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NRFit Global Conversion Plans & Map Home | NRFit® | NRFit Conversion Information & Tools | NRFit Dates / Schedules | NRFit Global Conversion Plans & Map

UK: >65% (~100% by YE 2023), Austria: 47%, Germany: 39%,
22%, g

100%

the end of 2024, 5%,
reland: Coming Soon, Belgium: 0.1%, Portugal: 1%, Switzerland:
1%, Spain: 5%, :9%, 5%, Cz¢

US: 0% Converted

CURRENT ESTIMATED GLOBAL CONVERSION

(https://stayconnected.org/nrfit/nrfit-conversion-information-tools/nrfit-dates-schedules/nrfit-global-conversion-plans-map/)
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Cybersecurity) LT, A=t FXa2 T 1 - K==LV A ] [HA
NeT X2 VT 4 BURIED QRANV RT w7 ] T4 X —
Ty bORE RN RT w7 T LY =T ~O%f
SBT3 7 A EEAAL TN D Y,

R PE A TB GREFHPE |0 P A N—EX 2T 4BORE LT, ITICHET DT AT LR

T— B RE AT D L OFRE I E 1T OFTEH AR
AR Ch HEFHEOREZ ZRRIZ, A N—EF=2U T4
BENA RTA2] ZREL, BEY —/LEZABLTW
Do

e 7Y AT TR Emotet Z XU ET B A NN—HEIZXS
LT, A NRN—X2 T o i RICET D EEMREZ{T-
Tb\é 15)0

%
B
)

o A N—EERRARkE L, BREEE, AME RSO
fifi, &EE OEFRH, VA NN—FROMWERRYE, &FE
FENT ~ DM S IRFEZHLE L TV D,

o HBIFER~OKRKE LT, TV 0= T7HERIEXK,
Emotet X[, RIET 7 AW, v =7 A bk S Akt
Hi. VAR — R R EIC W TIE R A AR L. #Eg R
BEESARERDY A N—JOIRFEREORHZ T SN TS 19

—varkrH—

(JPCERT/CC :
Japan Computer
Emergency Response
Team Coordination
Center)

R (it
EN)

MSTATEAENTE® | 178 ORSIAT | e X2 U 7 4 iR ombe, BNz IT \ME TR T 5

SRR AR BAEN) OGN E1T72 > TR Y | IPA HEMEEH, IPA 22
(IPA : Information- 2—HTANA « RIET 72D Ja =, xR IE#RE %

technology B LTWnD 1

Promotion Agency,

Japan)

JPCERT =2 —7 1 3 | REFEEFIH | o £ 7 —Fy &S L THEAT HRARLYH —ERAYEEFED

AV a—HEFa VT 4T T MIOWT, BHAE
NOA T v NMEOREDZA, RSO, FAERD
DR, FOOSHr, FRMIED T OREROBRGHCE
7R BRI AT TR Y . TR MR |
(A B —xy MERBLI ., THEgMH s fE®R) . T4
—2 v M A7 AU — B R ) FEOEREEEAETT > T
Al
o [FEHREF 2V T 4 ZOHREERD TIE, HFlREX=U T 1%
RIZBE LT, REv 7 A UtRFER—Y, 040 <
T RERFFR A — V&2 N L JPCERT/CC DAL, #E
Wl - T2 G ORIGDRA > MR E R 8% FAQ EAT
L Tnp 18

A A A N—JLTR
kg H—

(JC3 : Japan
Cybercrime Control
Center)

BRI FEE I
R (it
EN)

o YA N—ZEMDOBBORE « Bk - Iz mT 72158 %
1ToTHY, &AL, HFHRKH, e a~v—A, v T =T
ot A EmA R L, TR, H5 Y — LV E A
LT3 29,

3.2 FEXEICKIT HEREHRICEE LA N\—k X2 U T ¢ BT 5 TiiRE 25 R EH

DIE

IMDRF |21 L CWAEOH NG KE, -4, N, BIN, ZEOBKIYRExg L LT, FEI
BT 5 ERELE DR BB RAEHIE . EREROY A N—t X2 U T ¢ Maggrhic g B Uz il 224t
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SR SR b OBHEREICOWTHE L, A28, KE. EU Tlk. BUE, ERWTELANED ST
WHRMTHDLZ &b, 5B 7+0—T v TRNETH D,

3.2.1 kE
(1) —ROZRERBFTESESRERE

KENZEWTIX, U.S. Food and Drug Administration (UL~ [FDA| &5 ,) BEFEHESGOREAS®RE
BERANE L TV D, ERERORBSEM 52O TlE, Federal Regulations TITLE 21--FOOD AND
DRUGS CHAPTER I--FOOD AND DRUG ADMINISTRATION DEPARTMENT OF HEALTH AND HUMAN
SERVICES SUBCHAPTER H - MEDICAL DEVICES, PART 803 MEDICAL DEVICE REPORTING?V{Z 35\
T, EEEERICET A REAWMETREIENED LN TE Y, KEITBW RS & ke 2 8
WEIRGEES . WAESR, LOERESROM MR L, SECXITEBSES, I 6IZBR 5k
DI H AN EEICET DIHMEGTIGE, ARFBEICERDEFEL LI T ALY A7 20175729
DREFEHEZVELTIEAICRET S L IT/ESTONTND, TOEEESCEEORESITE-T
WMEHRPED TS, Eio, B, EFREUIE . MEENLOME GHERINTE Y . MedWatch
VAT L% LT FDA ~EATREE STV D, EHIT, FDA ~#d S REASHE ONAIL,
MAUDE v 27 L% U CTAR STV D,

X 3 AKECBITEREBRESREHE

PAEE | R
Hif 2 5 | U.S. Food and Drug Administration (FDA)
4

=% | Federal Regulations
DR EA | TITLE 21--FOOD AND DRUGS, CHAPTER I--FOOD AND DRUG ADMINISTRATION,
285 | DEPARTMENT OF HEALTH AND HUMAN SERVICES, SUBCHAPTER H - MEDICAL
BEE A | DEVICES, PART 803 MEDICAL DEVICE REPORTING 2V
WMEXG | e MU ITEESRS, XXINOHIZENRLWREEOH 5 REE

(Criteria | o ARMBAICERREZ RITT ALY 27 2Bk d 570 DR IEHEZLEL T
) L9556
WEE L | EEERT |« M NITEESFS A I L, 38R LR S
WEWIBR | EROTEE | DAEA  FDA ~10 HUW
[21 CFR o LT, HEHRG, WERXRHEHEFZZIIESEZTBENOH DA
803.20, 4 1 FDA ~30 HLIN
803.53] o ARBAEIZERREZ KETARY2Y AT Z2B1ET 572D OUGEH
EENE LT 5855  FDA ~5 HUWN
R | o LT L EHEFS  FDA &k~ 30 HLN
NFEH
[21 CFR
803.20]
FEpEREan il | @ JETC : FDA ~ 10 H LN
M o HIEFS K~ 10 HEIN
[21 CFR o Y - B 1/1 £ TIZ FDA ~
803.30,
803.33]
B FDA DO ERBLYZ MRS 7 1 7T 4 [MedWatch] 3 AT LA Z i@ Uz
EES: =k
X [REASHMERIE ] M2 T security AF7EE I EENLEEZ TG AL H 5,
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FRAIAE |

REAZ | FDA IZHE SN A EEHEIZ, MAUDE 77— 2 RX—X 2 TAR STV A,
R E R (MAUDE: Manufacturer and User Facility Device Experience) 29

N BH

Q) EREHROYAN\—tX=2 U T 4 BEEHEICEE U TiRE R Ex R
1) ERESRA—I—ITKRD 5TV D REXREH

FAN—tF 2 U T ¢ (B U7z ERFRR O T RER 226 R IZB L TIX, FDA % 1 % > A [Postmarket
Management of Cybersecurity in Medical Devices] (2016 4) 28\ T, A A[HEME & BE ~DfEEDOE
KREORREZBRE LI MfggtiH i 217 5 2 E A HER I TW D, FrE S eggtt oA et & £ o
BESOREEORAEIL, BES~OMEEDOY R ZRET HOICENE, TSz GrA ek
Y 227) TS TW ] A SNRVWER Y A7) ONWTIUNICHETE D L ST 5,

Flo, EREHEOY A N—tX 2 U 7 4 ICBT BRI 5728, 2022 43 HIZ The Protecting
and Transforming Cyber Healthcare (PATCH) Act V72323 SiLic, HIEMA T, EEKIS A — I —NE
WA AR L, A —tx =2 U T ¢ OMasatEIT L U, Mgt D BRR 2R3 2 72 O FNE 2 g
LI La@mDh, RPNROVAN—EF2 )T EHZRET DI L &SN TS, PATCH IEEIZOWN
TOFHRITILEE-THEY, Z2ORDOVIZ, —HOERFHENPZIBT DA L= AEITHEEN TR S
2o 2022412 H 21 AU T&kih@wﬁéaxi 2023 49 A 30 H £ TBUN OB EHMEFRFT 54 4
SARREREEZRAR L, ZOXFETIE, BEEGOEX 2 ) 7 0 BHEOHENTENTND, &
D= NZIEROY® 7 a2 3305 1213, EFEISRIEEE D B O ERERPREDOY A N—F 2V
T A BRI LTV D T 2T D LA ERTOENGENR TV D, BEEEITREOY A
N—=tF =27 ¢ EOMEIFHIMELEITOWT, B, FrE, ST 2510 2 @0 22 R R BRI L
RFIUTZR BT, ZAUTIIMESE O HAARIBERCREE R E b EN D, S BT, BEFER L, EH:OD
HER L OB Y 2T A Z M EHET D700 7 n v 2 2%E - R LT 63, Zhic
REOT v 77— bRy FREEND, BIEHET, FHROFIEND 90 HRIZAEDICR D, mﬁ;ﬁ
FDA (ZXf L, EFREEROT A N—E X2 U T DN LIZEAT 2860 HA X AZHITTH L IKRD
TEV ., BUSHBEMTA (The Government Accountability Office, GAO) &L A5 FEHFICHEE LK T H T
ETHD 2,

F7. 2022 4F 3 HIZEXNL 472 HR. 2471 Consolidated Appropriations Act >” @ H1C DIVISION Y &
L T/RE L7z Cyber Incident Reporting for Critical Infrastructure Act (CIRCIA) (2T, covered entities (o
rganizations in certain critical infrastructure sectors) (Zxf L., EHFBEAILEEE N A N—A T b
DHAEZFRIR LT 72 FEEILLNIZ the Department of Homeland Security ([E =722 fREE) (5T
DT ENERENTND ),

E 51T, 2022 F 6 HIZIE, EREARO 7 A 7V A 7 VAR EE L Clble A N—t ¥ 2 U 7 ¢ Eif
ZEAT 5720 DWER THR.7667 — 117th Congress (2021-2022)] ZHIE L TV 5 230, Z DiEDH 8
08 L Tld, WG DOY A N—tF 2 U T 4 2dRE LTEY, ¥4 a0 RERE T, Mk
WagatE DBAR & FIEZE D, TIREOY A N—t X =2 U T ¢ Otk L EHZ#EUNICER, FFEL, &
PR 7RI CXHL T DRI AR 2 22T TR H R L LTWD, E7o, BUEEFR T, B L B X
Th OYAN—tX=2 VT 4 2MET L5708 RETFIRZERG, R, fiRTs2 08k TH
o

FARN—tF 2 U T ¢ Wagirhil K 5 EFREG A~ DRI OV TIX, FDA DR —A— U Th iRz
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HiTHo T3 3,

F72, 2022 4F 11 HIZIE, FDA L OTKNTESE | KIFEFIFIA MITRE 2 ERBELR OV A N—& %
2T 4 AT MRS 5720 DEERNREZZ RIS 57 VA T 7 OBGETH 2 AR LT
Wb, BT AT w7 TiE, EEREEERSZ OMOBIRE N, ERERICET IV A N—tF 2 VT
A ATV MURA TG L, BEROFNELER L, BEDOLRETDHODT L—LU —7 2]
LTV D 2,

2) FDA & fBERS & DA

P A N—t X2 U7 2B L TIL, FDA A &% A [Postmarket Management of Cybersecurity in Medical
Devices| (2016 4F) (T4 % &, 2013 FITRFAFTIC LY | KEOEFLZERE, RFHLE, ARELE
EEREMERT DD, BIRA T TN ARAIR TH D Z &R0, WER -« A N—FRIIxd 5 E
BA 770XV T 4Pz AL, Masstha L., 28z R/ NRICIM A, BEZ R
E e PHIET 5 2 &2 By L LToEBUR N84 255 2 £ TV %, FDA &R & o i 7Rl >
VWL, 2015 FFICFE HE & 472 Executive Order - Promoting Private Sector Cybersecurity Information Sharing
13691 (LAF TEO13691) L\5H,) *NTENT, REEMLOERHMOY A A=t F =) 7 ¢ HHLA
KON 1D 7= 912 Information Sharing and Analysis Organizations (ISAOs) DFEEZLERH L TV 5D Z &2
RENTWD, F7z, Executive Order 13691 (23T, ISAO MMEAND T T A /32— & HRA H H % i
L. BV 2ADOBENZRFFL, A SN TV DHEREIR#ET D 2 L 2ZHT TV D, ISAO I, A
N—tX 2 U7 ¢ ORBEEHAKFENEEZ L KSEFT 572 OICHE R A 7 TIHFWMEZINE - o L.
YA N— X2 VT 4 OFBOBIE, B, B, ZENO OEEZ R T 572 OICHE kA 7 T
WEALE - BFHRL, H2W0EHA =t x =2 U7 1 ORBEORKE L SICEE T2 2 8 —Z Do
BARE ICEHEE oA 7 FERE BRI ET 5, EREISRICEEL LT THIEESER A LA TS
ISAO [ZRUEHRANSINT 5 Z ERHEES LTV D, FDA 1E, MIFBREDa IR L —varbala
=r—varaRET 2REOERE R L, ERESR L EDORLOER IT A 77 A7 7FxD
LR, ARE ERME, KOEX 2 VT 4 IZEEEL 5D AMEOH LA "—tF 2 VT 1 OFE
& HEgatEIZ BT D E RO IE T 5728 ISAO @ 1 2T 5 National Health Information Sharing &
Analysis Center (NH-ISAC) & 7 & & fiift L7z,

£, FDA 2NEHE L TW L BERKEII TRO LB TH D,

# 4 KETOERBROYVA N\—kx=2 )T 1 BEsstE%ICBI§ 2 BEREEES & DEERIL

LR HHEEIR L DR

National Health Information o FIERFEEDa IRV —varvbala=r—Ta & REL, &
Sharing & Analysis Center, IR DR, AR, BEX 2 U T 00 KO/ SUTEHDO~L A
Inc. (NHISAC) and MediSAO TTIMAVTITANT I FXDERMEE X2 T 4 ITEL S
(information sharing analysis ZHAREDH DV A X —x 2 VT 1 OMEFHIEICET 2 1F RO IL
organization) (Memorandum HERET DEREZERT 720, FDAIX, VA 3—EX =2V T ¢
of Understanding 205-18- OWEFINE & BRI B 5 1F# 2 NH-ISAC & X MedISAO & 34 T
028) HAN=A LB TETHD P,

o UIFHILAG TR D F AR T, BOESEH I TEERY 2R Ega Mo 72 72
BRI D15 A FDA L oot L, fiEEE)R
O OREICREMIC LT 5 Z & CRELRET L O0E2IHETHZ
LThHD,

Health Information Sharing & | ¢ FIIERREOa IR L —Ta v bala=r—ra 2 REL, &

8
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Analysis Center, Inc. (H- IR DR, AR, BEX 2 U T 00 KO/ SUTEHDO A~ A
ISAC), formerly known as the TTITA T ITANI I F Ottt xa )7 4 I8 ELE

National Health Information ZDHAREEDH DV A N —t X2 U T ¢ OWaFHPEIZB T 2 EHR O
Sharing & Analysis Center, HERET DEREAERT 720, FDAIX, VA 3—EX =2V 7 ¢
Inc. (NH-ISAC), and Sensato DOWEFINE & &I BET 2 15 2 H-ISAC )2 O Sensato-ISAO & 34T
Critical Infrastructure ISAO EDLANZALEMSLT D FETH D 3,
(Memorandum of o ZNH D ISAO @ BRI, BERH TIE(ER 72 a3 MEo BT 1= 70
Understanding 225-18-030) B3 2% FDA LA T ol 2RIt L, REEENR D
OFEIZENCxLT D & CRELRETEZLHLHICTHI LT
H5H,
Department of Homeland o EIFEHEARDOV A N—t X2 )T 4 2B DERKODREAITST D
Security (DHS) WEgatE Kk OV U BE T DM A E T 580, ZEHLKOELEZE
(Memorandum of Lol M HH O BB A EET D,

Understanding 225-19-002) o ZOREIL, BIEMEIIMR SN EEEGR O A "—tF 2V
T 4 ONaIIE & BB AR L ERIE A AR T 500 T L
— LU= Z#FELTCWET, WMo ZDa IR L— g
X, BFEOLRRITT DIETER R B BICKT T 5 LD TH A LY
— 72X ODIRR D Z EHHE LTV D,

—
) " _—~ DHSICISA 5
Incident vulnerability — A
disclosure e 4 o 1
- SME Incident Incigent e
_— . communication |~ . information
- support vulnerability o gathering
— disclosure 4
— i - - Benefit-risk
S § analysis of MDM
Manufacturer ) FDA g:iligal\ons
« Information gathering
4 Benefiii " Y —_ + Incident nofification
= Benefit-risk analysis of Incident NS ~ Device advisories, - Device adverse
MDM proposed mitigations MOU - i TSI alerts, mitigations event reporting
THTIL SN ~ (when applicable)
Il zﬁ.ﬁmuﬂl :rc . ] N - Voluntary recalls
-— . ~—
behavior; request N
- - H-ISACASAQ i i ASPR/CIP for device helpiinfo 3
Incident vulnerability Incident |nf0rm:|l|0n. RN Manufacturer

disclosures D .
evice Incident

advisories : Situational

alerts, Regional " * Inthe absence of information, HDGs may contact FDA for support at CyberMed@fda hhs.gov
Devise advisories, mitigations Partners
alerts, mitigations !

HDO < » State DoH Figure 2. Medical Device Cybersecurity Key Stakeholders
Regional assistance., Incident Response Interactions
Incident Situational
Awareness

Playbook 75
Figure 3. Example of Regional IR Interactions

() FEBRTRE L7HH & HRRIUTONT
FDA X, [Cybersecurity Safety Communications and Other Alerts| 728\ T, FHHlOHLE, HE S
HREEE. FIET 7B AD Y A7 28T 5 720 OHEFRIRFIZOWT, B#EL T\ 5,

Cybersecurity Safety Communications and Other Alerts O JF 323N TC,

[FDA X, HFHNZBNT, A=t F 2 VT ¢ OFHICEE L BFEOAGE T LR L Tk
59, BRTHHA SN TV OREDOERL U AT AN ERIADN 2 Z & HFEik L T 7R, L
L. Ny FZEHLARnEE, HOWVIEEOMDTIETEMLRWEE, b OMigrkix, HERO
PN —PF—NREINTEBIT 7ERAL, L, a~r FERITT L2 L2 mRRICL, BFI
faFEx G2 L RN S 5, EFRMRIT. UFNORTZRIBlT0a33a=r—va 77— 0
HERFRAEMTHZ LT, RET 7 EBADY AT ZRETHIENTED,] LLTW5,
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LRI, A VAV VRV T VAT ADOFA N~ X2 T ¢ U A7 BT 28564 759,

EED} 09/20/2022

2121 % | Medtronic f MiniMed 600 >V —X A LAY VRV TV AT LD A NN—EF 2T
A - TEEML | ¢ U A7 ORHEMEIZ DWW T
T

B! Medtronic £t MiniMed 600 > U —X A R Y VIRV TV AT AOBERRY A —F
X274 U7

FDA (%, Medtronic £t MiniMed 600 > U —X A > AV ViR 7V A7 A (f]: MiniMed
630G K O} MiniMed 670G) DY A N—tF 2T 4 U A7 |[ZONWTEREIRRL— —
LR ERLTND,

W TV AT LDOWBET 7 b 2 B ?é%%#%@ Ry T AT DA~DRIET 7
T REHFTRIREMN D D, RNIET 7 BEARREAE LG E, N7 O#EE7 e iz
FEIN R TOAL A UREENMEBZ ET21T &k@éﬁ EMENR D D, I =2 F 600
V= AR TV AT KL, BREEEIT) 2 AR = (AR VR T H
/v a—2Ex=#Y 7 (CGM) ~rT7 v A v, MFENESR. 77V 27 USB 7
WA RIRE) WD, NET 7 BARBET H7DITIE, ROTPMOT AT L= R
~%/hk«?)/7éhfw6%_\k<_wéKE77tx%(%@k%%@k
T NR= T =LSDON) RoIRI=ORyTIZT 7 v AT 20BN D L,

FDA X, ZOH A —tFx =2V T ¢ OMEgatEI BhE S 28 238 L Th7auy,
Medtronic fhiZ, ZDOH A NN—tFXF =2 VT DY X7 ZOWNTEFEESRZ—F—IZH D
570, BAEEKIHEIE (Urgent Medical Device CorrectionExternal Link Disclaimer)
ERFL, 2P —PRDHREATE) E R FEA R LTz,

FDA 1, 20U A N—tFX=2 U7 1 Ot BE T o EFEFELLRE L, miEL, B
Jtﬁ‘%)?‘: A R b=y 7t @ LT 5, FDA (X, EERHIEFRN/ATTE 25
. R RICERZ R 2,

ZOFAN—tF 2 VT ¢ U X7 2BMARERIC OV TR, BRI —H—
A R bhr=v 7% (1-800-646-4633) I[ZHWEDOELZMENH D,

322 AFH
(1) —ROZRERBFRTESESRERE

A1 ZIZEBWTIL, Health Canada  (LLF THC) &9 ,) NEEERONESERFREZNEL TE
V. Medical Devices Regulations (SOR/98-282) O 57 §:i2C, #iEzed, WAFEE . WoeERITEER
HOPWEKR NRFEZETZ) a— RZEMT DI TND, Fio, [[ 59 RICBWT, HasolbE, B2
PRI, iki7“wﬁr%ﬁ%ﬁ%i®xf IR D ER L OERE, . XUIZ oo A
DFEC UFERCRREDITRAN R EALIC O RN o 1o B, XITZDBENNH 2 FRITHOWT, KE~D
4/V7/Fﬁ%W%%OT6ﬂfwéoﬁ%%##E@ﬁ%%%ﬁéﬂfﬁw\Mdﬁﬁnﬁfﬁm
THENAREL 72> T D ™, 7o, HCIZHE SN FHRIZOWTITAR I TWRNA, Eii S
7= Recall ,IZ W TIFAB S TN D 2,
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RS HITXRIBITIHERBEREEERERE
A E B M
K 2 R4 Health Canada (HC)
i EEs DA E. | Food and Drugs Act (R.S.C., 1985, ¢. F-27)40
BB OB | Medical Devices Regulations (SOR/98-282) 4D
1EE
B o BEERDOEIE . AIMEDIER T, £713 7 UL FE R0 A EO NI BE T 5
(Criteria) %3
.%% A, XIEZE OO NDOFET TR RE DTRA 72 BAIZ D7 i o 7o
Bt XZ20BEnd 5 FEG
WEE L WEW %L%%‘ i A EF
B FEU SUTIRZN 22 e R E O FAL - 10 B AT R & f2
FE SUTRAN 72 R 5 D b D I 2 41« 30 H LANIC Preliminary report % 2 1
Preliminary report (& T A & O final report D A7 ¥ 2 — V& - L, TDAT Y 2
—/LE TITAR S R H,
WPE
PRI A N A L2340 30 BRI
Fenll7e 7 7B 2D 7o OEF S (BEEHSE) ([2o0nWTid, B2 L
EREMZ DN FEBICKA T 6 72 FFFE LA
NEEEREN L
B

Q) EEBEBOVANN—tX=2 VT 1 BIHEICEE UHIRE R 23R

HFEDOH A N—tF 2 U7 22O TIL, Communications Security Establishment ™
Canada Centre for Cyber Security 73— JCHJ

—HfkTH D

ICEE LTS, Ky bU—7 IR O EREEGR O A N —

ﬁ%19%4mowfm\mmﬁﬂyﬁkﬁ%ﬁyxmﬂ%fénfwé MEEHA K ZZBNT,

PRI A A

B D IRRE, HF%%

WXL CTIR Y A7 EHE
RO, 757 ROIR#%
HHIRATELEIC OW T A o A DERAE L TV 58,

HHEBEREICBITAY A N—tF 2 VT oD fr—)L,
NHEIE SN TS, HCIZY A N—t X2V 7 ¢ 1I2B9
REAEERE 2 & L hRB L 2R Rz oOn

TUIFHIHA X AR L TELT, A N—t X2 VT 4 —KICET DA o7 v FOWERIE
Canada Centre for Cyber Security & 72> TV %, GC CSEMP (Government of Canada Cyber Security Event

Management Plan) Primary L 78—

MITZ AT ERELS, BANL 1M EB I 2WE 2 ICT52 L. 3F

72 LA — MRS 24 FEIDINICIE T 56 2 & &L ST 5, HC & Canada Centre for Cyber

Security OEHEERPLUIZDOWNTIX

323 EM

L ERPFF ORI T,

(1) —RAZERESTRESSRERE

ZEMIZEUTIX, Therapeutic Goods Administration
HAFEFREZNEL TV D, ERESONBSFREITOVTEL,
Regulations 2002) *Y|Z

eriod for giving information about adverse events etc (Act s 41FN)), ZE/i

(LLF TTGAL &W95,)  DEREEGICET 58
Therapeutic Goods (Medical Devices)
BWTHEMGENED 5 THEY (5.7 Conditions applying automatically—p

(2R TR RIS 2 B ot

FTOEZEIIK L, FIC, EETEEFR, THLRWFRORREEICERREE L 5 2 5 FREZ

DWTHET DL IBEDIT N TWD, TOEEN

DR E SIZH > THREHIRAED 5T
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Do Flo, HEFPEFMEEE DD OME LHELEZ LTIV | consumer online Medical Device Incident
Report form*<> health professional online Medical Device Incident Report form 9% if UC TGA ~#+5
AREL STV D, 7288, TGA I[ZHE SN AR EAFEHE 1T, Database of Adverse Event Notifications
(DAEN) DN TABENTWS, F7-, Recall IZOWTHARINTNS | ERERO R BASRE
FESWTITLL EO X I ITED LN TWEN, A N —EX 2 U7 4 ICB# L2GA bl ORNEAEE
WEPEASNDENITONTIEE LS TV,

£ 6 FMITRITDERBERESEHREHE

A E H S

Hiiil 24 Jm 4 Therapeutic Goods Administration (TGA)
RS AR DA E. | Therapeutic Goods (Medical Devices) Regulations 2002 *°
B OB

1EE

RESERED | HEEG e ST 2 ERIEMUR (Acts 41FN)

%5 (Criteria) QARMEETK T DA B e £ A X2 N EZITZFOMO HRF IR L
TWVWHIEA 48 BN

bYERE, T AD2—F— FIIMMO ANMOIELE, FIITRA et aeik e
DEALIZ OB o TR FEF21TF OO HRFIZE#E L TV 554 - 10 B LA
w

BFH., T, ADa—W—_ F3MO A O F 7 TR ERRIED
LI D72 N D ATREME D B D FR F 11X T OMOHRFICBEE L TV D55
30 HLLN

(d) =D : 60 BLLN

Report an adverse event for medical devices | Therapeutic Goods Administration (TGA)

Meet your ongoing responsibilities as a medical device sponsor | Therapeutic Goods
Administration (TGA)>?

WA ¥, R, B
REAZERLEE | Database of Adverse Event Notifications (DAEN) *V
HANBA

(2) EEBEBEOVAN—EX=2U T 1 HHHHEICER LHiikE 2% R

W OREAEWE &3 — MZ T, EBEERN A N—t X2 VT ¢ OREOREL T, fEEE
TRI\EHBEYEL 5 2 2 AREMN & 2 5 A ICHAE NHEE TX 2 TGA OEKLENHE STV D L4t
W2 EBEEOH DT A N—tFX 2 U T 0 FHIT-OVTIL, Australian Cyber Security Centre (ACSC) D7 v
TANTHHMETE D IR EZ SN TS 2 Fio, HEETREMEFHME & FREICREE L7
HILIZ SN TIE TGA DB —L_R— VI TAB S TN D 9,
RFET LCiE, 20224 11 BIZHA X ARFITINTHEY 3, Total product life cycle (TPLC) 7
Ta =TSN Y A7 Gl & BRI B 2 BRI 2R BUR AN E R S T D,

3.2.4 BRI

(1) —ROZRERBEFRESESRERE

RRMIZ I T, EU AR EIC B W TEREEHIE T 2 R EGEERAIE L T\ D, FEARBIZERIN

? Regulation (EU) 2017/745 )2 CEEEHEZRICEAT 5 REAHRE FREENED LN TEY . BMAEIC
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