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1.0 iIZ U ®IZ

g L —Fy NROR Y N U — 7 EEES O R OB, BRSSO
RO AR T ATEDICEDR YA N X2 ) T A OEEESE LTS, FA1
Nt Fal)F4DA LTy i, EFERRUFRER Y N —7 2ERTREICT D
LT, ANVARTYTHRICBIT ABES T ORMEPH ST TS EREL DS, Tho
DA VT MiE. BEROVSENADEIE, BZW IR EERIBENAEORAE
kv, BEGEICEDRENRD D,

~AUVAFTRIBORIERE ~AVRTT TS E . a—P WOZHH YR E S
PESREE 2 ST TOBREIL. EREROY A N\—tX2) T4 IZB L THAREEZ
BT 5, AHAFE AT, EEBRE~ET T, V43— F=2 )7 0 FBANTET
37D OBENCETAEMESEL, BRI VBITA K8, REXEIERZTH
LT\Eﬁﬁ%%%ﬁbft#n?ﬁfétbwﬁﬁ%%&¢5:k%%@bfhéo

AVAETOYA "= F 2 )T ORAECERICET 2EEESIL. BEFLERT
EREEOMEELREICHEET A -DICHETH S, L, BFERIZEIT 2ERES
DY A 13—t F 2 ) F 4 IRABENIEEICR - TR, BREGIZTES> TV,

7 IMDRF H A # v A1k. EFEBROVANN—tx2 ) T4 BT 2EREGZRDL
DO—BERE_RA NS T I T4 AERRBET DL EZENETH, AXETIE, B
HEOCRELZZNEh 2 BRU 3 ECBVCEST S, 4 HTIE, ERBEOYA/—
t%:U?JD—ﬁEwKOwT%ﬁL\5@&06@Tm\Eﬁ%ﬁ@ﬁ%ﬂ—t%
2 U5 4 BT AR RERUOHRESRIZBIIBZRA NS T 7T 4 AZHOWVWTEL
OHEIBETR &2 JERBRE ICRE T 5, ﬁﬁ% BIZHOWTIE, ERERSRALEESIC
ERT 5, HREBFRIZOWVWTIE, 2 COBRMEBFRE LR T HRERLZLRNT 5.

AXEIL. IMDRF BER LEEEFEROY A NN—EF 2 ) T 4 I LTI RNDOT A
CFVARTHBN, BFa ) FAIZOVWTIERELS RENT 2 L TSR <& IMDRF XF¢&
LT TIMDRF/GRRP WG/N47 FINAL: 2018] »3ZiFbh s, U%XEIL. ERESRERT
ks 2 W1 H (In Vitro Diagnostic : IVD) EFER ORHR OEEICBWTHRETNEE
AEHEESZBREL VDS, TLODOEAREHFERT. EREROETA T7VA 7V
(Total Product Life Cycle : TPLC) [ZHE> T, AHA F L AL JIZBRTDH T LHRE=E
LV, ZOMOBETETHD IMDRF/SaMD WG/N12 FINAL: 2014) @ 9.3 T,
Tk EETIEOBEREX YT A ODEERICOWVWTERSN TR, ERESRY 7
k=7 (Software as Medical Device : SaMD) Dff#t¥x = U 7 1 IZEETHHO0D
HRENRELDLNTWS,

IN47 O 58 TEICIE. RET 7 AN bOREBE, FREXF2 )T A RUIARA—EXF= V71 DEER
BERBERDHRINTEY . EREBOLT A 7L INICHE ST, BRI X RLHIIBRTDLI L
BEE LV,
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2.0 B A%

AXEFE, ETOFERHREITHIT T, EFEE IVD EFREELST) OW 4 —t
Fa )7 AR T 5 —RIFANCR D EARE X F LRSEE, TOICHBIRLE2 F
7???42%%ﬁT5:k%E%&Lfﬁﬁéhto$i%fﬁ\§ﬁ%%\AWX
TT7aNLE BHEBERR—FICmiT T, BRT 5 BMICK L CEREE A
TORCEZVBEIVIA NN~ Fa2 VT4 VR BR/MET B2 L2k, EEERED
REMBROHRELMERS L. MEERLRERT 300 BB AHBEELIR L BT
W, BHAF UV ATIRARB~NNVAT T 7anst Zicik, EFESENEENS,

AXETE, Z7r—2v=7RBFurSvIAndyrar bo—S5EpY 7 h <
TERTDERMER Bl - A= BRRCT) | IV T b Y= T EMTRE
TOERESE (Bl : SaMD) KT B3H A N—EXa ) F 4ROV TERSA TN,
EEALORHERIL, £OEBRBEREBOZLM R UMRICBES RTS8,
 AXEBOBEALEIL. BE~OEENRET S TEECETABRMIBESLTNS -
CWEETOLERD D, Flxid, EFEEOMECEEL 525, BRERICERS
%&E?\%L(@%ot@%ﬂﬁ%ﬁﬁﬁﬁé#%ﬂ—?%:U?J917ﬁ\Ki
gwﬁﬁﬁ%kﬁﬁéhéo?*&754N9—®§%%\%@%@ﬁ%%i%ﬁ%é
B AXETILEAEE» OB T2, Sblz, AXETIE. BEREDSLEHICH
TP AN—CX2 )7 2 BRAKEN LRI TS, WEEEOLEEROEX ) F
AT DIRA LT T 7T 4 RZO0WTHL, KREESAERERHHICET (National Institute
of Standard and Technology : NIST) DA /N—%F =2 ) F 4 7L — AT —2 BNEHIE L
LTOEEREZEEZRZLTWA,

AXEEUTOEEEZERL TV 5,
o ERBBORHRUHBICEN 2 A S—tx=2) 7 R EMBRT DI, Y
AT R=AT77a—FERAT5,

o ERBBRUBRINDZANATITA 750N, MERVYX= )T 1 b5
{%—3-50 3

o VAN—TX2VT 41%, WEEE, ~NAFTTusL ¥ a—F BHLUER
UMBHERREE LT DL TOBREOXRBETHD = L 2 RBHT 5.

o ENLOBREIIALCT, MBI TV A I VDOLEKIEY, BEREOY RS %
B/MES DI DICH R MR ERE 4T 5,

o REEEETS LT, ERBBOYASA—t¥a )T ERRT Db, BRA
DRANT T T T 4 A% T 5,
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YA =k Fa ) F 4 DA VT b BRROHEFRECOWT, ZR%EEZRES
IR R(IET 57 DITEEVEREFORY v —2{RET D,

. EREEOEESCEEOHEITS LT, BNORNEENLELRVFLIL
L:%%fj_é M‘Ez’i%éo

3.0 B

AXETAVSABROESIX. UTIOR LSRR, WTIZ IMDRF/GRRP WG/N47
FINAL: 2018 {Z¥#ET" %,

3.1

3.2

33

3.4

3.5

3.6

3.7

3.8

B (Asset) : A, MESUIBFIC L > TlEDOH 5. BERHITT VI VB
DT 474 (ISOMEC JTC 1/SC 41 N0317,2017-11-12)

T (Attack) : BREEDREEE. RE. B IA. ERL. EH. IEA ShTwni
W7 7 RE L IHMER RS (ISO/MEC 27000:2018)

D 1At

E'Llll

It (Authentication) : = F 4T 4 ORHEDOEHMITET 55k
(ISO/IEC 27000:2018)

BEEH (Authenticity) : T 7 4 7 4 DS (ISO/IEC 27000:2018)

WEFRFT S (Authorization) : HHEDME, F—# RUMEEEICT 7 B 2T BT D
¥eritE+ 3L Ete, (SO27789:2013)

S0 : ISO 7498-2 DEFE GEF| D&, 7o AEIESET 7 B AOHEREM
5337 L2EHD) ITHKT D,

A (Availability) : ERT 22T 474 ~DT 7 E A B OMER O TREME
(ISO/IEC 27000:2018)

WY Rz ay ha—VERE (H5EMFE)  (Compensating Risk Control
Measure (Compensating Control)) : HERRFO—HL L TEBEND Y X7 2|
B FBROREL LT, XIFFNAREREINARVWESICER SN EBED Y R
7 ay hu—AFE (AAMI TIR97:2019)

s Ry 2y ha— L FBE LTI, BEEEIRET ST vy 77—
g KHISUI— RIS A H V"D,

HamE it (Confidentiality) : B SR TWARWAN, =¥ 7 47 4 RiZTREARZ
HLTC. BHREERET. HHSERVEE (ISOIEC 27000:2018)
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B2 eSO R (Coordinated Vulnerability Disclosure : CVD) : BFEE B
TOMOREBMRE R, WBUEOBETICEET ) 27 2ERT 3 7= b Dk
EROTDIOICBEEE LB L TITY ek X (AAMI TIR97:2019)

HRLZ 07 u AT, BB L OMREIC T B IEROBE, . g
DIEEREEND,

1m#4ﬂ—t#19?4:%ﬁ&wvfoﬁKE&%ﬁ(KE&Tatx\ﬁm\

3.11

3.12

3.13

3.14

3.15

3.16

3.17

3.18

3.19

BAZR, T, BE, MBS MoRBINTHY ., BEM, =4t TR MBS
TOVRIBTA TV A I NEEICE- CZRAER LARUVIZHERF S LTV Bk
B8, (ISO81001-1)

BEEFMKET (Bnd of Life : EOL) : BIEDF A 74 ZIVITBWT, BlgEED
BRICESEADHB 2B =R OB L& T 285, EOL 202 7+ 1L
DVTHE, EXZ EOL a2 (2—F~nD@aes) BEREIINS,

YA— MET (End of Support : EOS) : BB DS A THA T MIRNT, Bl
ERETOVF— MEBZHIET AR, $— 2 F— M, ZORS2Ex
200,

EARVERE  BRE2ICENET 5 LU O B EE OMERIC BV T REEEDOREE
LERRZBRATETXIIRMBECEBICSETEI AN X7 34 L 3 {tgE
(IEC 60601-1:2005+AMD1:2012)

BA (Exploit) : EBHZBE U THEBRI AF 20X 20 57 ¢ ERETIEHO
BImE72 51 (ISO/IEC 27039:2015)

etk (Integrity) : .5 — & 2MER. BEXIIMBTFEI N, RIEEMRFEIZXY
ERE SN TRV (SO/MEC 29167-19:2016)

VA —ERE (LA —#88)  (Legacy Medical Device (Legacy Device)) :
EOFAR—EF 2 ) F 4 ORI L CRBEMICRHETE IRV ERERE

ARBIE (Non-Repudiation) : 3845 L 7= F&EXIITE)., S ONCEN & 28| X -
LRy T 4T 4 ZFHAT B85 (ISO/MEC 27000:2018)

BEME (Patient Harm) : BE DT % F RH) I E X I3 BRI E (ISO/IEC Guide
51:2014 Z—EER)

7745 — (Privacy) : BAICET 257 — ¥ @A XITEE R INE R OME A Ic
ERT 2 HEEIIEANERICHT 2BARRN T & (ISO/TS 27799:2009)
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3.20 & (Threat) FxL VT4 RBEL, REXIERILESRI. BBH, T8
NI ESREET B0 XY 7 EROFEME (ISOMEC Guide 120)

321 BEET Y 7 (Threat Modeling) : 7 — % DR, WA, WS AXTY— Y RIE
EOFHTYAT MBELRIETTREOH ZRAXIEREZALNITT 2D
DFWESu ¥ A (ISO/NMEC/IEEE 24765-2017 2> b EK)

322 7 v 75— (Update) : EFHSRY 7 bv =T X% L LILEE, TP, B
RidzEefbicBT %R

FESE 1 ISO/IEC 14764:2006 IZHET 5 Y 7 b U = THRTEBICHKT 2,
HR2 Ty FF— MO, Ay FRUREEESEEND,

A3 BERUES(GICET 3 ERIXREHARRRC 2272 7 b 7 OEER
THb,

323 NVYF—3i 5 (Validation) : FEAGERZERRTSHI LITL-T, EXT A
AXEERCETAIAEREERBT ZINTVWIZLZHREBTIZ L (ISO
9000:2015)

HER 1 "NYF— hELEE, N F—va VaET LTS REETRT,
FEI2: NYF—a i, EREIERRE TERIND.

324 #EF (Verification) : %‘%ﬁ%%ﬂ@%%ﬁ?é ZlitkoT, HEERBESH
XRTW5Z & &RART 52 L (ISOMEC Guide 63)

i 1 BEED - DI HBERFBRGER & LTI REEEOIZ), BIEICXDF
BYRXTEDOLEz2—SDBERTHIZLEVDHD,

2 RIEOT-DIITONBEBL, BT T A LIFEND Z 2235 5,
FEER 3 "RIEFEL LR, BRIENSTET LTWIRBETTS

325 f5E8M (Vulnerability) : — 2 EDOBRIC L - TEASWDAHEMEDOD D BEX
1T 0§ A (ISO/IEC 27000:2018)

4.0 —x AR

Kﬁfu\Eﬁ%ﬁ%%%\ﬁﬁ\ﬁm\%ﬁ?é%mﬁ&%%ﬁﬁﬁ%ﬁﬁ%\Eﬁ
wﬁw%4ﬂet#zU?4m%¢5~&%ﬁﬁwéﬁ?oKﬁ%ﬁyz@éW%ﬁb
Tﬁ&Bhfwéﬁﬁﬁwﬁ\Eﬁ%ﬁ@é@%ﬁ#%ﬂ—t%JU?%%ﬁtéﬁé
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EOICEETHY, TNICHED 2 LT, BEOELEHES 5 L CHRADELBL I
HZENBREIN S, o Bk

4.1 [ERES

Eﬁ%ﬁ@#%ﬂ—t#:U?4u\@%%K&Eénfwéotklvf4®4yy
?ybm‘%%%L<m%ﬁ®ﬁ%%%%@:?\%%@fé&ﬁ%&%wf\ﬁmﬁ
EK%@%#ié\%%@ﬁ%ﬁﬁ@ﬂﬁ%%ﬁé:&%ﬂiof\ﬁﬁ¢@AWZ7
TYRAT LADBEREEENTAREERH S, A A—kF U7 4% 2E00 45
@E%%gém‘4/&—vay&ﬁﬁb\fé?%%%&@ﬁ%%%@ﬁ&<%%@
%ﬁmﬁﬁﬂ%kf%&#n\%%fé@ﬁ%%ﬁ%#ékbm%ivﬁéoérwﬁ
E%%%m\Eﬁ%ﬁ@é?%?#%?»tﬁot#%ﬂ~t#:U?4ﬁﬁ%@%¥
ééﬁé:kﬁﬁ@énéo:nmm\@&%%\E%%%@é347#47w%ﬁb
tUva*vxyb\Eﬁﬁﬁwi&vvﬁ\ﬁﬂ%%&@$%ﬁﬁ#é¥*$5\
RRIE, TIREEBICET 3%A AT Eh 5, '

42 BRISA TV AL I DLtk

TAN—Exa) 7 OBBROWHEMEICET 2 U 2 713, DEEREM S EOS i
£2. BERESONREMNCETILTOBRMLEL TRET2 2 L REE L\, Hq
N=EF 2 )T BRI EDHRICERT 52000t VRI X TAL FRRE
DETATYA 7 VP> THEA L, Bt W, RRROHREERLSOS BRI 5
WTFAN—EF2 )74 Y X7 ZTEROERMT 5 2 L REE Ly,

REMLE X2 YT A LDONRFTUREMB I LU ETH S, BEEET. Y4 \—b
F2 )74 0L r—VRUBMELAALE, EREEOELMR LA
RT3 L REETHSB,

43 R

Eﬁ%ﬁ®#4ﬂ—f#zy?4ﬁ\Eﬁ%%\AWZ&77HN4ﬁ\ﬁﬂ%%&U
%%ﬁ%ﬁ%@#ﬁﬁ&?%éoéT@EE%%%ﬂ\Eﬁ&%®é§47%4&w%
ELT\EE%&#4N—?%JD?4nykwﬁﬁ%ﬂﬁ%K%ﬁ\ﬂm\%ﬁ\
%ﬁ#ﬁ\%miétb\anﬁﬁ%ﬂﬁb\&@ﬁﬁ%%%e%%KE%Téﬁi
BH3B,

44 RMILE

FAN—CXa2 Y7 12T 2 EROREL, RETEF 2 T RERBESEHS 37
DO TPLC 7 7u —F OERFRITH B, 1 5—kx =74 DIERZIHT B2,
ETORERERER. TRAKR OCHRE BB ICRIET 5 = & BB SN D, Bl
SHEEPHFINDZZLICL ST, RCOBLUEER. BREBEL, BhET 5 Y 2
JEFHEL. THICEERGT 57D DBARBAMLT 5, TO—BEBL L. ETOE
EBRE IS, EFRMBRUEIRT I~ RTTA Y75 D%, s TEERTE
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X2 )V FAICHBLELZYA N—Xa )T A DA VT v b, BEEOHEBMEICAT
BHMAR VPRI a=r—varembddied, FREFOWHEE (Information
Sharing Analysis Organizations : ISAOs) [ZREBRIICSINT 5 Z L AR phan D, ZOL
5B MBEITIZ LT, BHMEZA LSRRI ENTED, XL TFTIT4 AL
TEBREND D 5 —2OBFHEFFEL LT BN S OBIRSET b3,
T BIBEEDOLTRIANATT T FRVEFRBEL —FIT YRR —
ZEAT S LR IB/ZTALEOT%ﬁﬁkﬁbﬁé HHYR/ICIE, BERE
ZPEEMICREL., #ETA-0IC, BAOHRRLREERIEFETHZ LBREIND,

5.0 ERHERY A N—EF 2 U T 4 OHRITE BEFE

EREEOY A N A—tFa ) T 4%, MEOETA 7V A 7 MCE> TRFATDH I LB
2% 1<, im%%#@%%ﬁwﬁﬁm®ﬂ#&%&0ﬁ%¢ IR T REEERER
N5, HRETOERICIE, 1) BX =) T 1 #EE ICHAIRATPZ &, 2) ZAFTE
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82 MRE B : BN ZETHEOBRICHET 32 4K0 ) V—x

F—=R+ZV7
CERT Australiac (CERT A — 2 k5 U 7)
https://www.cert.gov.an/

AusCERT
https://www.auscert.org.aw/

TIVN
All Certs in Brazil(~7' 7 ¥V EWN O CERT — )
https://www.cert.br/csirts/brazil/

Vi at o
Canadian Centre for Cyber Security(7 744 /S—t %2 U 7 (¥ & —)
https://www.cyber.gc.ca/

BRI
CERT European Union(CERT BR/EA)
https://cert.europa.eu

7TV R
ANSM
https://ansm.sante.ft/

https://www.ansm.sante.fr/Declarer-un-effet-indesirable/V. otre-declaration-concerne-un-
dispositif-medical/V otre-declaration-concerne-un-dispositif-medical/ (offset)/0

French Ministry of Health and Solidarity(7 5 > R JE4:48)
https://solidarites-sante.gouv. fr/soins-et-maladies/ signalement-sante-gouv-fr/

Shared Health Information Systems Agency(3tH BB H L 2 7 A FF)
https://www.cyberveille-sante.gouv.fr/

ANSSI - National Agency for Information Systems Security(EFIEH T 27 ¥ F =2 V5 ¢
JF)
https://www.ssi.gouv.fr/en/

R
CERT Germany(CERT K1 )
https://www.cert-bund.de/

427
https://www.csirt-ita.it/
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BA
Japan Computer Emergency Response Team/Coordination Center(JPCERT 22— 4 F—/ =

v 2% —:JPCERT/CC)
https://www.jpcert.or.jp/vh/top.html or https://www.jpcert.or.jp/english/

YU RV
SingCERT
https://www.csa.gov.sg/singcert/news/advisories-alerts

KE
Industrial Control Systems CERT(ZE %8 2 2 7 . CERT:ICS-CERT)

https://www.us-cert.gov/ics

US CERT(CERT ¥ [E)
https://www.us-cert.gov/
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