HEERE (HESER] - 2IMEEE=R)

HPRER AR E RS 0 Bk

AR HERE © F AR R EEE
LR | HESER - EE ORI
TRELEZ : B

HEHAM : 10523 A SHE3H 12H
WEHEA 1054 5H 23 H



HE

ERPREE R e A AR HEERTE (International Medical Device Regulators Forum,
IMDRF) 56 9 JEers » A 2016 23 A 8 HE 3 H 10 HEEEEEEFEF]GE (Bras
flia) 217 > FHEHHE IMDRF & 8B 2 A R TAESRESR S - A T R
BRI EHIRES NG PR R - e A R AR E T E - EE
G~ (REEEE S EIR A BRIKE S - SR BHEHE R Ak (World Health
Organization, WHO) ~ i K&EE& S (Asia-Pacific Economic Cooperation, APEC) -
oINS ER A AR AI® (Asian Harmonization Working Party, AHWP) Rz f4:
4H4% (Pan American Health Organization, PAHO) FL[H|£:Ed -

AEAKgi 3 H 9 HER > mifgc—H BN EmE - KEesEiEn - B - inE
K~ R BUE - HA -~ REEHT ERE 8 g BEIRFE © o ilER A &% B 2 B EE
MEHEIN - B TIE/ NS SRS ERIEZ T (MDSAP) ~ BB EHEE
(NCAR) ~ B& FH#RAE (SaMD) ~ BERESIM SUfFEE (RPS) ~ W EE Sk 248 (Patient
Registries )~ NEEEMFIEE (Adverse Event Terminology ) K18 BEH & #H#H (Good
Regulatory Review Practices) % T{FaiEl Z e EfE - h4h » IMDRF M2 3 H 7 H
Bl B G LT BRI e E S g (DITTA) &i—58 AREEH
Ak ©

ENARE B REETEY)EMMNIEEZEE (Regulatory Harmonization
Steering Committee, RHSC) ZEK & » ZRAXF% RHSC HJ& IMDRF &3k > A& IMDRF
FIEEHEZRIEAEFEAE > HABHARE SRR B RS > SAFELEIE S
ERRZ WHEE T A BRSO R - e BT BB RS E TR - FEHAEEE IMDRF & B
ZERANBSRER » A B RS E S AR S i EA e - ABH%
e R e AR R R B PR S TE -

BESEEE (Keyword) @ BUPEEtasiARVEREGHIE (IMDRF ) ~ &EREG2HT - B ERR
PRI ST 6 R E S lnigr (DITTA) - B FHEHS (SalD) ~ BREn 487
forER (EEU) ~ BHRRastf B AERZ € (MDSAP) -
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=~ HHY

IMDRF S8V & - (hHEEE BB —F MR (biannual ) > 8
IR EREN 3 B9 Ay - & H 2012 F£#E > S/ BN TGA ~ B BC
250 FDA ~ HAS MHLW F3HES - 5 (2016) FEEAE S & wmEPEA XN - iHEd
Lk FREHERE ANVISA 23 o S8k Heal th Canada ~ SR CFDA KSR HT Russian
Ministry of Health > RIZZSRimit - FHEHEME 2 RS Faikr g tHaZ te B R e

KREEHS 2016 FAE—REGek - 13 H 8 HE 10 HET > IREPIHEHZE
GFHYE BB R R B R AR AR BT - DR INDRF #Y2% TAF/NHAERE -
TR 73 & s 2 AL i e AH B B PR A el S HY s TS0 S Eh - £ 3 H 9 HAVERIERE T -
AR g F N (AR g - TS h B s R G e A - DAIREINGRAE by i
R YL = B RE R L K

IMDRF B4Rk G2l - B ERRERMAIIET &% E S ih® (Global Diagnostic
Imaging, Healthcare IT & Radiation Therapy Trade Association, DITTA) EEF %%
REWEGH&ER > A DITTA gt 3 H 7 HEWIEEE TS > SOEEgE 7
fi#z IMDRF Fraes FH#EEE (Software as a Medical Device, SaMD) TAF/NaHAVHESEh#E
J& » R R S B B A P THYE S B4t 2 - iR T EREAEE K
BE AN BRI R o382 » DU LBl IMDRF #EEh TAEMRIRH: » IR EAH R B PR
HEVATHA S E N o N HEAEIR 274 (cybersecurity) SEEAHIE EEGATE ELPEL -
BLEGVE A A EHY B g 5



H wte BT st
3H 7H | DITTA B HEASEE &% | DITTA B IMDRF &
@r

3 H 8 H | IMDRF EHZE E & FéﬁF‘ﬂEﬁLﬁ (EHIMDRF%IW?%‘

3H9H | IMDRF Fz=hd hEmmE | AT =UHEET

3A10H | IMDRFEHZEEGH | PAPTTUENT (F IMDRF & 2EIIR K
IEUEZE R )

3 H7H (iH—) ZH DITTA #EHmAeHEE g - 855 IMDRF LJ% Fabio
Quintino ZiFa+sE > BHENERIE M EHRERAT -

(—) IMDRF SaMD T{F/N4H F G Bakul Patel BjoiE{TREH » 30BH Aifm & ﬁzuﬁfm
{EHYARR I HT/E/NETR 2013 582 R n a1 e T E
AiH> IMDRF/SaMD WG/NIOFINAL:2013 SZ{ErR) » 2014 FFFARIE SR $@1 Eﬁ
JE\EAE S - $2 HH B R Y 3 J5 5 4R 42 RE( IMDRE / SaMD WG/N12FINAL: 2014 )
2015 FE sl ar b R M S R i S R B T8 s 25
b IRt —EmE 2% EH 7=V (IMDRF/SaMD WG/N23 FINAL:2015) »
2016 A% B B Ry B PRS- A0{rT FE F I B IREEAL - i s sm ek 2 A
AICEEBERERE AR o THET 7 A HE R

(—) E2P5 ANVISA E & Leandro Rodrigues Pereira EiHH » 2%+ IMDRF ¥
B HERASINE 28 0 BT B B PF sl - Bat -~ B TR N R e
FHERESHI AE T © 55 ANVISA il NIFEREAR - RS FF4E2% IMDRF
FIT AR B FHERES B 851 - il % B B8 e S R e A

1~ B — S HE (RDC n® 185/2001 574 » MWHEE 3 KEE 4 %
FHERES )

2 ~ BRERBA R E(RDC n 60/2015 555 BFHEE 1 F 5 2 H4REE FHEES )

3 ~ BRSNS R ACER] (RDC n 56/2001 58<)

4 ~ B E REERED (RDC n® 16/2013 55<)

(=) EREE DG GROWTH B & Erik Hansson f5H » BREEE R 2012 4 1 H/24f MEDDEV
2.1/6 B FHEHE 5 ZE 4 ( "Guidelines on the qualification and
classification of stand-alone software used in Healthcare within the
Regulatory Framework of Medical Devices" ) » i 2% IMDRE/SalMD
WG/NIOFINAL:2013 Fralt N2 » SEHrax$a E R RHY AR E S « /N RTINS

FESTHR G - WHBER R L2 D EEEK - 55 ERY 2015 £ 9 H
5


http://ec.europa.eu/DocsRoom/documents/10362/attachments/1/translations/en/renditions/native
http://ec.europa.eu/DocsRoom/documents/10362/attachments/1/translations/en/renditions/native

(/)

1

4
(H)

1

MEETEE FHECREAHREEEET Y "Manual on Borderline and Classification in
the Community Regulatory Framework for Medical Devices" Fff (3
WHE %% Software and Mobile Applications) e

5B FDA ‘E & Bakul Patel (IMDRF SaMD T{E/NHERE) For @ BECRRFE
e R RN GAERE > FDA A 2016 45 1 H 22 HAHA " ERastiddis e
i EHE | 55152 ("Postmarket Management of Cybersecurity in
Medical Devices") » FEHAMABETR ~ 3% A1 5 IR FE B8 FHER RS A8 R 22 22 99 REHY
i WARECRS TN EZE 2 ER > HIRZE 2016 4 H 21 Hik - 555
BIZEERVER A & - R E T B2 25 RS 5 A FH Frsc g sy
BE] TR TSGR ES & » KH ERTAEERNAS
B REER  FDA 1A 2016 &2 1 A 26 HEt % T A nHREE e | AR 1
7 #8 51 = 2% ( "Design Considerations and Pre-market Submission

e e e

Recommendations for Interoperable Medical Devices") @ Wi KEZER

F2 2016 - 4 H 28 H ik « FAth FDA ELHIlE SR AY B8 R AH RS 5 [0 it

%ﬁ .

~ 2005-05-11 - "Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices"

~2014-10-02 - "Management of Cybersecurity in Medical Devices"

~ 2015-02-09 © "Medical Device Data Systems, Medical Image Storage
Devices, and Medical Image Communications Devices"

~2015-02-09 : "Mobile Medical Applications"

TRV I EY - B T F e RS R AR S B B R R AR VB RL 4 o
FEFEE AT TS (Medical Imaging & Technology Alliance, MITA)
BT Patrick Hope fHE 2 G422 ] o7 By 4 {EEL A RLAE -
- BT
P M ST B B B BOR TREARY R R - Tl -
~ AN A
s lE N EFERREAERES (Ra& a0 ¢ KRG ~ B -
~ WECRIEENAYZE 2
FEFEFHER A 1E%E (40 @ HTTPS-TLS ~ DICOM) DAREFRINYMEERAYZ S © S8t
HEUFEE M EIER - MRS T5 B 288 HIPAA Security Rule #iE (FBR
45 CFR Part 160 Kz 45 CFR Part 164 2 Subparts A and C) e
- BEEAERE
PR AR A CRas R il S Jm b & B T B.( 401 1SO/TEC 80001 ~1S0 14971 )
DAGG (- 4Eps e Ee - HIARHII R NERE » S AHEZ |

RERE B E g - (L HARHIAERS 22 YRR N B R il e B e g -

(7%)

DITTA fE(L TAE/NHEE Peter Linders Fon @ B FHEREEAY /S E A EPE A
DU Fof(cE > (M ARERA - 7 BE B A T 3% :
6


http://ec.europa.eu/DocsRoom/documents/12867/attachments/1/translations/en/renditions/native
http://ec.europa.eu/DocsRoom/documents/12867/attachments/1/translations/en/renditions/native
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm482022.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm482022.pdf
http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm482649.pdf
http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm482649.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089593.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089593.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm356190.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm401996.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm401996.pdf
http://www.fda.gov/downloads/MedicalDevices/.../UCM263366.pdf
https://www.gpo.gov/fdsys/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-vol1-part160.pdf
https://www.gpo.gov/fdsys/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-vol1-part164.pdf

General overview of IMDRF, FDA, EU and IEC 62304

Significance of information provided by Classification
SaMD to healthcare decision
State of

Healthcare Treat or Drive clinical  Inform clinical FDA EU* IEC
situation or diagnose management  management 62304

condition

\Y 1] [ Major Ib Class C
“ i [ Major lla Class C
w [ Moderate  I-lla  Class B
[Norisk | ? ? ? Minor [ Class A

* On the basis of classification rules 9-12; effectively almost all SaMD end up in class |

Dr. Linders Wif&i/ M EIFEE T2 B & HY R TEAREAE ¢
1 ~ IEC 62304:2006 ( Medical device software - Software life cycle
processes ): HATIEAREETH - K5 e 2 i N FH & E - B BT £ -
G R\ R S RS LA
2 ~ IEC/DIS 82304-1 B52€ (Heal th software - Part 1: General requirements
for product safety) : LR REHVEHHIE - 245 1EC 62304 #
Y RS (HAEHU TEC 62304 -

() B2V SQR Consul ting 2 EJHYEFR F% RIREART Marcelo Antunes > F2HHET
¥t IMDRF/SaMD WG/N23 FINAL:2015 SCA-FrtftiT ey E & - dGf#aRs% N23 Sk
FR AN B PSS 2 40EH B IS0 13485 16SCIE HAVEIIEIE - (B
M~ ES7 ~ R EURRE ~ HA R EBIN G E L4905 ¥ > o 55402 B IMDRF N23
XS 30 EFE 34 H - )

=3 H9H (H=) EMAMEGE T 2IN0YEE RS (Stakeholder Forum)
ERIASERIT

(—) B
1~ B A R RHSOS - e T
2 ~ TGA FTHIMEEMUE » EEHNEEYLAE st - DARELER 2 ([EH
B —BRAGAE BN A (LR - BITAEAT TCA
3 ~ BERCHRERALD ~ FRRAED KB RAETE A VIRV ER 28 > RETHEETR - HATE
FEEHFFEENS -
4 ~ In-house IVDs ZHRY 2017 5 7 HRISE & E e N Bl B E B -

(Z) BB
1 ~ 201549 H 24 H&#Hr ANVISA Normative Instruction n® 04 > FEHEH

7


http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-151002-samd-qms.pdf

N T BRI B HE -

2 ~ 20154 11 A 27 HELRDC ANVISA n® 52 554 > #lE 0] B TEilG B 2R 5

(HIV) AstAE S S CHUE -

~ 2015 9 H 12 HA Law n® 13.202 » SHECEIRBEBATHHE -

4 ~ 2015412 A 16 H/A Mt Resolution RE n® 3454 » 38 ANVISA 15-DA{s# FH BSI
Group America Inc. HYMDSAP FERZRVER - %58 E5 R334 GMP 56 -

5201641 H 11 H2A i Resolution RE n® 80 » 3 ANVISA LA R TOV SUD
America Inc. HYMDSAP FERZEKE » %38 BE I EsM GMP 56 -

(=) &K
1 ~ 20154 12 H 4 HA41 IMDRF BEKFERZ 72 (MDSAP) WU EIHHE S ¢

(1) InEKREAEE Health Canada 5T/ 20174 1 H 1 HE 20194 1 A 1
HEYBITPSER - [E20 B2 5% 18 OMDCAS ¥ %247t & IMDRF MDSAP #&1% 75
ZRTHEEEE -

(2) ME20194 1 H 1 HiE - F##EHZ IMDRF MDSAP f&#% h Fsg = -

2~ RIBENE Y Vanessa's Law ( Xf# Protecting Canadians from Unsafe
Drugs Act) -

(1) Health Canada fENFHFEEEEEYIZ A E N > DLRATART 21U ~ Agfl /BFF5E
PR ~ SRS RYERAIN A -

(2) EHEMRESEERGEEN » Wk R albnsi R faEs -

(3) 20154 4 A 1 HALIRHEHY Class IV HrE s ET ol 38 FH B &4
M EAIREEEN 2016 4E 4 A 1 HiEEIRHAY Class IV HrEastt
RS B A T - TEAREHER -

3 ~ EAmRE/ e R (IVD) IVEDRIES ] ~ (R IRE N 52 F 1R
AR 25 B LB es b HE 5 | ~ TVD DURRs fZSmEny 4551 -

(M) HrEARRE
1 201548 H 18 HEL State Council 28 44 5500 » $RH B2 A% I -
BV R R AR BB S WSEERIREE > 40 ¢ s
BB FAZENAVEIANS - BRI AT - TR B PR AR ER R ~ &
STEM T -
2 ~ B EESE A I M IFE R TR R BRI E -
~ 2015 410 A 21 HLACFDA 58 18 8<% > #8A{# F B B S 5L
4 ~ CfEM2:EL IMDRF Frss T/E/NH - ERSTTENELSE © 4H— BRI A RPS 5817
518 5 275 MDSAP 455 [0 - iEEEEM AVIEIZHE © 28k SalD TAE/I
RS AMABEMEEEEEES| -

(F1) B8
1~ BREEHEE 3 TEEEZEMTES » 90/385/EEC F i A B Eii54
(AIMD) ~ 93/42/EEC B9 2541154 (MDD ) K 98/79/EC Ba4N2 BB R 25 H7
F5S (IVDD ) RIfr PsEET - Eo - AIMD K2 MDD WiYE+E S HEEEff /5 "Regulation
8
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http://laws-lois.justice.gc.ca/PDF/2014_24.pdf
http://www.parl.gc.ca/LegisInfo/BillDetails.aspx?Language=E&Mode=1&billId=6365510
http://www.parl.gc.ca/LegisInfo/BillDetails.aspx?Language=E&Mode=1&billId=6365510

onmedical devices" (WE &G A EEAM ) M 1VDD B4 A "Regulation
on in vitro diagnostic medical devices" °

2 ~ JEIERMT =J5EmE ((trilogue ) ELE 20154510 A 13 HLHR# 7K -
THETIY 2016 - » AIEERNBUA T ©

3~ EffEERIEEE S | SRR I LR E T - B R R R
HIF R ~ EYrEaIE A ~ BRI R AEEE -

4 ~ (IR - R nssEr A S THVES  BUEEEE kg BECVE Joint
Plan for Immediate Action’ Wi 2014 4F 6 H K SE2EAH > Staf f Working
Paper F ; HRATEEL&E# A &R E it 2V -

(7)) HAR

1~ FolmnmN FEHER A B 58 HAEIRER AR, 5 AR 224970 > PMDA R 17 4%
YIRS g0y (Asia Training Center for Pharmaceuticals and
Medical Devices Affairs) > DAEnNESREESMAVARERAFTER -

2 ~ 2016 4£ 2 H 15~19 H7x PMDA ¥ 2 = Jm B R as M A -GSk g - 3t 31
froNE B2 IEUMEIRE - HEASNE @ LS s - wEEH
28 EifgER R~ Tl ~ G E R EE -

3~ HAR 201546 H 26 H 2 MALW 8 BFE AR 71560 (International
Regulatory Harmonization Strategy ) 5 PMDA A9 " 2015 4 BRI PRERES 12 |

(International Strategic Plan 2015) » BHELUERIT NAIEE © E&E)E
HIRMEER - SO ER SIS0 - TEKIE IMDRF SFi DB EE S E -

4 ~ s A NCET R - R AL B S AR ENR DA - R E LN
HAHEE L] » fIsE R H A R HA B 22 g o] d6A 0] FEEARY
ELHRRIEE » FFREW SR E Myt AE i (Sakigake ) o PLFHZE SnAVBHEE S -
1S54 PMDA HUBSEEE - HEEAIIVEFE R L - HiEBNELEE MEE
HAFAE -

(t) HReEHT

1~ fREEHT BB SO A (EEU) By—& » Hith 4 EEES © iapEw ~ 3
(g ~ shEfenn ~ SR ST o NEEEEAE T CaEHR 2014 £ 12 A
23 Hil > B REas Ay E— I im R Al o BEIRRIDSERS © BRI
SRR ~ BEE AL BHVFTHE TR - 2 AREERK (N LS
=N =S N OE P

2 ~ B AR B R R > BEWTITAEE ¢

(1) FE% EEU £ 8 B8R g3 i SEI 0y B — R A A FARE R

(2) HEATERSMIERGIETR EEU VR R BAEsE -

(3) HeEBERESMMBERINE &R A4 -

(4) #$H EEU SRS ERESM - IREE 0 fess -

(5) 1EEEUEHZRET - BRSNS iEE WEa SR -

(6) HIELEERIZE 2021 /£ 12 A 31 Hik -
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3 ~ LHtsREY] - (hia NYISIHAVEH -
(1) SEEHAIEH(E EEU & BRIRYEM - IR R Etastf Bae
(2) {IBEFA(E EEU &G BEUEM T S SCy B fast - (8 m FRaz Bl N -
(3) &I EEU & S EAYRE EETRE > (B BUAME AT G R s 50
A HARHA TS 2021 412 H 31 H -
(4) H20I8F 1 H 1 B - FHzIasmestl A peav s - WgmHE e
FERAVENE ~ SR AGHEAE - B RERE -

(/\) =B
1 ~FDA CDRH j#* 2016 & 1 H{pAAn " A RERIBESLEIE , (2016 - 2017
Strategic Priorities) X{F4fm > HigH :

(1) RS EEE BB R E 24 - SAPDURE IR et Bl
AT - I8 E R B K S R oy iR

(2) WVHBURE OB R—EE1F - DR B a2 MIaEAh - WEER
B BRI RS -

(3) FHHEEE RAHSHIE BoUE » IEEE A ETAIEE ) - AlsEt4E
EiE H BB > A4 CDRH $e it BB ERIRE ST » DARESR
TEEM a8 L2 H/R -

2 ~ FDA FTHIAATAYEE SUARSAFA0 T

(1) 2015-12-22:ProposedRule on "Restricted Sale, Distribution, and
Use of Sunlamp Products" ([RIDEHIEEmAIRE ~ &5 R )

(2) 2015-12-31 : Draft Guidance on "Public Notification of Emerging
Postmarket Medical Device Signals" (/N5 ERHEE A &
B2 2 EfEk)

(3) 2016-01-22 : Draft Guidance on "Postmarket Management of
Cybersecurity in Medical Devices" (BEERMAEIRZ 2> FHiEE
)

(4) 2016-02-02 : Final Guidance on "Applying Human Factors and
Usability Engineering to Medical Devices" ( AR K (M TAER
B 2 BT

3 ~ FDA NS THE N R 0V e as b - BRAVHREA B RIS -

(1) 2016-01-04 : sH¥EF 2 EREN "AMIHSER - IaEZ 2 AN
MHEERHRE » WERKEEZERS LA ERFE (PMA
application) °

(2) 2016-02-18 : ZoKk " @ e & rim N THERIET , WUZEE - BRI b
AT AE FHEE 2R -

(1) BB ERFEZ T2 (MDSAP)
FEyBL 1S0 17021 : 2015 fZHE—Z > B FE TR R 0T Y B MR 234 T A% 144  MDSAP
TAE/NH T ELARRE SR 7Y IMDRF/MDSAP WG/N3 FINAL:2016 SRR « 33T
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http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHVisionandMission/UCM481588.pdf
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHVisionandMission/UCM481588.pdf
https://www.federalregister.gov/articles/2015/12/22/2015-32024/general-and-plastic-surgery-devices-restricted-sale-distribution-and-use-of-sunlamp-products
https://www.federalregister.gov/articles/2015/12/22/2015-32024/general-and-plastic-surgery-devices-restricted-sale-distribution-and-use-of-sunlamp-products
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm479248.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm479248.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm482022.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm482022.pdf
http://www.fda.gov/downloads/MedicalDevices/.../UCM259760.pdf
http://www.fda.gov/downloads/MedicalDevices/.../UCM259760.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-160324-requirements-auditing-orar.pdf

RS EEAR T E sz vl 1% > HAMUAHEE MDSAP SCEFa0A S [#ti it N3 =2 » By FERC
ST o JEiF IMDRE 48ihHY MDSAP 88 H - Rk RA b/ NERY TAFSE 58K A EL
HEAEHEPEES o 4N > #84 GHTF Study Group 4 SRt @ [RILIi#Ees » #k
B “GHTF Archived Documents” EE[& -

(1) EEBENEGE (NCAR)
A AT A BN EfE (55 8 J& ) &k > IMDRE NCAR HYs T3 Rt f et &
HESRE INDRF EHZ ez ] o #E{TatEme 2015 4 10 HZE 2016 4 3
IR DA T i 2 B S IR H Al IMDRF 5% & H. % % GHTF NCAR B &3
FERAIAEATTIRAY 4 EH N - SBLEHIIR T 16 {1 NCAR e » HAraai A1
N14 XFME - ElRRS S 2 E VB & ESEREWE - Ll hWED
SRR > G2 RN LR 2 -
NCAR TAF/INHARAG IS SE Rl SR &kt ~ P SO0 7320 ~ B N14 SXAma TR
A 2017 4 3 HEHZ B &R 5 8 H 0 N14 S0 55 #He(EATA IMDRF
RS FIRES B NCAR HYle i 5 #h - (8RS Bl 2 FIRE % DRTHIPRETE

(+—) BEH#gEE (SalD)
IMDRF SaMD T-fE/NHF & Bakul Patel FAEER O HIEREANE - Bigi—H (3 H
7 H) £ DITTA €S ny s Es NS IS AHE - REES5H -

(T2) B R Eix (RPS)

RPS T{E/NGHEL B PR R B S AACHAE L Ep e (Health Level Seven
International, HL7) K ER[EREEEE LM FIE (International Council for
Harmonisation, ICH) ZF&H&%kI:[F 38 RPS FEE(EZE » DU ZEF KA AN B
AR M L RS AR RTRE - PE/NHELE 2015 42 10 A 1 HAELLESR 5> IMDRF
G EEEI TS e R 22 IR ZEH] HEER P B i e 4w -
541 » ELEEH IMDRF/RPS WG/N19 FINAL: 2016 S48 » W38 IMDRF B HEZE
S A o SRR AT I AR R B R as M BB A R 3R (H AR R A
IR HEER E o R S B v] o P B T

(+=) JREESkZY (Patient Registries)

Rk BTt TAE/INH > B e ~ b R B IR B P IR S ok B IR o &
(International Consortium of Orthopaedic Registries, ICOR) /(D%
B ekEPE7 e (International Consortium of Cardiovascular Registries,
ICCR) K IMmE & # B & ( International Consortium of Vascular

Registries, ICVR) HUE K ERMEBIERITIRAR » 7 HHEARAE A AR A

EERERTE « HFTETHI TR RMPEEL © 5 —F&EL Ry T ERHEARAY A
ARAELN] - B8 T B Ry i AT B R B M RS A AT A

Bt 2 AR/ NAEHEE IMDRE/Registry WG (PD1)/N33R1 HLZE S04 » 4% IMDRF
EMEZEGZ % FEN 2015 FEPHETES - FHE 2016 &£ 1 H 18 HEUL
Al - A MERFIZE R %% K S5 FDA B as Ml TR E24 i (MDEpiNet ) HYET
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http://www.imdrf.org/ghtf/ghtf-archived-docs.asp

BNREFRER R - BORHRLUESTRESI: - IEHh > TR EIBGE 20 70k
HE (FEHE - RITWE R EEERETEESR) HESHE TN > W5
BRER R ek - DU S 2 s R E -

(+04) REZEHFIE: (Adverse Event Terminology)

B A REAamHER - TSI LA B R B - mER TRYCEE A

B 0 REOT Ry 4 835y - B e AN (BEAERIANE) -« BEAH RS

75 B RIREA RS ~ ZUHS o IMDRF b K i AR A BIPRE AT BB A EE -

FEROTL TAE/NGH » WL ERE 11 gk (BBl 1SO/TC210/WG3 HY 2 Kegsk ) ©

HAT ¥ E HZ PMDA &) Hiroshi Ishikawa #&{F - A1 7 {i IMDRF i & ~ WHO

Je AHWP (REFRLL[ERETT/ N TAF © 8 7 B C3FE T FIEEIH ¢

1 ~ EL¥5EE] FDA 1Y " 25 RREARHS | BEEPEAEAE TSO/TS 19218-1 19 " R RHE
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