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(International Medical Device Regulation Forum, IMDRF)
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BI'% %% B ¢ 3 (IMDRF) % 10 & § 3> 2016 £ 9 * 13 p 2 9
15 p o & % 22§78 3 #1(Florianopolis)# {7 » k3L ¢ 3% 7  IMDRF § F 47 £
PR BH AR LATER T AL CRATE AL 0 42 T F R BHE - %] % K (UDD
FRRGRRE, ~ TFREHY FBETO)ERTALL ) ~ TFREHIE - i1
i 5 (MDSAP)z# 7% | # B AW ¥ IMDRF & 220 8 (b 45~ A7 £ F o $oimfe
Hhtiofe {78 ¥ § (DITTA) 2016 £ 9 7 12 0 &7 FR BHBFHFL 2 %"
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B% ¥R B ¢ 72 % % (International Medical Device Regulation Forum,
IMDRF)42 5>t 2011 # 10 * > 5 - 23 FF EHZRA [l 2 g LR o5
23 F i B H % R45 10 § (Global Harmonization Task Force, GHTF)i = 2 ¥ &+
AP L FRA S UHE T o REIHRFREEHL PR
LRdHhA RREFREHE AN 5 0 ik WEF R FHiE 20 - IMDRF

PREd M T b P HA WP P A AR EME S BER

% i & FER PR FL P W LIFERT R AR L > B AR ApBE
Rt R
IMDRF i A % f4% fiud & ¢ & 2 #i54% 22016 & IMDRF f0% s © & B
74F2 & B & (National Health Surveillance Agency, ANVISA)  IMDRF * % 2%
¢ (Management Committee, MC) » ¢ & ¢ | R B2 R g M & e & f i

FiEw %5 K * 58 72 & (Therapeutic Goods Administration, TGA) ~ ¥ & ANVISA -~ #¢
£ = %4 {%(Health Canada) ~ ¥ R+ f£ & &% & % K ¢ 7L & (China Food and Drug
Administration, CFDA) ~ % B 4 74 f ¢ & & T § ¢ % % 3 ¥ (European
Commission Directorate General Health and Consumers) ~ p & & 4 ¥ & %4 (Ministry of
Health, Labour and Welfare, MHLW) 2 %5 223 é}% BB RIEE J9%‘45Jfﬁ(Pharmaceuticals and
Medical Devices Agency, PMDA) ~ 8 & i & $%(Russian Ministry of Health)£2 % | & -
% 4» 4 18 /3 (Food and Drug Administration, FDA)2 # % » 44 IMDRF 2. {v& 23] ~
FeR G s R TR AR KRB 0 IMDRF 24 i § A E A A A
2 (Working Group, WG)2. 8 F > d £ 1 ¥h ez BER - FF % s R BEL F

WP 2 pREMWEAMMAR S o f F47 IMDRF 1 fr3- 4 2 #2086 F 4 -

IMDRF % 10 &g 24 f ¢ € /% & ;* ¢ 7 (Stakeholders Forum)*+ 2016 & 9 *
13p297 15p &% @ % B2 & 784 2 #7(Florianopolis) # 7 ’ﬁ;{ﬁ;ﬁ%{,&};‘%)ﬁ‘ ES

HAEMERRL A F R FREH R0 pLES R 2



TRR AL BUERFARE  FHEHAEELE2 R ¥ IMDRF 17 £ %
TR > E AR rwwg%%ﬁé%&ﬁmif&%

¥ IMDRF & >m k2 %~ T £ %5 R P o 5105 % §F 4 5 € (global
Diagnostic imaging, healthcare IT & radiation Therapy Trade Association, DITTA)**
2016 £ 9% 127 74T FREHRFHREL 2 ARY | AU F AR T F
B BHREEE 2 AR RE A KE B 421 % (Good Refurbishment
Process standard) > ™ % IEC/TC 62( % 1% 2 ) ~ ISO/TC 194( 2 4= 4p % 1) &
ISO/TC210(& F ¢ 3= & sv) & Fg)% B APMIEE LS 1 (F2E B EAXART %%TL‘L 0f

FREHREREL BATLRE 2 M AR -
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R k2

IMDRF % 10 B ¢ %% = %> %~ %(9 7 13 p)% %= %(9 " 15p)% IMDRF

FRABEPMEH B S 3L P 7 ME L IFRALL R M52

Im}

e s AR E 285 ~IMDRF A X F B PHRZ2 T A EF A XU E

cHZ RO M)A EE P F 4T B IMDRF £ AL FRBHE R

FTPEIN5 FE (T L FRALZ R 4R 2 5 B IMDRF % A * 4p B & 3047 2 27 IMDRF

EIEfA) > AP 6 FBAAH > R T FREHE - B h R ERRA AR

(Unique Device Identification (UDI) Status, Learnings, Next Steps) ; ~ © %5 B Bt e it

B % % w4 2 2 (IMDRF ToC PILOT Experience in Three Jurisdictions) | 3 T % F B

8 - #4723+ 4 3 7 R iw (Medical Device Single Audit Program (MDSAP) Pilot

Update) ; ©9 # 14 p I 3% € RRARAT ©

Time

ltem

9:00 -9:15

1. Introduction by IMDRF Chair

9:15-9:45

2. Presentation: 5 years of IMDRF (Canada)

9:45-11:05

3. Management Committee Member Regulatory Updates (10 min each)
a. Australia
b. Brazil
c. Canada
d. China
e. European Union
f. Japan
g. Russia
h. United States

11:05 - 11:20

Coffee/tea break

11:20 - 12:30

4. Overview of progress to date on work items (10 min each)
a. National Competent Authority Report (NCAR) (EU)
b. Software as a Medical Device (SaMD): Clinical Evaluation (USA)
c. Regulated Product Submission (RPS) (Canada)
d. Medical Device Patient Registries (USA)
e. Medical Device Adverse Event Terminology (Japan)
f. Good Regulatory Review Practices - Competence and Training

Requirements for Pre-market Reviewers and Product Specialist -

5




Time

ltem

(USA)
g. Improving the quality of international medical device standards for
regulatory use - (EU)

14:00 - 14:30

6. Consideration of new work items proposals (If Any)

7. Stakeholder Sessions
a. DITTA —20 min
b. GMTA — 20 min

14:00 - 15:20 c. APEC — 10 min
d. WHO - 10 min
e. AHWP — 10 min
f. PAHO — 10 min
15:20 — 15:40 | 8. Presentation: UDI Implementation (USA)

15:40 - 16:00

Coffee/tea break

16:00 — 16:20

9. Presentation: ISO 14155:2011 "Clinical investigation of medical
devices for human subjects - Good clinical practice" - ISO/TC 194 (to

be confirmed)

10. Presentation: Brazilian System for Conformities Evaluation

16:20 - 16:40 - - .

(SBAC) on Medical Devices (INMETRO - Brazil)

11. Presentation: ANVISA Good Regulatory Practices (ANVISA -
16:40 — 17:00 ,

Brazil)

12. Presentation: RPS — Pilot ToC industry feedback and impression (to
17:00 - 17:20

be confirmed)
17:20 - 17:40 | 13. Presentation: MDSAP — Pilot Update
17:40 — 17:50 | 14. IMDRF General Questions and Answers PM Session
17:50 - 18:00 | 15. Concluding remarks by IMDRF Chair

¥ IMDRF # 2 3B 5 747 5 F 4L fosestin g 77 4 5 § (DITTA)* 2016

90 12p 7T FRBFHREHRR 220" ) BAE R RARWT

Time Item
09:00 — 09:05 | Opening remarks
09:05 - 09:15 | Welcoming words
Status update of IMDRF Work Item on Standards Phase 1: mapping
09:15 - 09:35 ,
exercise
09:35-10:05 | WHO Regulatory Global Model and the use of standards
10:05 — 10:35 Regulators Vision on the use of standards in support of regulatory

requirements




Time Item
10:35—-11:00 | Coffee/tea break
11:00 — 11:30 | The use of standards in support of regulatory requirements in Brazil
How do ISO and IEC develop standards today including “standards life
11:30-12:00
cycle”
Panellists discussions incl. Q&As - Address the better direction for the
12:00 — 12:30
standards
12:30 — 13:30 | Lunch break
DITTA vision on the use of standards in support of regulatory
13:30 — 13:55 )
requirements
DITTA Good Refurbishment Process standard: the making of and its
13:55 - 14:15
use
14:15 - 14:35 | IEC/TC 62: Overview & work program
14:35 - 14:55 | ISO/TC 194: Overview & work program
14:55 - 15:25 | Coffee/tea break
15:25 - 15:45 | ISO/TC 210: Overview & work program
1545 — 16:05 The situation of Brazilian companies regarding the implementation of
' ' standards in Brazil
Panellists discussions incl. Q&As - Address the better direction for the
16:05 - 16:35
standards
16:35 - 16:45 | Closing remarks
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-~ IMDRF ¢ f B# 4 ¥ B+ R {areim
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1.2016 # 7 *» 28 p =~ # rfi)}i’ﬁ'fifﬁvféiﬁﬁljﬁﬂﬁi%‘;(General

Wellness: Policy for Low-Risk Devices) ;455! » -4+ &% 3 i & 5 32
R SR EE LR EF SR IEN LR LR EE N
%\FI ~ _+— IYIJ A l"(‘&. Kﬁ r’:" 7 'l ii ‘H ;E—IE':‘;: ;\A s :ra’_ =~ —\ N %E’ ~ _\ _\;_—%:J_

AR LB RIRL RREEHA e

20164 61 15 p 2 THpREB @Y FRP LR HIETAL

2k % 1 F v+ % & ¥4 (Factors to Consider Regarding Benefit-Risk
in Medical Device Product Availability, Compliance, and Enforcement
Decisions) | 43 ¥ % » 3P FDA4rmi =R A &b % 2 115 » - &
PR GET AP FER BN SRR Y R R T R T

W~ MR FAl(real world data)® AP ETRF TR 2 X E AT

ES

PRBEFER G AT AT AEE RS T o

L2016 # 6 7 21 p o# o] sa% FhEHZET wE TR 2 R

(Leveraging existing clinical data for extrapolation to pediatric uses of
medical devices) ; 4 31 > 3P 4ofe 12 Pk ehde X 35 23 B 0 M
FARLESFEFREN DH G HETAEERLE 22

L * o

.2016 # 6 7 14 p Qﬁr%:}%ﬁ %4457 2. Bl 2 * (Use of Symbols in

wa@hﬁﬂ’h?%ﬁ%wiéﬁﬁﬂ%ﬁﬁﬁéi’jﬁy

ATrEEE RFLEM 2R T R e

.2016 # 6 " 9 p F l"@llgiﬂ %}%&3{3*1,%%/}%/\;}3‘;{ Wz

17 (Dissemination of Patient-Specific Information from Devices by
8



Device Manufacturers) | 4 3! % % > /& FDA ¥ AU g ¥ »
—%‘?}?E’gﬁlcfj“lmz%‘@m #?g"“/ﬁz}glﬂ-»/’%&ifi‘ﬁg‘,%

A REFBALTHEE S T L RAETHELIRE -

6.2016 % 8 * 5p 2F T35 Z &R L LAY 5 510K 2 -2 R
(Deciding When to Submit a 510(k) for a Change to an Existing

Device) ; 2. 4p 315 % » P LS FDA 3 42 ¥ { (Iri 2B 1 ~ %

=

(R r X 2zt BE%) 22 8/ f FDA S A2 =%

& % { (minor change) » %84 % —fg 4R F FERY G

7.2016 # 5% 16 p =~# [ + 3 {55 4(Postmarket Surveillance Under
Section 522 of the Food, Drug, and Cosmetic Act) ; 455! » P FDA
RETRREERERAT - BB AG 2 EnF R EHL 1

TR A PR BTN ER R RN N R R

8.2016 & 7% 26 p =# @& % g FL #;%5;}% 42 7 (Use
of Real-World Evidence to Support Regulatory Decision-Making for
Medical Devices) ; 4p 3! ¥ % > P FDA 4cir3®is 2L 18 LTk 3 5%
ZFHMEFRFANII N PR A T REALEEE >

B s L &2 7 R o

9.2016 # 8 * 23 p =& rf:t i i p 4 ¥ T (Patient
Preference Information—Voluntary Submission, Review in PMAs, HDE
Applications, and De Novo Requests, and Inclusion in Decision
Summaries and Device Labeling) | 453! > 3B % 4 p 1 o35 5 4
WREAE FDAFRAS2Z JIE SR S 224317 g %mT

2 F Pl G -

10.2016 29 % 9p 2% 510K 5 = = ¥ =% % 2+ % (510(k) Third Party

Review Program) | 4p 3 ko pNE R £ R FD&C 2 % 523 &4 2>

N}
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F o L EZ R EZ R U 'f\?%ﬁ}_ > H ﬁl% Er‘;"? °

BE

CFREHAMERANL B R TA b S F R B 4

(90/385/EEC) | ~ " ¥ i % +14n 4 (93/42/EEC) ; ~ 48 #h 5 47 % o B
5 (O8/T9EC), % 3 Hdp 4 » ARMREE S r—?«‘),%‘f =R
(Regulation on medical devices) ; % [ %8 *t & %7 %5 B B E R

(Regulation on in-vitro diagnostic medical devices(IVD)) ; 2 78 ;= 4R -

.2016 & 6 " 15 p % =% ¢ (European Council) % & ' 3% €

(European Parliament) @ ﬁ‘&‘—i W2 RENRZK o L6 17 P
FLRELIEEF 2016 & R RV RE ¢ - 3F 2017 &
AR EONR G S R 2 B AN 3E(FR B SEMm

§
<

TRFARRE VR IFEASP O FREHFL G1ED

B BHZATh G A B SRR RR TR R AP REE

" oon
i

£ g AR F R BH R H(notified body) 2 jaE 2 F AR
R FRGEAS DR EHEECBE R FE R REF AR
PE;%B?H:»H B FH S AL EARML D BEARE EAF
BREREFREHTHLL ASER R B Tt

(implant card ) | b 4 FTHE > ZASZPMERE -

fed 12016 £ 47 22 p 22 TFREHE - 13- 1 (MDSAP)
%ﬁyﬁiHEJ’im%ﬁ@%2m9ﬁla 1 panBeid oz
MDSAP#Z ¥ ht A SHRAP-EITFHEMB ;2016 & 8 7 4
p o ISO 13485:2016 &5 » ¥ 37 B 1 2019 # 3 7 1 p ;

PHESRT FREHLLR TR HLEEY | £(D 2017 &
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(z)

O I p) HEekr P FLAILLE SR FREH 2016
#£ 4 1 ot 2 Pl 2% 4 4F & (Summary of the Safety Reviews,
SSR): 37 & 3343l > o F5 i % £ Wdp 3l T~ A4 P B(S
1 E)% R P’/‘@e-’r?&}%‘ﬁ?ﬁfﬂ,;—r 18 3T 2 4 T 45~ A (dermal

filler) t 5 %% 4 HALEFREHR G- RE2THT S

p & :PMDA £ = I '3« (Asia Training Center) » 4+ 4 % &

P S DERUN PERE TR T PR RN T
APECH-£2 2 R3'R ¢ » IRP F e HAFFAZ L 2T AL
1720 B 2 E AR E ~ IMDRF dp3l~ 22 & R G #AB2 F7RRAL S
¥ PMDA T X 2 £ 8 353& € (science board)iT # 31 # 1—13%5 K B4

PRl A JlE A 5 1R e A ST & 2 HIRAL -

=@ 12016 & 7 % 27 p o2 pEgrb e d oo HOE ®(RDC
ANVISANn®94)> 11 2 1t £ §8 ¢+ 2 @“%%5 B B HpEe i 2 B i e
(RDC ANVISAn®95);2016 = 4 * 7p %2 8 % 1 p &4 =4 ANVISA
#i¢ * Intertek Testing Services NA Inc.2 Laboratoire Nationalde
Métrologie et d’Essais (G-MED Certification Division) #1 4} & 2

MDSAP #4748 4 % % v GMP % % -

#R -

2016 # 3 % 11 p =% F o F4H 5 L 4R 425 (Order of the Ministry

of Health Ne 155n) > #-¥+/5 % %};} LTSI N LD N | FU R
BT I 1 R EF LR
2K AP p 2016 & 47 23 pA=g s o

.2016 & 3 * 25 p \#ﬁﬁ%ﬁﬁﬁﬁ’“éc?ﬁ%‘?ﬁ ¥i A AR B

(Order of the Ministry of Health Ne 184n) » & 5372 ¥ ;74 H 2 % &

IS BLiEX)> p 2016 # 67 10 p 429 % o
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L2016 # 7% 18 p 2 1 FREM /842 % (Order of the Ministry of

Health Ne 521n) - i & ¥ BH § &4 425 2 P13, p 2016 & 8

) QOBQ?%Q;O

CHESREFAEH IR AR SR FFAAR  EHE
BT A& AT AR 2RI A R 2 PG

BORRL S TRA RS TR TR Y R R AR G AR

AT A AEA BRI & L RA % 2o TR AE

- R E

L2016 = 6 7 1 pAcH % T F A BRIRAFR T L 2R (Good

Clinical trial Practice, GCP) ;> 443+ 11 & 96 i » # 5 ISO 14155 &
MRS & R R E TS TRARRIE ¢ HTRR HERR T R
F DA - RAZTRETREEE 2402 2475 BB e

A At e

CRFRARR 2015 8 0 18 P M E FRFH BRFFF IR

L ¢ BFEATRFR BN SIH 2B RL )
Br L REREAFRER ERD B(2 4 259 By - HFER
R 66N Z F R ER SN RHAF ) H A F PSP R
(e 0 B F Fop BRPAT A FF 2015 £ R & R FEE F 03t

EFE) o

D2015 AR B A AR A E 0 2016 ERGF S A BRI K

oo ARBPE L FER

e e |42 IMDRF 2 RPS #7334 > P w42 1058 4 5 ik

LEHY T PE3EE S

IMDRF {7 1 T3k 408 B
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(z)

3F B E IR 4 2 4k st(National Competent Authority Report,

NCAR) : NCAR #F 7 >+ 2016 # 3 " 2%d » 24z 26 232 - H

¢ 56% | S Bk FAL 0 (5 %% Bt IMDRF ¢ B BIR & iTAT
B2 > 1383 NCAR T30 % s 3302017 & & 2T R 42

S NCARF (£ 42 SR FEIFRL R ¢ msne

%5 * g8 9k 3= % (Software as a Medical Device(SaMD): Clinical
Evaluation) : ﬁ*?%ﬁ T G TRAER R RS G R iR
Boeg o W R FRE T TR TR R R 2 TRA R R
Mo F O PO A R # & #7 & 21+ (Analytical Validity)
F & & 7z 4 (Scientific Validity) 2 f&# <t (Clinical Performance) % 3
oo o T fﬁ%g A S A RE R BEARA S A
FRERAR B TRfk 320 2 02 3 RAR 2 3T RA M A BT T 2 TRk B AT
B2 A% F H BpF 4 (independent review) ; 45 31 & 3 ¥ %93t 2016 £ 9

VESTAR EFAGH AL D o B 2017 £ 30 2%

5735 K B4t 2 2 &% (Regulated Product Submission, RPS) @ >3k it §_
- FARR > WERLIFORRe 2L ATREPHE L RKER
AR R [ Fox® (P RPS L%/ a8 iFihiE s - B
5 W2 L @R 8 (message standard) > @ FH EH &L F M
ZREAES RIS REART Y BB B o P W
RPS1ie ] e 2 i) | E2FEFLE amritd s i

A GREFIRL

¥ E o & 2 #-(Medical Device Patient Registries) : 4 1 %] &2
RANFEFRAARA BB HE S BHEIRRF L EET
AL w] & S(4e UDD) > & T E ~ % 2 Fafet s g2
EFRBHGAAML ALY BT FRERE AR

BRI Rt 2 F R B 2GR ki 2 T R e IR A
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ERENFRGERZ N FEH > RPAEREE S FRER
(international Coordinated Registry Networks, iCRNs)I 3% 'fr%5 KB
e Y2 2 23 FREHESTHZ =% e PRI A
R ek B H s TR kR 22 A & R R (Essential Principles of
International System of Registries Linked to Other Data Sources and
Tools) | \:}ﬁﬁl_\y?ﬁ AR RAAGE BRI E LR ¢
FLY PR AP TEY ARFREMESETRLAL S 2
(Essential Methodological Principles in the Use of International
Medical Device Registry Data) ;> ¢ 355 R FALE * ¥ & 51§ ~

MEBRE LI EEZPN T TR R

%5 B BH A 2 E 2 & 2 & B (Medical device Adverse Event
Terminology) : 1 iF/] ' %4 % B FDA * ISO B'# ki » 7 4 ¥F
BB MRS > W ARG 1 &S 68T > » = ot v
=2 ISO ~ # MK 7% EF 7 “7(National Cancer Institute, NCI) 2 %
] FDA 2 %78 ¥ B % (code mapping) /4 ] & = & * > {8 F#3dheE

R L R T A ) DR P A fo Y 2 B

BAZRFERAFE I TFEAAZASE TRE A R R
(Good Regulatory Review Practices - Competence and Training
Requirements for Pre-market Reviewers and Product Specialist ) © 7 1
Eo]le 2202015 # 127 4724 f F R/ B+ E - #5103 § (Medical
Device Single Audit Program, MDSAP)1 i ] %2> H 3 & p ik 5 4]
R HFEARRALD Fehil S HVRR ARP M ERL Y
WHOF AR - RORBRAE SR 2 PR B
oo 3 Bz Rge e H A IMDREF oo 4 o fiofos R {
L3206 # 107 14p > £RE 107 16 P p p LEFLIE]

o MR EH o BHA L R RAHBT R B D R -
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(=) HEREFFR EH2RE" 2% % (Improving the quality of
international medical device standards for regulatory use) : » 1 i¥-] %
LRPNGFREGAREHD PR FREHAMRFREL
LR SRR R e UH e AR L B BMA 1 B

N

FRARHYRERE Lo TR APF I FTETL S
o A0 WG R RATROA AR R FRF S EEHREL A
FrEEPFIIFTLAE LRI GV ERE GEFYF
BrTits B 0T e vk E R F R § R S BT
% 5 e 2 IMDRF #3088 « 4442 204 B R ERT V0~ 22
EEF LTS REFALE ] B2 1 FR 32 AN AR §RP

P .
IMDRF % &% #-4% & ¢

(-) %5 B B H - 2kw] % 2L F B3 732 (Unique Device Identification

(UDI) Status, Learnings, Next Steps)

L e UDI 7 &= L% 20 ¢ ot W (ot r2 2 5T 30
=1

Ay

Pt A AT R A SR AL S ABRE A T R A 5 B ot
2T e gt > UDI TRt A BSM L 0 fRA b R TIE N 0

I A é"ﬁ—‘llé%—kifﬁi"ﬁrrlé%i’éi?"

2. W FDA 2013 & 9 * 24 p 2% UDI23 > N 7 ¢ A HEER
ok ki4mig UDL~ B4 Bt thr 8ok UDL 2 5 v 2 8 2rlask »
# UDI FAE ~UDI R FEERE 40w 5 P nidld
FZERFREHAE N AN AR b2 TR EHEA
UDI - g3+ 2016 & 9 * 24 p A= » % = EE&%)}% E4t+ > 2018 £ 9

P24 pATHR O H - ERE AL 5»735}%‘3?1‘2‘
3. ® FDA = 22 ¥ 23 UDI 7 # E (Global Unique Device
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Identification Database, GUDID) . £ Fg FBEHMALEBE TN P
¥ 5 A &% (Device Identifier, DI)F 3t » 2 4 # 2% (Production
Identifier, P+ M Fxza UDI R 33 5% 5 3% kel vt 5393 —

PFAL BB FAT0 §EFH(AD 2016299 19 2)-

4. £ W FDA 3u# UDI # & » Mfsk,J @ TEAER IR
BN B R NE ZFREF *F £ F % 4= (National Library of
Medicine, NLM) -~ £ R K WI,%* IT %33 7%= % (The Office of the
National Coordinator for Health Information Technology, ONC) ~ % &
F R et &2 F At 24 PR < (The Centers for Medicare & Medicaid

Services, CMS) % ¢t 3% prfir 8 i £ 1742 UDI -
5.UDI3 &4 5 4 B3nAs o 2EEHRTETFTEEIRD TR

() FAEE : %
FRABERAL LD RESERS BN R @ TRL

R R, B EYT R 7 T

1:\'-4;

T4 UDL R 5§ Fl3t2 A SR Ap My & wF R B

7 fe(kit) ~ P@ B Btk %~ i A &(consigned device) & o

Q) FETVR AR BELEFAT T 0 B2t sl

L2 RSB0 2 8" UDL4 (452 30 iesh 7 Fock o

(3) PR XL F* BT 2 % (4- IMDRF 2 UDI igsl
v \UDI@\wt&f#d%@\ﬂka Fale ) BR R
PAER 9 e & PES R T 4% UDL B ey

R AL AR R B R o

4) 7wz FRRr - uDIFLFHREEH B T2 SR
T UDIB Y Ab#2E4 o5 UDIi# * S5t ¢t 2 B FDA
1A R %5)\‘?‘ B4Rk stk * UDI - ¢ 42 % B R 7o

= B HF = ik %t (National Evaluation System for health
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Technology, NEST) - FE K BHEE s T3 I i (Electronic
Health Record)inz % ; i £ ® FDA « L%@:}%%}&f}&i ERE- A
B mE 5@#’4%3’%%“#&@ #* UDI» gcd & Mg 73 %~

FHMEFAF AP FELERLSZE S SR RE

UDI 247 Jar > BME * 78 ¥ 405¢ (business model)i% # 48 o

6. UDI 42 e 1 UDI 3 — 2ATHI R » & F A7 85040 B 4L 17 2045 Rk
FEK ST DRI EBHMERE FRPBHELRYF LIV TE

FhEHAS SR > UDI R EFE R 2 E o Lo 4 UDI & *

=

\\\

‘%

|

f

o P EEEEE PR R UDL @& R R F RE B TR

iE:8 UDI # * o

(Z) ¥FhBH> 2BEER w4 L L(IMDRF ToC PILOT Experience in
P p

Three Jurisdictions)

£

B G A(TO)E 2~ BEREHI S e 2B LA SR

L FREH 2 2 @ERPS)L i mikyy IMDRF = 222 F

FpE N ALY 0 RPS 1 (0] a0 2015 & AR AR E S

FBEIRF 0T RT3 2015E29 8 P NER S LH- £ o

3. #=%4F % & _Johnson & Johnson 2 7 » ¥ A &5 WA o 3% 0 PR
mpd T REY B R ORGP REL B A
BORERG EPE EEAA R EE T FRD 2R
%%%%*%%%Hiﬁﬁiéﬁtﬁ»wﬁéﬁﬁﬁ,@jz—

xooqe ‘;rﬁj\ﬁ ’?+|L¢U‘$?I’{— [N #ﬁ’%@"

(=) Fh BHE - #+ 3 %3 7 M2 (Medical Device Single Audit
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V.8

Program (MDSAP) Pilot Update)

|. MDSAP /724 A 2014 # 17 1 PB4 23 &g 524 %

~m)

B~ d4 ~BW " F2p A% 5KAE 12 mP ~ WHO %
2 BEER o B R G 6 FILHE P H(Authorized Organization, AO)
EF:HE L 7 MDSAP #£+% > ¢ 3% BSI Group America Inc. ~ TUV SUD
America Inc. ~ SAI Global Cert. Services PTY Ltd. ~ LNE G-MED -
TUV USA Inc. % Intertek Testing Services NA Inc.» I8 & #4 {7 %) 85 3
MDSAP #4%(5835 2 2016 # 8 7 )5 ¥ 5 7 7 AO % & i& 74483

FAZAE 2017 F 17 1 p AR et s AO ¥ - MDSAP #4357
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