VB ERR VAT LOME, MR VAT LR, BRI ATLEEREED
BEVATLOMGE. BRGHAEHLEDRIEZTA T IVATEEL. TOEY
KREEBTEET, ARTIFIVIDEIIT, —HWFRISVRATLAREDONTINTDH,
A28 =3y MEHATVATLREINEREINTNSZEETH, EH5THHAHRETY,
FEOOFREEDEZET, 2020 £, 2021 EOIXT A YAPI—0Av/0aRIE2Y
VIE. BEF UM UTORIIREZRHBT S LITHBLTUVET,

3) FEMBOERERS V7 IBEICAIT-XIEEE
FRICEWTIEEOMEML TOERBREBOHEEICH-Y. THE O ITI 24l &
5707 F7AINERAINATVET, S5V SEBEET O FME—RRMICK
BELGLOLEGY, LA IHEOTOT7 7ML EFTHELSTBO 2 FEHEDEREN
WEIZE>TEFEY, IHE TlERax7 42V UORIIREZGALT [Jo o4y
> (Project-a-thon) | EMT BIRAEA RN FOBHEET DL SICHYFELIz, ChITT
AY T IO EZERVE—FED. ARIEZVVDTAN T UFER—=RIZT
Aoy FEGZENGRL. HEERMOHEREZT>TLESS. LLWS5REATYT., CO
BECH-2TIFARI AV VORBAKWVCHEIZHZYET, IHE FEHKETALE
EHE-BATOD Y beEKEIVUYILT 4 293 B, [THE Services] &ULVS EFIE
XEHE 2003 FICEHILFEL, COFEBHICKY ., BITHRMEERGFOTODS LY b
ZIE, HE., hE, BmK, 7I7UATOIARI Y UBEMEICKECERLEL,
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SHIT, COFBOPTHELMREZENL. ORI F VLY BFBBGREL TV A
TEGHRBRZERL. 8B LEERICOVTIX IHE MR L TEOEREZFIL LR
95 FCA (Conformity Assessment) | —E X+, HL7 CDA > DICOM ®a > T >
YABDRIIRETH S TSHARAZONE] H—ER&EWVS, HILLWRIIY—EXRZE
mEEFEL,

Enablers ! Testing Continuum ' Quality -

Testing

il {E Managed Artifacts
Connectathon Ao D A

i i IHE i
Plugathon IHE Sharazone &% ,--

Other e
Connectathons/ S Projectathon

Hackathons L R
Y HE
S Conformity =
Assessment

Procurement and Deployments

Pilots/Reference
Implementations

13. IHE AHEET HRE 14 N> b DB ER M
[HE-Catalyst ;R—LR—I &Y TWho we are] (https://ihe-catalyst. net/who-we-are/) MERBAX
& Y5IA

2021 ££(Z IHE Services (& IHE Catalyst * &MZZH L, HREPTIH KT 2 EBE
EI700xY FORIIA RN FRABEADZ—XIZHIET XL ZOEERFIZ581E L
FL1=,

HATEIRY 2 Y UOHSBEHITTHOATEYEY, k. IHE FOoI7 74U
~NDEFBO—IHNFEY . TNICHEVRLABRIIOBEIMIEZ DL 5G 2 LAHNIE.
SOV EEELGY—ERLHBRINEINE LIERA,

4. 3. 3 HAHAE®DIHE
EHLE® THE FBE 2001 FICFABSINE L1z, BUBRSHREESMH S6E L
F LA, BEFBIRS. BRKRKE. IBRE. RE - BIKMER. NEE. METRARE.
PCD. ITI OZEFADZFEHNITHONTVET, FHDOHH SRFEFEOEEFBE
NoDEEMXIEEZZTTOOTETTLET,, T 2004 FEMN D 2007 FEETO 4
FRT. BEFEEENED-EREFER VAT LICET3EEERMOERIIEED 1 T—
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TELTHAWVWELRE, COHARMIZ, JAHIS ATE L TEBRKRZE. NMRE. KBE - BK
HMEEIBEFTEYET, 20071 EEIGIXEEFBEN. ORI 2V U EERER
SR T LM HL7 % DICOM 73 £ DEREICER L -BEERMEREIT S FHREL
T.ZFDFRIEBELEADENE DR TLRUE—ZRBTY—ILERY 5B EIZHE
BL. XB#MABLTLET, EHNE®D IHE FHOEFHZER 14 (SRLET,

BEAR
ERTER
AGHR
TR AR
: & R = iz
wer £ B B0
AR & = 8 5
IR - B = N = st
A = =
AREE = 8
=y
R
PCD
1TI

14. BXTHE HE0AH

4. 3. 4 IHE-International D&)A

2016 £ 1 A L&, THE-International [ZH ULV TIX, EEERZEEERFY Lab & fREE - ERER
HRaSEEERFY AP #—{4&1t L. PaLM — Pathology and Laboratory Medicine E8f9 & L
TEEBLTUVEY, —HKEOBERICE. MEFADEERNRERICIE. BLURAAZL K
FlZhfzYaroT o YyHBIRACPHEORBEENEOLNTELILEAHY ET,
2015 FEOHI S EfHEHESD 54 11 A THE-International BESHN 5 — KL DERAI %
#BFEL

Fho. FERERBBIZONTIE, ShFETORE - BRRMAEME. ERRERETMIZM
ZT. 2017 EH 5 IMEA(Transfusion Medicine Workflow) & xR &R Y E L 1=,
2019 £ 10 AIC@E#HFLLWTA T 7)., BMEE TMA O Rev2.l - Trial
Implementation fRDIFEITSNTULVET,

—7%. PCD (Patient Care Device) BBFAIZDULNTIE, Ry FH A FESRLERREIR
TLEDEZEEZE > TLE LA BEERAICE VD THLHRLLGEERKSE, O DFHREE
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DERNEELI=ZEMND, 2019 FIZ Device ERFIE EFEZZER L. TOXNREFH L
gE Laf L/T:o

4. 3. 5 JAHIS @ IHE &8

JAHIS O THE jE&i(&. Ja EBRIZHE T 5 EFBDOHBORN SITHONTUVET, H4)
(FMEHRRER VEEREREICEAT KEDOFHIT (IHE TIHEZ DT Y 2 % Order Placer

(OP) EMER) TH—FVUIOBEFALTVRATLDRU A=), BERBREDIAN
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1)

2)

3)

4)

5)

LCC — Laboratory Clinical Communication

BREAD SERRBAINDKELZEDHLES, BREKAN SBREAADEXT A O
—T7 v TEVWS-EMEOERBES EZDZEELLEEIEL THENEDH O,
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SET - Specimen Event Tracking
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Digital Pathology
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£ 8 AICEGRE. RE - BHE, RROEHDTO T 74 )L. DPIA - Digital
Pathology Workflow — Image Acquisition @ Rev.l.1 — Trial
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VATLDFBAEFEIZESDTH AUV —ITEH>THHEERAMEROD A TIXEELTE
THdEWVWRFET, JAHIS A THE International D A >/VE L TEE L 1= 2021 F I,
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Lfzo LAL. 2022 FICEMETOEBRZZELRRICBRA SN, JAHIS 3 2022 £ 12
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(PWI : Preliminary Work Item (F{#¥(FIEE). AWI : Approved Work Item
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» AHG 6 Concept of risk and associated terms
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FEDFELz, COMEETHESN-TREEZ D TFS AR T S &LITHY

i L/f:o
- ISO/TC215 &M WG MMERT 516D T > FR7r—T< v TOELMITE
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VR DBELEEREERFAT ST FRy 2T IL—TTT,
TPy MEISONEC LRNILDERZRY 74+ —XEE NS TMBAO Y
THETHZI =D, SOETAREBINTVET,
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O %% Ver.1.0

13-102 | JAHIS BEZREHA K54 > <;F5H#E>Ver.1.0 2013 &£ 05 A

12-106 | RIEE (HHETHF) —HEgaEXEE 2—RMA2—T24 X 2013 & 03 A
{£#5E Ver.1.0

11-102 | AF—F LR TLICEAT 2@ LML K514 2011 £ 06 A

11-101 | HhEEREHREE A TL G54 XML #X0ZET—42H | 2011 F 04 B
50 HL7CDA XEZE4£ AR

10-103 | S ERIFHREE L X T L HL7CDA 12 & 2 E#/ N XD 2011 &£ 03 A
FHREERVEX iR (HEE~OEBAA K1 4F)

07-101 | Arden Syntax DFFE 2007 &£ 08 A

04-102 | HIEEES 7EREZEDEK IJO—ETIL 2004 £ 03 A
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BEE—E

1. FAMNE XV OATAHAILRTLR (%) @Al EE

2. JAHIS Zl Y& RELDRKRR BA7A - E— - TL (BR) HH X

3. ISO/TC215 MEFHRE BAREZEX (%) HHBE E—
3. 1 WG1 EHERRFER %K) FH T
JAHIS #AIEE Al #=F
3. 2 WG2 HBARMEEIEX (BR) Mt 1E—EF
3. 3 WG4 —ETEH K%) ER F=

(¥%) Va3— B/HNHE #H

3. 4 JWGT BAEX (%) [EHB E—
BARNXEIE (BR) W E—H
AXRAEEIE () FTH EMH
E& Japan (#k) & B

4. ZTOMOERRELZFE

4. 1 HL7 HAER (%) #ER —2

4. 2 DICOM ELT7q4I/)LL (%) FH &

4. 3 THE XN/ UATAHILVRTLX () B Bk
FVUIRRAATALHILORTLR (%) XFHF E—
FVUIRAAT A HILORTLR (%) Bl 5
DRAAYHACNA (%) EEE EE
(%) BiNATY =8 B—

5. EFZEELEEDEE HAESR (%) FEHA E—
6. HheME HAESR (¥%) EHR E—
8% 1 - (8% 2 JAHIS £#%F WHiE EE
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