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BZ ¥R & 3¢ 7234 3% (International Medical Device Regulation Forum,
IMDRF)% 7 & €3%>° 2015 # 3 " 24 p 2 37" 26 p P # A 3 B (7> RIE 8
 IMDRF ¢ R4 & ¥k B2 L LATROR ~ 5 1 (esRAL R AL 2 20 ATH 1 1%
R IR r%?)? %4+ H - #4453+ & (Medical Device Single Audit Program,
MDSAP) ;% % % % 14 #x # (Software as a Medical Device, SaMD) & F # 7 )} st & &
AHELIFE F 2T RREFREHZ AN AR AR RF AL o ¥ AF
HEeEER2EFNLT 58 €2 67 5 £37% 38 (APEC Life Science Innovation
Forum, APEC LSIF)4; % 4 % & 4 & 5 IMDRF # 524 | ¢ ¢ 3% > I BiF » 0 j&
IMDRF #| Z4p b dp5l > #E k2 Y2 €8> ¥ &2 F s w(WHO)~ 2 W ~ ¢ R
< B EER > A4 \B%zg BRI EPMERARIMLL Bt A% AR
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B ¥ % ¥ 117# R ¢ 2% 4 (International Medical Device Regulation Forum,
IMDRF)A2 >+ 2011 & 10 7 » % - 23k Fh BH2 R4 f sz o g meg w i
27k F R Btz 245 1r ¢ (Global Harmonization Task Force, GHTF)i = 2 F % &+
AP L FRA S UHE T o REIHRFREEHL PR
St A REEF R EHE RN 5o i AR F R 42 29 - o IMDRF
PREF RN T E s P WA P P A EREEREABER

BEFE 2 XN ER AL A IFREL R AL L RE ARSI TAPH

IMDRF 2/ 2 #3 fed & € B & & $705 45 12 > 2015 # IMDRF 23 A P & »
Amdp i\%%%?%ﬁﬁﬁ =4 ﬁ&ﬁ(Pharmaceutlcals and Medical Devices Agency,
PMDA)R % %+ A $3R X% X% &tz - IMDRF T # 24 f ¢ (Management
Committee, MC) > d & ¢ R PEJ%‘EHZ‘/ WA EPM AR S SR E RN %1%"** i

% (Therapeutic Goods Administration, TGA)~ = & B 7d#¥2 & 4/ (National Health

Surveillance Agency, ANVISA) ~ 4 £ + {2 #%(Health Canada) ~ ¥ B < 1+ &

e
Vi

[nd
r'rf;_

s
¢ 2 /& (China Food and Drug Administration, CFDA)~ & E 1 74 F ¢ & T &

imk-

3£ 4, % (European Commission Directorate General Health and Consumers) ~ p # & 4
% ¥ 4 (Ministry of Health, Labour and Welfare, MHLW) 2 PMDA - 8 [ 3 & ¥% (Russian
Ministry of Health)¥? £ B & 5-% 4 ¢ 1= & (Food and Drug Administration, FDA)z2_ %
% #4 % IMDRF 22 {wg A1 ~se i~ o~ g B TR 2 Fddk &dpsl o0t 7t > IMDRF
FRE R € ER L iva w(Working Group, WG)2 i iF » d 21 ivA ez G ¥
FFEh R RES TV FHEREBMBEAAMAERS Fo § F3F IMDRF

1 et d 2 Friedp g o

IMDRF % 7 & ¥ 24 | ¢ € :x % I ;* § 3&(Stakeholders Forum)=*+ 2015 # 3 *

24 p 237 26p ap A REF HHRIELE r%}%ﬂgﬁﬁ #4723+ % (Medical
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Device Single Audit Program, MDSAP) ;~" ¥ % & 1 4 48 (Software as a Medical Device,
SaMD) & B F 3= % st & o~ T A F B B aE £ % 3k ki(National Competent
Authority Report, NCAR) ; % IMDRF %= € 8.1 {£51 f » = 3 & IMDRF ¥ %

BT E 2 BATEE -
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AEEHRE=% > 5-X(3" 24p)2 %=%x(3 " 26p)5 IMDRF #3124 §
EER AR HMINERIFEIPN T CRMFLITRIELER S M3l 2 U2

?
TR K285 S IMDRF A R E P HRE TR ERABEAAMAKTE o F 23

“~

She

37 25p)3 2 g3k #4871 IMDRF ¢ R4r ¢ ¥R BH 2 L { AT -5 R
1R AR 2 FATH L (FRAER L 26 B IMDRF LR R 2 Ap W s 3R
+ Rz & IMDRF & iF452) » £t T ¥ F 418 - #5103~ F (Medical Device
Single Audit Program, MDSAP) , % r%%‘ % 1 #x %8 (Software as a Medical Device,

SaMD) % g 7 kS & £, A FRAFH - § RAAT AT

DAY 1: IMDRF Management Committee Meeting, Tuesday 24 March, 2015

Time Item
Management Committee and Affiliate Organizations (Closed Session)
09:00 - 15:15
(11:50 — 13:00 Lunch)
Management Committee, Affiliate Organizations and Invited
15:15-17:00

Observers Session
17:00-17:30 | Management Committee and Affiliate Organizations (Closed Session)

DAY 3: IMDRF Management Committee Meeting, Thursday 26 March, 2015

Time ltem

Management Committee and Affiliate Organizations (Closed Session)

09:00-17:00
(12:00 - 13:00 Lunch)




DAY 2: IMDREF Stakeholder Forum, Wednesday 25 March, 2015

Time Item
09:00 -09:05 | Introduction by IMDRF Chair
00:05 —10:25 Management Committee Member Regulatory Update: Australia, Brazil,
Canada, China, European Union, Japan, Russia, United States
10:25 -10:45 | Coffee/tea break
Overview of progress to date on work items:
a. Medical Device Single Audit Program(MDSAP)
b. National Competent Authority Report(NCAR)
10:45-12:05 . .
c. Software as a Medical Device(SaMD)
d. Regulated Product Submission(RPS)
e. Medical Device Patient Registries
Consideration of new work items proposals (NWIP):
a. Development of common terminology and code related to adverse
12:05-12:15 event of medical device — Japan MC delegation
b. List of International Standards recognized by IMDRF Management
Committee Members Phase Il - GMTA
12:15-12:30 | Questions and Answers on AM Session
12:30-13:30 | Lunch
13:30-14:30 | PM Session 1: MDSAP
14:30 -15:30 | PM Session 2: SaMD
15:30 -15:50 | Coffee/tea break
15:50 —17-10 PM Session 3: Stakeholders Sessions
Speakers: GMTA, DITTA, AHWP, APEC, PAHO, WHO
17:10-17:15 | Concluding remarks by IMDRF Chair
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%51;4 * i (unmet medical need)® 2ok B 2 24 o F F i iR B T
LT FREN 2% FDA RE|- 2P F AR %
(Expedited Access Pathway program, EAP program) » %+ 2015 & =
# T Expedited access for premarket approval medical devices intended
for unmet medical need for life threatening or irreversible debilitating
diseases or conditions ; 2 T Balancing premarket and postmarket data
collection for devices subject to premarket approval ; 2 5 4551~ >

BT AR F R EH LT mA PR AR deid AP B FRE

H2 s =52 3 ABR LI HELE ST RREH -

. H - BHaw) k s(Unique Device Identification, UDI)** 2013 & 9 *

24 paFh Sk R FORHEMEHE R Y TGy EY
Z_ k%o 2 & FDA n;#i%)% Bt h e E m3m 2 UDIF R
T3 2014 # o 3 Hipsly BRE \ﬁ}f’ B g3k p 200
%;‘%—fﬁdﬁj % 33,000 £ % = % A?ﬁ}%‘%‘*’ﬁ AR B F (331 2014
#0907 24p ), ¥ 2015 F 17 26 p 2 F GUDID 7R E » &
P s AR RS b2 Fop EH D B UDI T IR 2015 &
¥ 1 %3538 % WP 7F £ ®F 4(National Library of Medicine) = F#
GUDID Fi i+ % & R -

PR FEEATEA 2RE LB B R EH ORI EA T LR
Yeil o PRI Rl B 2 AT £ B FDA 2012 9 0 & 4

I Strengthening Our National System for Medical Device Postmarket
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Surveillance | =& 4F 2 > Brec L RAT F R BH & 22 § 2L EAR
B2 U BERRF 20152 AR ELAE FREHESD
i*-] & (Medical Device Registry Task Force)# 1z 35 4 » 24 #Hh4rim

B R EAR K.

. OER %k A7 2% (Laboratory Developed Tests, LDTs)z # #* ~

P~ B 82 SR ETR R Bk b 'k 0 £ FDA 3
;;vﬁ,;/.»_gﬁgégﬁ;lj\ -A:;}Pglc,, f:;};i LDTJ}L"éE&i@s‘éﬁ

B EEEERAFR UL F AR A LESHERELL .

R RREFREEMERAI RG] 0R 23 TadE FERE
tdp £ (90/385/EEC) | ~ " ¥ i B +14p 4 (93/42/EEC) ;T H*h L w7 F
B BHan 4 (98/7YEC) ) % 3EM A4 4 &3 TFR EHz R
(Regulation on medical devices) ; 2 T 4§ *t # HFEREEMER
(Regulation on in-vitro diagnostic medical devices(1VD)) ;- 2014 & 4
T2PERMRE-FHER P I RPEPREE LT e 2 ER
W A0 FERIAHMBENF O ALLHARERE "TE R ‘¥R E
2. b g ] T n 4 M (Notified Body)4p %~ B2 @ 17 T H
i o B 2 f RJL(re-processing) AL F R T g 2 B A &
g (4o 2 7 A &) " CMR i+ # 4 % (Carcinogenic, Mutagenic, toxic
for Reproduction substances)* %3 +#% ~"T 7% TN 8 b '& IVD
bR A ST AFRR L R R LS r%‘r%»‘}% =
Lk ) R B Y AT

g4 12016 & 20 2 TR R EARY FREHL R AR
L RPEHE SRS SERR Y FR BN AL LS g

BN FRBHELZRF EREL 2016 # 90 1 pAzttRwis
GERE B RE AT UG R RT(F R ET BT
5 S(QMS) s FE w3 AE B R FT Y GF T A
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21 B 4 £ % 2 457137 (Health of Canada) %) ; B o & #2141

7 R 47 £ (compression sleeve) ¥ =t i& * £ gIZ2 ¥ e

B r e B s Fo B2 R R A3 2015 & 3 7
2 A) VD F = H 54 GHTF 4530 > 23 0 (B 3 2014 & 6
1Y)~ 1b E R o i 3 B 20 A & (up-classification » dEE # 3 2015

£ 7 1)~ E R Rer(de-regulation) & 7 ow g TEIRAT 0 R T D

‘-\\1-

TH uE I~”F,7I“7,, ILE 7I§#pfﬁg;}ﬁgl—a N T e T AR PRIE ~ 4o
B REEY RIS G AL EAFF w A F A2 EREN

243l BE B E IR -

Pk pAEREA 20145110 Bpdel i (ERFRHE

Z(PMDACt) ; £ EF% > AFFWEFIIL LR R L 40T

RARd pAEA FH B E2/L 528 a%%ﬂgﬁ A K B

¥ = > 1% B %% 7% (certification) ;
%@%%%%%ﬁiﬁwﬁﬁﬁwmu%%%ﬁﬁg;

B fod 3PP Flec 2 B84 L CB&EFFELAQMS)E 4 -
prek o B B RARRE W R(e A AR A& AR 2 SRR -
g IF /'\]f‘;()ij/? ’?‘) Voo ig ks lﬁ_&f’f{ NRERE ?l%if{z‘ ﬁ

WER AT E B A BT A ¢ R RRCR T E B

L QMS e & 2 50 Wt RS § ¥ - (Marketing Authorization
Holder, MAH)i& 7 QMS ¥ & (¢ 422 ®:d ) > @ 2B B W i o

S TP AR A HE I A S (family)ie (¥ A 0 ¥ 2 22 QMS
% £ ¢ 1SO 13485:2003 23 v -

T 2015£20 20360 &P AFESFRHBFRE B HE(PMDA)

#

"% &~ QMS 2 3 8 & A-(Postmarket Surveillance, PMS) -

]

*
#

EREN RN EE & E i CET RE S SN
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v o

2014 & = L AT AL F R R F AR L AR -

2014 & =i ¥ § + £ AJL(reprocessing) 2. A &2 PRARIRIT > & F
LW %51%‘ Bit B FT iR 2 £ A2 4(RDC 156/2006 ~ R.E.

2.605/2006) > ™ % % if & £ &Lz F o Bt iF H (R.E. 2.606/2006) °

2014 £ 9 0 g1 M BB £ 0 e B2 @ ®p 3 (IFU)

Bt R E R

2015 > F 1o WA FASM A8 QR T * GMPIREMAEP 21
BEN O FRET F KR EE R (ANVISA)iuE2. Mp & FE
WHEF CGMP R A2 fif> TRA LT FRFLErFHE A7

TSP PALRFE VAL FVanpd 5 E i 10 & o

2015 Ez?#,u‘z%%:)ﬁtﬁﬁiqﬁ7 7% E0 A A B )

o @
T o & K H202 § 408 20 3% e 7 Fk P o
EREI

2014 # 9 % 25 pig r%%éﬁ;;} BE BP0 2% GHTF 2
RAF R VD F )ik '& * 52 5 Class I(fh &) ~ Class
Na(- 4k *&) ~ Class llb(# B b *&)% Class 3(® k &) > ¢ ** 2015
A 106 pAt Ak FREMZAGRAT LR > ¢ R
AR S B R p%%ﬁ~@wﬁ$ﬁﬁﬁii)%ﬁ#
%&¢°mﬁf%$i P~ i A g R 0 AR R

A F AT TR o

2015 17 1 pAsid FRBHILY - L3RG AFRBHT 2¢

BRI ARG e

PR
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L FhBREfgmot 2014 2378572 4 6 7 1 pAef % o

6 CFDA 2% 14218 20 77§ Bzl 2 Wi 2 (Fochp) 2

e

Booe TR RS UD) s FRER S LR FREH
RBRE FREHAGERAARLLG - VEHRFAFRE
B S PR ERE IVD % 338 GMP it Bt e gL 1

BB ITH R AT

2. CFDA p 2014 #4=& $ = WF R BN PR R T RAD B LR
WAL S FHERA 20158 10 1 pdzs FheL g (8

RN ) T PIFEFEL D CFDALY 2 BRE = E o

3. CFDA p # I 3 5 ¥ i WA =G 4p 3! HEIPN = o~ F R EH
2 & Rimipk o 2 A RBRJF L LIRARRLFRHERAD o

-~ IMDRF {71 itk 30iE B

(-) -;5 B B4 HE - £+ 3 4 (Medical Device Single Audit Program,
MDSAP) : MDSAP 1 i¥4 % 2013 4 11 7 4 %45+ 2 % (Auditing
Organizations, AOs) 2. ## 3%& F(N3) ~ f517 e  (N4) & 2 L1 ¢ 15 M
FEFEA R (NG) e 4 2 2T E o~ 220 3 M 2 (ND) 3 2R3
NF 443l e 5 2014 & 11 0 F 4% MDSAP $3ah 4 e 2

= AL(NLL) » 12 2 322 fsnit-{ap M n A2 (N22) 2 F 2 37 45 31

T

v % o MDSAP 1 &4 3t 2015 # 2 * 2 p 1 5 p 4% MDSAP
Pt ek 2 5= 8dn 31 (N8R2) ~ MDSAP #4474 4 (N24R2) & 31 4L »
2Bl Bk ABRFRLR AL BB REL R
322015#5" Ao P 6 EEFLIRAIAALE BT ENF T

TRRIBRBEA 9T EIIMDRFERLA €% 4 -

(=) 2 ¢ ¥R &3R4 < 3k % (National Competent Authority Report,

NCAR) : NCAR 1 ¥4 2t O I‘%g}%‘zgﬁ PRt E”g" NCAR =% 3%
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PRt O F o R 2015 & 4 0 FgRAR L EIE S S0 50
RPZ LN EHFY 2 B 2015 & 40 5 10 0 T £
;5 Vg & 48 GHTF 2483+ % 2 IMDRF ¢ § > 373 & 2015
#1107 3201648 47 FR A 5A N RREL £ &I NCAR

#H~ %2 (extension)z. ¥ FHR (T F ZFFE) o

FhEHMF P 4 (Table of Contents, ToC) : RPS 1 i 4 22 {1 * A
E R FTHFEE ToC Y P ok 234 IMDRF § [ #8838 12
WA E O RRER 20 BRG] BEER A RER A7 B R T
pEigr ToC 42 i * o 1 E ToC %42 s b 2 8
GG T kR R TR AR TR L L)
A4 ToC @73+ 4% » RPS 1 ie Al 2 le & hprdy il i
(Assembly and Technical Guide) » P* 37+ 3% X e Ay = 3% i (folder
structure) 2 fH &8 BAR AT E R F RER oo B RGEAE

BEIR e AR ToCH T H » 34202015 & 9 7 fads o

¥ %% # 155 (Regulated Product Submission, RPS) @ 3 - %
B2 EAARZFRETEERSAPMFEG? B FRaE =T
ZALAHREAG - R B ETREFREHASL FEH T AL
B2 P3P FALGREES NE)RPS 1 FA B R
% HL7 2 % (Health Level 7 International)~ &% Tf 2344 ¢ (ICH)
S E’.%‘«i— e B RPS R (T » PR ¢ fEsl RPS £+ # 2
FREBEHEEY G st B 250L 24 5 (message exchange
format)z_ £ 78 » TFFRAPM TG IEE 2 F % 45 73 2015 & 5 7

ANBKEREHF X o X F 4~ % (Common Data Elements)
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It

1A BRI 20148100 xS L RFREHASE g F el
GRHEFTHRAZZEUBE 532014 & 120 52

AEBeFE A BB ER D NED > - 2015 £ 4 0 T A
HEA 5T RIFRLE 6 F ekt AR 2015 & 12

T X

(I) ¥ & F% B ¥ £(Medical Device Registries) ~ ¥ - % 1133%(UDI)
FRIFTL L B F R EMTR AL MR AL ~ v R SR
b FLF & B % kL ¢ (International Consortium of Orthopaedic
Registries, ICOR) 2 & % ¢ #3575 % (Transcatheter Valve Therapies,
TV E @ g A2 F&8 TR EREFNE AN KRR
vli( #"Af'g"w‘-&i‘ﬁ"gl"’ **mﬁ;}g]’&gpi‘ﬁyul
DB RE BEH G e e A 452 2) 5 2 IR A G
PRy -MERiZE2FTHAE2ZAANRM F BRI ER ks

BAFIER 2 A i o ARALd 401 (T4 ke (Registry WG)iE {7 -

* R %‘ﬁ‘¥%~%ﬁﬂﬁ%‘%€%ﬁ‘€%ié§%%‘ﬁ’
FTRIBJEF L EE FIeREFESE RSP EH (Ao
i g% GO T EEAR M A E 2 ERRE R 2 i TR

2P F 2 B ETARS R 3 e fs

&
'ﬂ“"

SRFRNE
EHFTHE KR B2 EP RERME - ¥ E W FDA CDRH 2
%5 B ®Hon 17 s % - (Medical Device Epidemiology Network,

MDEDINET)3* & T & = 451 (TA o R T A4 L& 25 o
#7131 1¥38 P #& % (New Work Item Proposal, NWIP) :

(=) #EFREH? 2F 2 & ¢ R A2 %55 (Development of common
terminology and code related to adverse event of medical device) : & **
ISO 152 " ¥ B 7 % 2 5 % (ISO/TS 19218-1 2
19218-2) , 2. AE % T % » L BEE £p FH 4 hib o &k
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1 %3 p #42 > IMDRF 2. AE & 2 R P » BriTiE 2 2 o Jr B+
7 L% ©(Adverse Event, AE)2 ¢ - 2 Yn#8 R R - AE St -5 35 F
B B+ A A (malfunction) 2 & &~ &2 & P H AL @ L CF R

BHREeRE2Z 232300 27 0 AEFRZ & L2 g - &

It

1 %3 P #2 1SO 19218 5 A # > L2 2 A 3 L FHdciP R
(70 XM E D Bl B fpw o ¥ R ISO 2 1 iEpF
A% ¥ & f& |SO/TC 210 -Fﬁ)%“?ﬁw%‘r? PHMEE R &2 & 1F o
ALIEIE P FEEA 2015 £ 4 0P A2 1 EA R ST P R AR - PR
TR AN2016F 2 2SR EXE 5 REGRR R

0" 2 RAF AL REIKA o

IMDRF ¢ 2 % f ¢ W% & 37 H — % = 1g & (List of
International  Standards recognized by IMDRF Management
Committee Members — Phase 1) : & 1 i¥38 p % — Frfoe »> 2014 &
30 x4 FREFL Y 5|0 L IMDRF € B Hz 8 5
¥ 2014 £ 91 14 p IMDRF § 724 | ¢ ¢ i3k 2 F b 2
BolgHE o 3 BEEREHREZ Y 2 EL 5 pEEERN- K
KT RERE Po i E 0 X AR R & HES Tk (SO 13485) - b
"% % JZ(1SO 14971) ~ 7 # % # (IEC 60601) ~ # % 3 T # % # (IEC
61010) + #c#(IEC 62304) + 3 F 41 2 4+ 123% i (1SO 10993) + ¥ %
7% 1 Tk 3% (1SO 14155) ~ ¥ & # #hor & * # 5L(1SO 15223) ~ i
7 (EO = 7 1SO 11135 /4 &= {7 ISO 11137 /&%= f# 1SO 17665
/5t # F 1SO 20857) ~ ¥ * |+ (IEC 62366) ~ #& 4% i¥ (1SO
13408) ~ #+ 4~ o 4% 2 4 42 i % (1SO 22442) ~ ¢ #(1SO 11607)
R FE N R R DA R 2 TR M E KA
R >R PR e
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LA

(-) ¥ B %4 H - #£+% 3 % (Medical Device Single Audit Program,

MDSAP) :

1. MDSAP A=/R>t 2012 # 11 % » d B ~ " & ~ e £ < 2 EWEw
l?&]}é?)%‘ EHALEWME L T d §F & ivr 7 (Statement of
Cooperation) » = * MDSAP #7335 W% ¢ (Pilot International
Consortium) » E53+ 5 B & 2 T2 R F R H2H - B 5§ ez P2
FE#E 7 2 % (Audit and Assessment Pilot Program) » 7 % 8 - &

GRS ?5 BBV R AR KRR ¢ 45 1SO 13485:2003 -
& GMP ~ £ R F % B+ Wi s s s 2 (21 CFR Part 820) -
12 H s ggr MDSAP #1735 F 02 KA F M 2 Bk 2 (doip

Al TS AT R

2. MDSAP ¢ § & 428 TGA~ = & ANVISA ~ 4t £ + {4 312 £ R
FDA> p 54 38 4 2 3 %55 & £ (PMDA) i 2013 & 6 7 42

FEFSRBACGEYNAZRFLERLIET 52504 H)WHO

il

¥ %7 F #3023+ % (Diagnostic Prequalification Program) % &t g 7+ p

2014 & % 1 Tz S LR -

3. MDSAP d ;2 .4 ¢ # B # ¢ (Regulatory Authority Council, RAC)
FFRORAC thizfr e BEREFFE2 RAK L ER - 212
MDSAP 12 ¢ £ %K Trc ik ~A K% 4% 1,8 MDSAP 4a i = & o
RAC #fd & ¢ F2RBRAH/A2 TR BT pHiRZz
HEFFE LER FDAS Bl A 5= @ ANVISA ¥4 ¥ Efed

2 = ¥ i 1 (Information Technology, IT) &% -

4. MDSAP T 3k 2 i 4p B % 7+ & 7(Subject Matter Expert, SME)1 i® 4

o |T g% i 2 f 7 3% B MDSAP 4 & (Portal) 2 IT & $(# 45§ &

15



bl

ERAIT RR~FLXFREAEERAR) ZEFEFE N EL
EIE2 FALARM & 12 9 122 =~ ) § 3 B MDSAP #:
2 &+ ' 4 (Auditing Organizations, AOs) &fi+: ¥ 7 B+ i % %
%%*Lﬁﬁ%\lﬁﬁﬁ‘lﬁ%%%‘%i‘yﬁiﬁﬁw
RAPHG  FP e B AP R T R AR R
BRSSP B CMDSAP iR A E) > 1B FREZRLE
TEAR ATEAORRY 2 A E 1 TEAE S L iFRES B
AVREPF(FHEY FFARS C RIGRE S LRI E
Wit $ ¥ LEMEY: - $ormgE); V4 E MDSAP s s
2 ARRE TR TR EE A PREN F(F R

S AR~ RPRIAR S RORTAR ~ B 7 N AR) e

. MDSAP %73+ % 2 4a b < 12 IMDRF 2 MDSAP <~ * 5 & # -
f 4z kA F M 4 AO 2 & & (IMDRF/MDSAP WG/N3
FINAL:2013) ~ AO # 4 % 2/ ® & + (IMDRF/MDSAP WG/N4
FINAL:2013) - MDSAP ;Z3& & % j2 43 # $ M 530/ 1 Hinik
# (IMDRF/MDSAP WG/N11 FINAL:2014) ~ % 3.3 4 4% b ;284 f
i 4 2 3" & £ (IMDRF/MDSAP WG /N6 FINAL:2013) % 4 31 45 3|
% 5 112 MDSAP #+:4F 2 43 31 IMDRF/MDSAP WG/N24) ~

R F @M EE 45 (IMDRF/MDSAP WG/NS - 573+ 2015 #

EOEFE F-EIERCS o

. MDSAP = # B - £ MDSAP 2 AO 2z it # 2 @ & Mg /7
PAz o PR e £ GEA INF R B P £ =Rk s (Canadian
Medical Devices Conformity Assessment System, CMDCAS):%+ 2
AO > 4 it %¥ MDSAP {734 - MDSAP 3+ % ¢ 32014 & 1 *
AeX T AO ¥ 372016 & R H 6 BT F A3 L5 Y Fko

HiEF B2 AO ¥k fE 3 i MDSAP #£+% 2 3% MDSAP # 3 |
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(

MDSAP #4535 3+ i 2017 & B 45 0 %) 0 Aok p B S o

FREHEWSFF R LS L & (Software as a Medical

Device(SaMD) - Application of Quality Management System) :

;m

2FRFEM ST L S(QMS) ¥ 2 F R F 1 i (SaMD)
2 ¥ > SaMD 1 {54 e 2015 £ 4 » 2% SaMD 3551 % ¥ %%
BOARE R 2015# 102 2 BB A B RAHW
SR F R R BH QMS 2 St B g ¥ (v 5 B4 SaMD
2 B E AR %Y - SaMD QMS £ 2t £ > #7ch QMS 0 @ F 4
BrAf & & M7 QMS BRI A 4 5 i SaMD QMS Js ik » 2 B B
HEE R Z M TR 2 HEE S £ 5 ¥ %5 IMDRF 2 SaMD

e B BRE QMS & £5 A #RR -

. SaMD QMS & F ¢ 32 7 - (governance structure)~SaMD 2 ¢ i # 42

B (lifecycle processes) Ri4# & % #p 586 > &+ § SaMD & &4
A & _EL%I%.‘« <o MEE R SaMD 2o % > - o R a0 AR _EL%‘«
L35 SaMD 4 i s 2 A#H oA SaMD 4 &k E s pl L

£k7 b SaMD sk 54 A o (R4 L RAoR 1)

SaMD Quality Management Principles
: A grouping of QMS activities from a Software perspective

+ A governance structure provides leadership,

o g ’ ders
accountability and an organization with adequate \ed hip
resources that assures the safety, effectiveness and caMD L‘fefmsp
performance of SamD; oa‘?: LT k.
£ o, &
e
+ SaMD lifecycle processes -- A scalable set of § ’*n
quality processes that apply commonly across 3
lifecycle activities; 2,:’

+ A set of key lifecycle activities that is scalable
for the type of SaMD, the size of the organization

* o
e

takes into account important elements required for O, &
assuring the safety, effectiveness and performance T, 6’3/;' — 90 o

’ e, 2ational SUO T o
of SaMD. B astretyre » Work B

Leadership and organizational support provides a
foundation for SaMD lifecycle processes

* SaMD lifecycle processes support and apply
across the SaMD lifecycle activities.

B 1 : SaMD QMS % 477 &,
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3.

Adgsle BR*Y 2B L AHMAEY LY N ERL A
L 1A ﬁv&mﬁiﬁ?é\f r B QMS 2 F BB E o blden i
WE R PATEARE 0 TR R TBREZ e sl e

72 (configuration management) | B~ & T gw] 2 if st o § &%
PRI EIES G Ee 2 B RFEF 2§ LIERE
$o 0 #3 1 SaMD 2 AR B2 FRERHSTFEZRMER LS 2
2R E LR RS CARBE S EE); ¥/ D SaMD QMS 4

PR A AER2 LAFE T AT B ERFD -

IMDRF % 7 E § 524 f § § hAKE AL

(=)

(=)

(z)

a5 gl B A EREL L S 2 B 24 2
MDSAP #;51 % (N8 ~ N24) ~ 1 7§ SaMD QMS #;51 % i (N23) ~ 2

5 ToC 4731 % # (N27 ~ N28) -

%8 17 NCAR:}ﬁﬁlv 2 EERA(NIY) » ¥ & K1 (74 2 8Fe

BRAHEZ Ewia

B A IMDRF % F 2 4% i % 7§ ToC #7354 b # 4 &

(N26) ~ & P2 4 $8 @ * 1SO 14155 2 #45(N25) «

PR TE D B r%;*)z%;ﬁvg:f B2 AEE A LRRE kS o
R -BRELAPLBRL TR FRo-FELIR R A
iea g ISOTC2I0WGS & F » 1ig— H i & &1 (¢35 p o0 -

FPRATL E P %k "IMDRF 124 f ¢ 5P st 8 — %
- R B 43 M 1SO 14971:2007 ~1SO 62304:2006 ~ 1SO 60601-1 ~
ISO 10993 ~ ISO 11137-1:2006 * S5:ER%FHBE L ¢ B i * F2)2

MLy RO AE 2015 & 97 pARGIZEIRLR ¢ §RF T

46 o IMDRF g2 % f ¢ 7 #p7 7 {RBAp b 2 JE ¢ BT d o
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FHFEPMREATE  EHFAFZRArEk

A B IMDRF ¢ ik:tsmsi it £ 7 F % B H - #4473+ % (Medical Device
Single Audit Program, MDSAP) ; ~ ' % % % 14 #x #2 (Software as a Medical
Device, SaMD) & 57 ¢ = j s & &~ T 2 # M Ea4pd L8 b n
(National Competent Authority Report, NCAR) | & € & 1 i738 p & fTiE
Bodd LERFLFREHZRLATER » ¢ BREHEFREH 2
BRI D AEREL LR FEFRAPEE MBS R0H F A
EHEEY R P CHARRE RIS R RL FREH RS
W%@ﬁﬁﬁ*yé’ﬁ?ﬁ%%%ﬁﬁ§%$ﬁé%@?i$fﬁ

B EHELBRIE L REFH o LHRAFF R EHE AN LR -

FIfBFoRFesplEin wit ARRHLEd

AELARL 5L 62 AAFLIATHIE(APECLSIF)L 7% ¢ 0 p mox
By %5 K B iz A3 - € (Asian Harmonization Working Party, AHWP)
PR BEL A HFREHZARERrLY S SRR EE R
AHWP + ¢ 2 & R 30 2% F FH & 4% IMDRF 2 AHWP % B
EHAPM TS ARr R ARAREERLPRE S 2 BE R LY
MBI RE ARG L LR T AR FREM R R RR A

FFEAREZ AN E > o ARA LS FSER
ARFRBFHAFNY LAKLL BB A ETRELREFRE
HE AR EREAF R F R BH 2 R R g
FRFRBEMLFBH AR FAEFREHERSR 7o WP ERFRE
MR BERAFFEH R T BAARRRZR U2 2R
hIREFZ T B E o
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