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IMDRF/SaMD WG/N10FINAL:2013

Software as a Medical Device (SaMD): Key Definition

IMDRF/SaMD WG/N12FINAL:2014
“Software as a Medical Device”: Possible Framework for

Risk Categorization and Corresponding Considerations”

IMDRF/SaMD WG/N23FINAL:2015
Software as a Medical Device (SaMD): Application of Quality
Management System
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Machine Learning-enabled Medical Devices—A subset of
Artificial Intelligence-enabled Medical Devices: Key Terms and
(2021/9R) Definitionsd/\J X (~2021/11/12)
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MDSAP Pilot

2012FE 11 BICRMEESNIERHIYNE Y=Y MTHWT, ZAUD, A—X SU
7. hFE. TSZI)ILDOEHBD vy THMDSAP Pilot\NDIBHIIBEICH 1> Uiz,

2013FERICARNEINRATH —/)\—E LT, MDSAP
Pilot\D&NN%ZRA LTz, =>EEEQMSEE RS TEE

2018 MDSAP Forum HEF: 2018.05.09

A50 Participants: AOs, MDSAP SME Team, Participating Manufacturers : DITTA
members (Diane Wurzburger(GE), 5&[iE1 (Shimadzu Corp.))
HFSFDCMDCASHNSDFEIT. FUNEEANDERREEE, J—0>3vIE
L C. MDSAPODOTEZEAI%E . FIEDREZTE LT,

20185484 10H DITTAEUT. AOICKBDFEINEFRV, BFRE - THIBREDNEERLEZER
& & UCIMDRF-141E3R = DRI [CFDANEEH o

2018 MDSAP Forum HEF: 2018.12.05

226> Zh0&:  Participants: AOs, MDSAP SME Team, Participating Manufacturers

DITTA members : Elisabeth Geroge (Philips) ,Diane Wurzburger(GE), Diana
(MEDEC) . Carolyn Hul(MITA). &[IE H(Shlmadzu Corp.)

2018E1ZE$$§4THEBE'<(LF]H_C\ AODFBTEINIL. BATUER LINRER,

UTF, #EUE,

NAZIZA S R A bORRAHEIREIRDNE (C DV TR R Z IR AT @5l

RETBCEERDT
QEBTITHOEETIEANDRD ICDVLWTHEIC DLW TCERZIIMANZ, - FDADT
HERER(CEH D < &EDEHBA,

3)EEET —HIN—RMDIEMDSAP RACA > ) \—=ADRIZRIC DUV T ->SFHADREIED
5. BARSHEE & DR,
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Strategic Plan2020

A

HARITH®D2015FIMDRFER. 2015-16FJIRADDITTAZE R
(CHE. EimEzaF.

JIRAIE. IMDRFEUTER. B, SBHIDE> 3 > DEE.
BA A ANXEBDEANFI—Y ., HigEhlRgiES(CE
ATDBCEEEFE. PMDANIEEUL., EEROAMMEE U

CTHR=ZE83,
IMDRF-7 DITTAREE
REREE DITTA (X. IMDRFOOERA. HHA. 5BRIDREZEREL .. HEK

EHZENT LS [CREZI1TOI

IMDRF-7 EIR%:i% Outcome Statements
IMDRF MCl&. [RESNZERZBMNTTERL. SRBROGEHZ
BRtE(C 9 B/=8b(C. IMDREF strategic plan Z{ER% 3 B,
IMDRF MC&i&(&. 2015898 DREPSE CERASNEFEET D
cEEERUE.

IMDRF-8 Strategic Plan2020% #Ga

REP=iEk
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IMDREF Strategic Plan 2020 (B{Z)

B Strategic Prioritiess%<E
* Improve the Effectiveness and Efficiency of Pre-Market Review
v RPS including ToC
v Good Review Practice

v" Developing guidance on benefit-risk determinations,

v Improving the suitability of international standards for regulatory
authorities and effective regulatory authority involvement at each
stage in standards development.

SEAMETHEIC IS B RIBDBE D EE(FEIEHICANE ! !
B Development and Utilization of IMDRF Outputs

* In order to enhance the utilization of IMDRF outputs, MC members
will:
v' a)Share information with stakeholders regarding the implementation of

and/or challenges to implementation of IMDRF outputs in their respective
Jurisdictions; and i .
SHA A AXEDEATET Implementation TableDEER(CDIBHSD

v" b)To the extent feasible and appropriate, support training activities on IMDRF
outputs conducted by other organizations.
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Strategic Plan 2025

I

IMDRF MC 202027 A 16 HHDITTA®DStrategic Plan\DIEZE%* IMDRF MC

SubGroup&ik NIZH . Implementation TablelC&BHA I AXEDE
EEAFHil. Single ReviewD 9 S ADiEE (1FICEED
EDRVRBVWREURIDER)  BEIOISLELT
APEC CoEDREZEEL . EAMIC(E. MDSAPERILET
ILDHEE, )\ Ov hERENEDBRRRBAZEIT DI
DITTAZ(C(FIFEMT(EID o T2h'. EFRDa= R mIE. Sub
GroupITIFRFE D TLVRLY, IRTE(E. Sub GroupDEFIE
(C. FEOAS bERKOTWNDERE. =EBRIC([E. DITTARE
DELDIAFH T DU TIEZERFETI(IIRU N,

IMDRF-18 9/17 IMDRF MC t-con A—J >1twv < 3> T, DITTAIRE
Sohh—)lak ZBESRBAULL.
IMDRF/MC/N39 FINAL:2020 (Edition 2)7&:2
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IMDREF Strategic Plan 2025

B Key Objectives

1.Managing regulatory challenges for medical devices and innovative
technologies by providing timely and appropriate guidance

In addition, IMDRF has also embarked on a challenging journey towards
achieving a single pre-market review process for medical devices. We are
currently developing the building blocks and working towards all MC
members receiving the same set of information in the pre-market

submissions.
=Single ReviewN\i#H 19

B Priority 3: Relationships with Stakeholder

IMDRF will continue to encourage collaboration and outreach with Regional
Harmonisation Initiatives and other interested regulatory authorities. IMDRF will seek
opportunities to develop stronger relationships with organizations that help advance
our mission, such as standards development organizations. IMDRF will work towards
promoting regulatory convergence by developing consistent training programs to
facilitate harmonised regulatory approaches and consistent implementation
among various jurisdictions. In addition, IMDRF will consider new membership

requests based on the established IMDRF ToR and Standard Operating Procedures.
=>BEIOVSLZREITSCLIcELD. ABIEESDMRECHITTERDHED.
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Single Review Program
B IMDRF/&E) (CIH T DRDIARER (MDSAPODI)

« IMDRFTAQO (Auditing Organization) /X EFRERF—LAZERIE
« MDSAP RAC T. I1SO13485+ ZEREREEFBTEE. HAYRREZRHR

Recognized according to IMDRF Guidance Doc.
*Competency for RA Assessor (IMDRF N6)

) Regulatory Authority

Recognized according to IMDRF
Guidance Doc. .
*Recognition for AO (IMDRF N3,11) Recognition

*Competency for Auditor (IMDRF
N4)
Data exchange on

Auditing Organization the database

e.g. BSI, DEKRA, Intertek, LNE, SGS, TUV-R NA, 'V'Dsﬁe"&“rfi“”g
TUV-SUD America, UL, DQS MED, Lloyd’s, NSAI, by IMDRF N24
NSF Health Science, SAl Global, TUV USA,

Outcome of assessment for QMS

Auditing Criteria = QMms
1SO13485+Regional Requirement Auditing MDSAP Cert.
of MDSAP RAC countries
MDSAP Auditing
Report
by IMDRF N24

[ Manufacturer }
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Single Review Program

B Single Review ProgramMitEiE
« GRRP WGT. CAB (Conformity Assessment Body) Z:8E 9 D AF—
IZEfi, Reviewing report template (NWIE)
« Single Review Program& UT(E. MDSAPZ JEEE,
- BEEDODEELLUT
v’ Essential Principles (N47), Labeling (N52)(3iEBTZ %,

® EEI%E io)gl ((__ (iE (: Recognized according to IMDRF Guidance

EEE’;E N E¥,%H 73:73“ 4 9‘ >Zb“"~5\§ *Competency for R:;:;riewer (IMDRF N40)

| Regulatory Authority

Recognition according to IMDRF Guidance Doc.
+ Assessment and Decision Process
for the Recognition of a CAB (IMDRF N66 ) Recognition

+ Assessment Methods for Recognition of
CABs
(IMDRF N61)

+ Organization Recognition Requirements and

Data exchange on

Processes” (IMDRF N59) Conformity Assessment Bodies the database
MDSRP Review
Report
by IMDRF NXX
. . Pre- Outcome of reviewing
Reviewing Criteria = market B
Essential Principle (IMDRF N47) MDSRP Reviewing

Labeling (IMDRF N52) W Esrlj'?/'r';RF BEES
RPS ToC ? * Certificate

Consensus standard (IMDRF N51)
[ Medical Device ] J
= > — V.N
—mtEEA BREREBRATLTIRS 26
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Single Review Program

B MDSRPHEEDTZSI(C

« UTORFENE
v 1) BREE
v 2) CABDEEIRSSDAE
e E(C, Z[ETMDSRP Review Reportd= AYLK(CEITFT
v 1) MIREIEBEDEBREDHEM L
v 2) REENEDIEEL EBEBREEDT AR EDIRMEL
o« BENMMNEBLERDBLIDSINI)\AURDVERZSD. ECDOURDTLAX
IO GEZE—RIOGERITDDIRE., F£9 (3. BIHCEHE=FRHNHNT
ABNTWWBKXDIRRHFRY X UDEBMNSIGEHDINRE,
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Implementation Table

B XEE
Strategic Plan2020D&Cik (CEE L T, F[EIDIMDRFEAIRSLDIETEDTC
&. Implementation TableD{ERZDITTADMEE U=,

R
BB EADFHE. ECEHITIEDRENS ARMEN TULVZ. DITTARS(E,
EDHZAITDAHE UTICHEETEWEDIREE UZHY. BLICIMDRF

MC £EZDOA—T>tw> 3> T, EEREEHBEINTVLWBELTA
FELD O ETRD TLVD., SO ILZEIRETH,
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v DITTAZIB LU C. ERF(E. SaMD. Standards’&&ED
IEE% 3R, HAGTEIZ Strategic Plan& U CERME(L ZET N,

o Mg FZE (APEC) T,
v APECIJJIRANEAREZEFRNREX E U TEESN,

v IMDRFXZED 777, EBARIRETEAME, RHEBEO L —Z

XD,
WACE-3

(—

E

v [E EVAEL/EE}J (!_ 4

v JIRAE UTIE. EXREHNUHEZHWVCEREOEAZ{BEL. BARD
BEERBROZAILAKRZHIET .

i) T.
HE],

D%
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HARELTCOFZTO—F

B |[MDRF WG HAKEADNTits
d %\E(CJ:D\ E‘%L*‘E@WG(Q 7J|]\ :IEL/‘C%]‘FE\O

B HREUTCOERFER

o EHHELHFET BT, JIRA, EREGHHEETEI(CSE, BAREL
TOMGICERFRERRIEMRICAITOIREZ L TL\D,
v" Single Review®DH#EE
v IMDRF KU APEC j&Sh & —ERIRZEDES C XD EP EMiB(C XS BEADREE
BEDODYUI7L>ABD> MU —{tittitE,
v 882’0295 ALICDWVWT. APEC CoEZIMDRFEREIOVSAET S,

B GMTAE E#aEZ @8 U foEEE

o EHLEDFRENLAKICEID. GMTATOREIEZTZH CULNZIEE.
JIRA/DITTAEDEEZ s T D EZHIIG L TCULVE T,
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