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oA 9 57]7] FATIA 3 H(International Medical Device Regulators Forum, ©]3}
IMDRF)OI A &= “2] 5 7]7|ZA19] A~XE o] (Software as a Medical Device)’E 3F=49
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¥ 1. IMDRF SaMD Categories®

Significance of information provided by SaMD to healthcare
State of healthcare

decision
situation or
Drive clinical Inform clinical
condition Treat or diagnose
management management
Critical v 1 IT
Serious 111 IT I
Non-serious IT I I

*Z %] Software as a Medical Device": Possible Framework for Risk Categorization and
Corresponding Considerations, IMDRF, 2014
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Corresponding Considerations, IMDRF, 2014

3.1.3. 7] = FDA (U.S. FOOD & DRUG ADMINISTRATION)

FDAT L AR 87719 AZEY ], & AZE O 97 7]7|(SaMD)= ¢ 77|
71 A | Al 7EA FrE e AZES|o] F &R IMDRFY Ao E 7|WEO® SaMD
= #Esha Qo
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AXESO] o f7]7|(SaMD)= Z=vEZEA W X o R 27]F W G (MRI) 9
oM A E & F U de AZESONH U FAE F71 93

3]
A FAYE FHss AFE EE IHCAD) RZEY O 7HA] thesit
dArE vt 2ok

SaMDE st=dlo] 97 7]7], gE AZEe] o77]7], dnk AZEY o9} A
olzx & = Qlth ol E B0}, A48 7tE7]d AlEHE ARE AT s AF
AZEZY o] SaMDe & @E ).
olg EAHSE N AZEY oV}

3t A9 % SaMDE 7HEHE T 4
AA A 2Eshs 3% 7HEEE 9

SR

=

= 24357l %’4311 2 a5k %}% SEZES = SaMD°1U1, st=slol o g57]7]¢]
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i
o,
o,
<
o

sk, olel @ EeE

mlo By
r o
ot

3 %
S gk

st=slo] o m7]7]e] Al Az ES o

(l: 9 FZAA EEE Tt o P8 E Aojshs RZES ], F2 o
AY A 28719 & studo] ARV A FL Aloje] AEHE X
Edlole) oldd AZEJoE "t s Kz Edo], "Helor, s "wlo]lAR

st=gle] 95779 ord o8577] §5F st fd Fadt AZEI
ol st=dlojet W= dAvjE e wrtA

o7 77|l A HolHE 7tA AN o5 HHo] gl AZE ]

(cl: dielg & <taslsle] dE3shs AZES )

A gAataE B JAFESE A= AZEY

(cl: 32 55, i ook, 54 B3k, s B3 59 Ve s R AZE )
guje] Ao e AE4% 7es RUE St FHo] AHl~ BHoR ALEE =
AZE (e XH FE ASES EUHPS A wA oS dS5stes AZEY



3.14. -2 A3 MDR (Medical Device Regulation)

Medical Device Regulation (©]3} MDR) #|2Z 13ollA] & 7|71E& A3l om,
o] Aojo] Y LZE O 987]7]7} £ rE MDRE Annex VIIE ¢ 87]7]¢]

=] o =)
THET Ve AWeta v

-AgE A

- B e Ao M, RUHY, A8, ¢t e w1t

- A REr e A e 52 WelshA] ZaaAsu el ot oA e B
- &7, g A 2ATSS 26, AN AHIT HAL AdHALE Sl
AT

(4) o5 77 MY HAS A JA E=x= T ot BAEHE AUAE
A2 oA ol ojFatn WEE WA AY Y dUAE W] HFas
BE 7715 9t ouA], B4 T vl Fod Wl glo] 5y 9
=3 = L

71719k EA Abolo] oA, B4 EE vt @4F ddey] & AgEE
e TE5Y om|7E BA ol gt}
5%8 a777]2 F ook i},
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MDR Annex VII &5 7|50 @& 82 20199 10¥ 714 E *MDCG 2019-11
AZ A ZAABHA et vk “o87]7] AZEo](Medical Device Software,
MDSW)’2 2| 3}3 9™, MDR H+ IVDR (In Vitro Diagnostic Regulation) 1A A
ojgt ox7|7Ie] HAS fd vy EE 2FEe] AEStEE o ALY EOR
Aoyt AXE Y TEEF A (3 )Y 2ow (1¥ 69 B EEEE &
&3 !

3. MDR ©]27]7] 2ZEd o] SHEF 73"
Rule 11 ¢ = 28 H29o A4S 93 ~ZEYo] £ A4 B34S ZUHYS
7] 9% A~ZEI o]
AT EE g 2oz gAIAALS UEE b AlLEEE ARE A ITIEE 9
Ty AZEY ol FA i BEREY
ST A EmE A A% AdElY B0 £ e o3 A$ FHA
- T A A AdEe Aze ofs e FEH A B s IbE
rRAEY
-AYH BAS ZUHY 2R oxd AZEYoE FYX hE BFdc
-9 F8% AYH AW E RYUEHY R oxd A9, olyd viugo
w3l EAo] sl A F4H AdE AT £ e BE FUx bR BF
-7 BE AZEdos FYx (o2 ERET
Rule 12 Z24& Fo d/mme AAGY 913 558 45877
- 2ZESJS A= BYHor BH4E Fo WrE AAY 4 gleng B 5t
zlo] A& == MDSWell digt 5 vIIle T8 73 3.3& Fxert

Rule 13 cj2 mE 553 w77

- 5E23 oav]v)d AL

Rule 15  3)¢lo] Al Y= o7 7]7]

* MDCG: Medical Device Coordination Group
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1. 0| X|F 2| Yolof w2 & Eo| 2T EL0f YL7t?

o

2. 2Z E 9| 0{7} 'MDR Annex XVI device',
MDR S+ IVDRArt.2(2)0fl 2 0|2 7|7| 9| "M A 2|
£ (GtEO) 92 7|7]2| A8 E FESHALL e
Ol 2ZEQOf Lint?

ofL|2

ot

ot e

5. 2ZEQI0{7} O X|Fo| Folof =3
9|2 7|7| 2T EQO{(MDSW) & LI7t?

ot

o MDR X 88 g ) ( MDR %88 X 28 )

*Z *]: Guidance on Qualification and Classification of Software in Regulation (EU)
2017/745 - MDR and Regulation (EU) 2017/746 - IVDR, MDCG, #7743

19 6. Medical Device Software (MDSW) &% 55
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Ailolnt. F, dlolg7F &4 glo] FAY A8 FeHE HdE 5 glojof st A
& B 2 7lselAE dHeolE Y 78, 44l B ol Fas agAabdeln, {7
A LAN, EF5 22, AT SANFO)I 22 7|EE50] F+2 A8HT} olgfs 7o
Ae Bg 9877l 2 Az Ao olffER, Heh W JIIAR HIE
Ta% FAR tFojHof gk ek A oR AZH GA kel uvlolE7F W
AL, FAEE A5, AR & 71F o] Qg Ho] 2~ WA Ri=EA] g sjof ghrh

A F O oFER A =7 7] S7FR A Y wEWH 2023 F& &7 sFS AX
Eglo] o577 F&ol Frlete FAloW, AR AE FHoR HAE X587
717F g Aotk o]z AxEd ) QEIt HAFE HI 6diF AEHHOE
Z7Fskal Qo 2023l = 15671¢] AlFo] AFLFEQdHA e QA5 7tE 5Tt
(£ 4). o] T U Alx FZo] 18RS R 75.6%Z Aol = N AFo] ZA
5 HYSE & 5 Juh?

4. AEE(C18~23) T AZEY o 97y A%t A
uE
2018 2019 2020 2021 2022 2023
A 20 36 73 111 97 156

*HA: AE 9 FEIAA
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o 3 5
ATk 20234 15 2 F{7tE QlEAls 71Nk SRVIVIE & e4xdom, dd diH] 20
A F7kskAh o] F Y 9, Alx 551122 HuldlA JAFA T 7§ 98577 A
Fo] ZkstAl o] Fol A1 e & F SThE 5).°
F 5 ARE(19-23) A AS(AD V1N o 2T]7] A8 @
(291: 7)
ae
2019 2020 2021 2022 2023
A= 10 45 34 40 55
+4 - 5 3 8 9
A 10 50 37 48 64

*22; 2% o E b

v FDASAM = AZE o] 92 7]7|(SaMD) Aol thak A3 717k A &H oz F
7betar Atk 2023W@7kA] F 562712 SaMD7F 5QlEloen, 15 20237 13371 9]
SAHATHEE 6). ol A div] 470 S FAR, Az E O gr7|7]9 A%

S 71E ol wEA o] FojA il &S HoEh

¥ 6. FDA®] SaMD %<l &3
ax
~2018 2019 2020 2021 2022 2023
A 168 30 62 83 86 133

* A vl A5 e F Y (FDA)

3.3. Common Data Model(CDM)2] 7/l1d 2 F+=X

& tloly EZ(Common Data Model, |3} CDM)& A& Th2 G329 H o] E H o]
25 ¥FY FAom wEsts doly RdE, AR WuoHE HFstFoRMN
Go wep Tk 520 AE AATE F JEF Frh w3, do]guo] e A
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24 A(ETL; Extraction-Transformation-Loading) Z}4-& A Ho|HE CDM &4 4

X

90§85,

CDM2 A7~ H#o wel doly F4&5e] tan, 54 uet OMOP-CDM,
Sentinel CDM, PCORnet-CDM 5 o2 =¥t} Z} a8 7/3 =2(schema)S HH&
o7 "ol Wy FxE 7, AL Exjo] doly &4 &84
< =9tk CDM HlolE o] 2o = thekgk HlolEEo] X3EM, o]F HolES AR
o Fxof #AE YEdY (1" 7).

ERRAE=3
Electronic Health Record
sxtEe MAEE  BEOIZEE AAMEs
Y2 s  FoEs  soEE  4¥ I Ee

Sentinel

omoP
EF 4 Xt2(Standardized Clinical data)
Demographic Encounter Enroliment Vital signs - —
Sl g T Observation Visit Procedure
. : . - L y period occurrence occurrence
Diagnosis Procedure Dispensing s ————
L result | Condition
Drug exposure| Measurement
occurrence

EZF 80{(Standardized Vocabularies)

Concept Vocabulary Domain Concept class
Concept Concept Concept Source to
relationship synonym ancestor concept map

Cohort Attribute S ¢
Drug strength definition definition Relationship

HEZF 1t o|o|E(Standardized derived element)

Cohort Condition
Cohort attribute ot Drug era Dose era

& HO|H &

Common Data Model

*

£ W9AE FAUENA (hupsy//moa.drugsafe.orkr), 474
1% 7. CDM H o]l Ho] 29 A
W A F7]E(EMR)S &83to] CDM HlolH ol ~E F531Y

| Wgksjof gt} o] A= dolE e w3tk § 7h diolE ZE=7F CDM9

Tzl S vl (Mapping)Hl = A= Aotk ol Fa v 49 delH

_19_



% (Extraction)

|
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}

e qm < e ™ 7 ﬂ < -
X Y
i) o - A A )
~T N— . L
° B oo T il <R i ik W
IO R P B S O A
oA . |E T F .. i by
8w wo oo | B - T m | | ™
T X — < o F = | -
T T op o7 i o~ B
L Y Sols |2 e e |lwn|s
A ° Z o 3 T |2
i w2 = Tl |®
! o . N %0 ) m,lM _ o ,A] & k~a
_dﬁr.m%ﬂo | __|s |z M SR [N
et Gl S = e A F T |
L L Bl |T|H|T
& = e wm__ | T oA W =
A TR, RSN I P A O B S o
™ ) B O o 0 R T o = ~|wr| T
TO = | = alh] A — | =
XY o O_H ;S.E ‘.;1_ i —_ % [~ N B
— B | ® I o il e el
ry o | r ~X K| =
AR L) W | o= NI
o 00 i or G E Wk | 3 7 | R
GRS R R T
P : of Wo | T A4y | R N B e
R P et e DR 3 PPl DR - PR
N T = > BA PN PR RS SR o
- Nd Po ) o ARG RN T ﬂ o) | o
o sl I R e R N e G
WM%E ARl BN = RSB I CRCHR < B o e
Q el
o —
T © < o | o E
w2 T | R GS
w2 B O o O T
Mok = g o TR Ry [N
X M= o ® | oY oy 3 e | M| s
_ ol o = or ! o)
® Wk G| "
_— _ 0 )
o SIS I < oI HL

=
ReA

A

R

A

CDM g 2ol st7 i gkst
- 20 -

=

=

Al dlo]H(raw data)

y

s
R

M 3} (Transformation)
[e)

o] #o]

A A (Loading)

F=4d




thoo] dAeA = WE AYES AR dHolHE XFstE CDM A o2 to]y
o]z ] A|~E(DBMS)l JZE=3le] CDM Hl o] Ho]~E G531 Hr}. o] uj
A1-45 = DBMSE 7t ol=7|#e] 37 2} PostgreSQL, Oracle, MySQL 522

EELIEES

L

« "2 (Mapping)
Mge om @A AgHE v
ol oFE, AW, WA Fo 4uE o
COMeIA = olejd Wy #ge Ba BE &
4g

B4 Fola FAA o5 Tt 2

9] %715, Electronic Medical Record)E CDMo. 2
A ulAashac o waus 498 Ba) A A AFARY 9 S|S0 9
B2 §22 J9e Hastarh ges DM A2de Ao

o]Fojd W= FAo] NAARI HAHASA BIEHW, AH FEFo] g %E% gl o]
dlole @go] et oleld met AL eR/WH ATAZ dolE 71
S JIIAR B E Tl ndE 4 e 7Iuks vhdsE

3.3.1. OMOP-CDM

2008 Tl R XY o7 Observational Medical Outcomes Parthership (OMOP)©]
A E o o]ZHE  Observational Health Data Sciences and Informatics (©] 3}
OHDSI) gl A7l 345 Attt OMOP-CDM(Observational Medical Outcomes Partnership
Common Data Model)% e o7 Al=" YolA BAS = dolgHe Fx, = A

% o 5 BEAF] ATAE HoHE FEO| /FoR musdn FHT 5
NES A 13—4%}‘4 o] Qg ol wolE 22 7+ WYl AT sbselAom, ot
B QT £FIA S A 4 FF& BrARAY AW L A5 YL 24

&= 71046}1 A

_2"_



1) 71 Ad % 5

DM of2] o5 Al2gl oA TAst= #E dHolHE AAACE AL
ZFsE dHoly FxE ATTOEN, AFAEC] HeolHE dHuHA 4T
2= ow 2 st} thorst folE A oA "HolEHE AH olEAF| A Pa BHA Za
Tfrete Ao B4 AFE Adeth o A HolHE HIsHAE

o] 7hsstA st

o
<
o
o
A

(2 2AA 49 & =

OMOP-CDM2 AL#t F4l(person-centric) #AE dlolg EA=Z MHAHo ZE A4
A& PERSON Hlol&S& TAHoZ AAZH, ol& 3H FA-E o7 7| Fo vig
T4 BFo] 7hesith dolHyE A mudl(d: 23, oE =F 5)o EFHo
A=, e E HolE Ayl FRYET BRE 7S i78E Mdoz A
sbal dvh. HEgh OMOP-CDM> 574 7|sd F55A &1 thgst dolguo]~ &
NEZNA &8 = o} o E 5o #AF dlo]E o] 2~ (Oracle, SQL server )<}
A ElolE E R (SAS o)°ﬂ"1 BE Fdo] sbsslth. OMOP-CDME 4% ¢1 A7
f4E ved ZUGE ).

¥ 8. OMOP-CDM¢] A A oM
AA 84 v
Ao gk A%d dolE #4 Aol HA st ey Al
oy ®He MAA R A o
ool A7) A FA AR HIO]H wa
=uole] o2 7 R delHE AA-H4-% 725 7kl Observation
gloj&o] #E b ]HE x{xoL
ET3hE §of X5 A%E NdE 2dets EF S0l o9&
7)1 &) AAHE =7 4 Ak EFE, 71 dolv @3 &9 E AMEEI =

A 2= F2 B AR 22 Y5 98 W 2= A

7l T 494 E4 7% A9HA $S
o ke doly &
Kol
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@B) F2 24

OMOP-CDM< %3t o5 805 A&3le dHolHE Aafsleta dAdS 74
it} o5 B9, BE

A AF12 B Concept IDE T3l 7|EHTE o]E FaA o
olEl o] A % AP ThsAdS EAsHH, theke dolg Mol A AdE H
Wk = k. "elHE vl feie 9 doHE FE-HME-HAsE 7AYo
dastth. o] AAS T thFg FA 9 HolHE ZF3tE CDM 72E AHYE F
UTH

OMOP-CDM< & 397H¢] Hol&= A5 ev(2d 8), 78 WFe thadt

Fage ¥

v}

* Clinical Data: 298] 14} Ab AW

e Derived Elements: 94 AR ZHE JAH Q48
e Results schema: 23} ~7|n}

* Health System Data: ®.71 A]2:#l ¢ o] E

¢ Health Economics: ®.71 7 A8} t o] ¥

e Vocabulary: ¥ £°] A7

e Meta-data: "E}t|°]E (CDME] WE ARE X3FhH

Concept_synonym

I
Person _l ¢ - Standardized health system Standardized
—_— health economics
Observation period | || [__towation |-
\ . - /
Death el 1B Payer_plan_period
Visit_occurrence  f¢———— [~ - e
kll Visit_detail I Standardized
N Standardized vocabularies derived elements
8 e >|] Condition_occurrence I
E N Concept N Condition_era  fe|
— N Drug_exposure \
- o evosure ] T \ —— |
o
-]
o Concept_class Results schema
B
]
°
=
8
)

L

" - Cohort_definition
Concept_relationship |«
Relationship
Standardized
Concept_ancestor T
Fact_relationship Drug_strength Metadata

* Z 2] https://ohdsi.github.io/CommonDataModel/
1% 8. OMOP-CDM9] H|o]E F % (v5.4)
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(4) OMOP-CDM 2| &

OMOP-CDM < “X| 3714 7iE CDM % 474 AR E 714 $9sA £33 &
A& HolE FRE MMAEE AAse srsta o A A B4, T F
F FA, 832 £ dF 5 ogE g7 Ao &8E £ o, o)l Ei A=
Azl Aol AAAL, oFEo] otdA & 53 58 AAFeR BHE 4 JrF T

ODHSI 7/ FUEE BE 34 girrs 0F 222 Aoz, CDMS &&3)
o A AAe dAFAtse]l gHYslal HolHE FHE F A=FH A3 gEA
HS A dste] myoi dvolE 3

3.3.2. Sentinel CDM

Sentinel> Sentinel Initiative®] U3to g FQ B x = & AES 9 7|7]|E 33
FDA 1tAl o5 AlFe tddS EUHAHS ] 18 =718 35 B A Al 2gS
TEetal gste AeE 20099 A HE AT Sentinel Operations  Center(SOC)+=

sentinel data partners W E T 5 Z73}3l, data partners’t =7 dlo]E o] dfd] A4k 2
2ad9s weA 24988 5 d= = T dlole 3<% Sentinel Common Data

Model(SCDM) ] 7HuFS Fxahar

11

%o, m

i 0

SCDM(Sentinel Common Data Model)< Sentinel &5 Z a3t dlo]g 845 A4
How Wyl 98] JidE do]g =P =E, SOC(Sentinel Operations Center)ol A]
Mini-Sentinel Common Data Model Guiding Principlesol] w2} A A=At} &2 SCDMel
= Sentinel &5l Bagk dolHE X35t 19719 HolEE F4 5o glow, oy
AE AL ZH)D A AR PatID, AL+ AlE A AL ProviderID, a1 Al A AEQL
FaacilityID, -+ = 22}l EncounterID)E A}-83le] Hol& IHo] HIAE=E
Shoh(1¥ 9). EE dHlolH FEUY= B4 HOlES FEHoE FEEof kA
Al Hole2 BE JEYAA aHA dor, FE HIPIAE A3 o8
o ¥k CDM Sééoi TEHE ol FxE= V|Fe ot A% we thEA
ER AR 71#e] Holy &8 HAo wE fFAsh Al~'E AFske dH 7o

.
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A 91 7] CDM, SAS(Statistical Analysis Software, Cary, NC, USA) I =

AdE BA 2E, a#a 2 #H7b X (quality assessment tool)S Al E] Y E¥o]

of F/HEaL UArh o] A=®S ook FAE RUEHS 98 5% CDM 7IRF v

o A AlzEleR ) kAl g% Bt % E71 ZHAl(public health

surveillance), U7 <©JAFA A (clinical decision making), Hl1l &I} < *(comparative
3

|
effectiveness research) 5 T3 Hofo A g8t 4= gl wets wAsw Jo?

ol

Mother-Infant
Linkage Data
other-nfant
Linkage
Patient D Patient D Patient D Patient ID Patient ID Patient ID Patient 1D Mother ID I Facilty ID ‘ I ‘ Patient D
Enrollment Start - Encounter D& | | Encounter D& | | Encounter D& " . Provider Specilty &
troledt St Birth Date Provider D > ey e Encounter ID Mother Birth Date I Facilty Location ‘ I Croiide Speckiy & Encounter ID
Sex Dispensing Date | | Service Date(s) Provider ID Provider ID Provider ID Encounter ID & Type Feature D
. Viother Admission &
ostal Code ac ervice Dates] ervice Dates] rder Da Feature
Postal Cod R Faciity ID ServiaDatets] | | Servic Daters) Order Date e A
Procedure Cote
Race Rx Code Type e s R cha FE Code Type
e Days Supply e Days Supply Chitabirth Date e
Amourt Rx Route of Viother Infant Match
Dispansed Devery Method
B fc

Inpatient Inpatient PRM Survey.

Patient 1D Patient D PatientID Patint D Patient 1D Patient D Messure D Patient 1D
Death Date Cause of Death Vaccination Date Encounter 1D L2 e suvey [ Encounero
Rcadminbeatnn o leic /ei Juestion ID Measure ID
Date Imputed Flag Source ‘Admission Date Date & Time. Height & Weight Q
Y Natonal Brug Code - ; = —
Soure p—— s o s e | oot g syt = Survey D
: and Codes (LONCE)
Confidence e Provider RxiD Question D
e Tobaseo UseaiTyve
e e Rote Blood Type Response Text
e
o e Fe
fe

*Z 2] https://www.sentinelinitiative.org/

1% 9. Sentinel CDM2] 3% (SCDM v6.0)

3.4. Common Data Model(CDM) = 7}'8 &3k
34.1. 85

Ul A= AR FANAIE 7L (ele A9 Ei= HIRA; HEALTH INSURANCE
REIVEW & ASSESSMENT SERVICE)©] .71 Zuldolg /| Al ~el> S Faf oA
SolA BAem vldolHE Algstr] AlZtetHA Bes wldolE &§o] EA3}
HAh AHLe A el A8 dlo]E(Real World Data, RWD)E E3ta] 7§ 3
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kel A Slgolg BRE HEstH, olF RFsE AT AAS 7Ivte R Fs5ka
2Ath ol2)3t do]E S CDM(Common Data Model) o2 ®W3kst 4= gli=x 2

s Wriet7l S, 2017 shRbZIRH Al el A HldolEE CDM A o=
Ags] ATt ZRAEV F5EAY HIRA CDM OMOP-CDM HE| 2 359
ow, AZRY HAFARE WEste] “QAH ol E(a), BAE A~F HolH Hols
(b), 2w AAl vy HeolE(c), 7IE 5 H HolE@W), °olsdo] FH HolE
()& TA7sla }11:}(1310) 16

EiolE i

HIRA A (201 Hze (301 sgye gor S TREEAUE agrimoly ARRtE

~
~

P > ~
OMOP CDM LOCATION COST PERSON VISIT CONDITION DRUG PROCEDURE DEVICE MEASUREMENT OBSERVATION CARE SITE DEATH

2 H0|Z 0§ - PERSON

TWJHC201 PAT_HPIN PAT_BTH PAT_AGE SEX_TP_CD RECU_FR_DD

— /

PERSON PERSON_ID YEAR_OF_BIRTH MONTH_OF BIRTH  DAY_OF BIRTH GENDER]CDONCEPT PERSO\xISL?EURCE~ GENDVE:{L—SSRCE-

& *]: HIRA ISSUE vol. 33, AR HAE 71, 2024, A4

a9 10 AE Y HTFAE HolE3 CDM Ho]E ujsgle

7R Z2E Y 501 FolstAd. 2 23 20163 ODHSIC
fA 3o g2 ODHSI #ol7} RAsHHA &

PSR = 2018 E CDM 7]RE 24k wpole d s WdHloly EAEF T
AFlQl “FEEDER-NET” Z2AEZ FRa i@ 11).7 o] Argdolr s W A4
O F 7|2 HolEE CDMOZ Was ulo]odx~ £8 ugoly YEYAS FEH3a,
gekek g s dHolH(AA: fAA, g5dd, NS 5)F E£dFE 7 9e

Bk A EFAES S@

= =
E1 Fadish 248 dddn din e

d

CDM ¥ =d-g 7i¥ Fo|t}. FEEDER-NETo] &}
o
1
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34.2. 1=

") =& OMOP-CDM<& 7/f4tslal o] & wvlg o & OHDSIE FE3s+= =7F=, °F 200
of 7ie] 713e] Frofstar Aok @A oF 199 W AR F7|E(EMR)Z HEH A A}
7} CDMo2 W3E o glom, o] F 20%%= EMR, 80%c HAH Aotk u=
o] F8 7|#E, dE E°] National Institutes of Health(NIH), Food and Drug
Administration(FDA), National Cancer Institute(NCI), eMERGE & ©] OMOP-CDM< 32
dolg g F suz Agstar gtk E3 Al of Us 97 ZE2IYPNME
OMOP-CDM< &2 dloje] mdlz adsigdon, 1008 H&o Jd4duel x4

Ang Fhskel 25 den’

343. FHAEF
& Al o g} o] L A E] H (Innovative Medicines Initiative, IMI)&= 8 A3 2 F-H A <At
3 3]

B SHE
1oke] T2t REUHoR FHAT U g3 A7 ZRAES Adsta
o} IMI2 2018 1199l European Health Data & Evidence Network (EHDEN) Z=
AEE Bustgon, <o ZzAEt f9 1% 259 ApEe] waw o mdol

Z CDMo 2 H3stE T AdERN &A= 3} Odysseus Data Services, -3 %

il

A 57 ge JwelA AFH A8 dHolHE B 19 AP ol FA
dolEl & ol slstel FE Holy Rdz mEspych”

o] LZAEZ Fa “HNE g AY, HolE 3, 2 o3, A FE, 1gu
Az g2 dEE 713 A2 b2 § P40 % E735Ha EHDENOA AL§3t=
Py JAZESE FE Aol B dolE e AFH BFE A9rste o A
g3 A5 5t EHDEN ZRAEE ¢town =3 A4 4 tolg s ng
o= AY, odF 2 QN2 AEYd g AFE WAYPsH, ol T 9FH SAE
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23 Aae 20240 109 219 Aldgste] 109 319 =g Ed gL

X9 wd A A%
] o] E Bl o] 2= A
PubMed 1
= ¢
Google Scholar 50271
T7hetEA R HAA 2" 327
= gk 2] 8} =1t o] H| ¥ o] 2~(KMBASE) 2274
gl 91 4 1A 1] 22 (RISS) 317
% 53371

ThHS A9lsta b 54479 2SS dAHoR =wo AEY 258 HES A &
# A 2 oA 71Fel wel 238 (sereening) 2 S AAIBHTE BE 238

TE dHolg Edx} st oko] ‘CDM’S 2zt Clinical Data Management, Clinical
Decision Making, Chronic Disease Management o Tt %= H A9 W o dF
st = Fom s ALttt ~Aagd A uV|7|E YR oA &

[e)
T8 107, gk e o] o] Aoz FAAdH £d 127, V&9

Anz 2 weEA AF 134, dFo] FRIFA e FH 37711o
=]

Ak =38y A o] F, F 733 o] 1AHew AAH

_28_



rvze)
(LS S cu K X
Rt ot %
wo ©° — : _] —_ [l il ol
el R -l vl ol vl o T o B TIEEL z
R S Gl A S N xe X o oh |l | Q| =0 =
cA ]l A A R ) . o | W
| o v Il Lt _
B Mo T M T oo o =
~ ol . mjr ol
TFO 1_|1_ Z.L S.L
N = % o 0| ok
S
T R .
oy YoM 5= - ok =
of o X o W ) - oy T ~+
e LN gt -
W B % Ay o
Ay i )| f djo nhy < =
o oy O md = Do In ~
Iy a < & 5 | B <0
— S I Tl
° & = R} c) g =
o o s T 4B o= al - T T
1o jor r Lt oy i X =3 s DT = .
< = o = g
id B LdE! T T ol A -2
) ® | o ﬂW%ﬂMﬂ w WiEl= o
®| T |T|F T ®TE = o | |98 ] = | o U
o 1.._! _ _ - S 1_ ol o ~
Np | R | T N K CHRCC w O T @ X |do| . ol N
— do n BT e o o N ok 3
~ | w "o % To | &y o e o
2 oy ) e il w e B o~ DTL_ . | ol
o J — — K- K| % ey
—|x|® Y| B o T ooy S el = e = £
S| = | ok | o7 | | oy R oo 3 = % || 7
ol CHE RS B S = o
N R OC w Wi T &o
e ° Ao T o= N B o o
O_ o) ﬂ.._ oﬁ o8 73 B ,w o O_ EE T ‘_mwa T ‘_lﬁ.Al
Nro WH _zﬁ W \_ﬂ = Eo ﬁ.o% .MII =K L os m ﬁi EE T el
= | oy =0 = N | — _
AN i o | 2| 2y
iR AN NI 7o X | s o | B
Wl | H |5 |wr S o T2 7 W
N | = o B o Ry AN
=T |wle|w|o M g B o B 2 A
N TS o | o To ol o A < S | wo | M.
o .f DT .C < (5 o < — o o
EL EO — J-ﬁ ﬂA._l — —_— io N o —
T ||| N | F e TR W P % R
¢ 2 Koo B g R oo o T
T BT T T

_29_



Al

£ o] E{ Hjjo]

20)

—_
=

=2

AEZ WHE YRS 3 (n=64)
*SaMD 2 277| Ch0| OfH 23 (n=34)
“COM 2| TRI% 220 thet 230] oft 22 (n

{n=10)

=]
[

|

dg 3 AAE

=
=

.
L

— | AS E =S ZE2 HNE 2L 5 (n=444)

Y

h 4

h 4

Y

=32 (n=32)

14

=
=Y

Google scholar (n = 502)

KMBASE (n = 22)
RISS (n = 31)

27

(n=110)

i
|
Ok

M
Jo|

KO

T

~

-

;OL
np

TR

o]
-

"
G

42. AARAH Fd9 o

=]
RN

)

¥ 12). 9#

o} 2k(

-
it

54 obe

a g
o)

he

™
T
g
o

Ny

Ho s 7)

©

o] 1710]

T

<
il

of M=ol AAld &
o] 24, %

]

il

_30_

Ha7boll A AAlE 2

o

i

o2 W7kE AEUl AR A5 AT}

a

S
A



HiA 38 v 59 NESTee ZEZAE
2 HW 2024 3o ® U w2

A AR Fhee FA9S

it
mE

lo,
Sl
ot
o
i\
s
i
32
(o
H
)
e
W
rL
2
>,
)
S
o
i

il RS = e}
Publication
No. Author (year) Country
Type
1 NESTce (2021)* USA Report
2 Fleurence et al. (2019)*' USA Journal
3 NESTcc (2020)* USA Report
4 Choi et al. (2024)* Korea Journal
5 NESTce (2023)* USA Report
6 S. Wen et al. (2024)* EU (Germany, Netherlands) Journal
7 Matthew JI. Page (2015)* USA Editorial
8 Pinsky et al. (2024)* USA Journal
9 Tsopra et al. (2021)® EU Journal
5
4
3
3
2
2
1 1 1 1
1
0
2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
g 12, AR 2 Y dxd 9 A
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ARE £ A4 HA o] 2 CDMO A4 &8 Wetel i EF3 Ada, A
AF& Z7(Real-World Evidence, RWE)2 &-8&3%F #3lo] 4007 714 woton, o8
7171¢] AF% 2] (Post-Market Surveillance, PMS) %53} o87]7]9 AZFow &3
o]l 2y 29, 957|718 sitel] &85 Fdo] 1H | ATHEE 13).

3130474 Ede Qo
[e]
Ne. Author Az = _CDM-J
(year) &8 et
. NESTcc? o5 71719 54 ZHAl(Active Surveillance) #|A]  RWE
(2021) T PMS
, dd=7171e] AARE S (Real-World  Evidence,
Fleurence et al - i
2 2019 RWE) Aol o] 5= Al~wl(Registry)e] @@ RWE
I
,  NESTcc HlelH Fd Zadas =77 Aol
NESTcc _ -
3 7] Ak Ax aEFF RWDO A ALES  RWE
(2020)
|8t Ae 54
Choi et al® g o577 ARdE] Al&=Flel A NHIC &
01 €t a
4 = 7|9k ZHAe] @AE #ketstal, UDI(Unique  PMS

=
=
(2024) . . =
Device Identification) A]2~8] =<9 ZeAS =

g Az®l YA 9277 {77 ER

NESTec? . . , ) B
5 (2023) (Unique Device Identifier, UD)E &3+ 27 7]|7] RWE
dlely & HA s
OWOl 4 AR dFAFTADE TR
s ZET] fR A8A AHS AA of =
a7)7
o SV A nh sob o Amld Alg BeeEd dad Hull
2024 7R
CRY T gorw 4w a1 mw A TAG PHES
Zhol =gkl H£& sjdst=d 5488 &
Matthew J. 2 A o3 Ao AlLHE &3 o7 7]7]9
7 Page™ A714 aRAg T kS JS87] $18 RWES  RWE
(2015) qQs =@
) Pinsky et al”’ %% X E(intensive care unit, ICU) 374 o|x Al ¢ 87]7]
(2024) 719 A AL AA =Y /\]/\EJI(CDSS),] 7} A n=
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Author CDM¥]

No A3 2A
(year) ’ g4 ot
3 Ady Fo A9S s A%
Tsopra et al®® AW Jdto| A AL&E Al 7149 A HAES 9 =77

(2021) g AEd ¢ e W A dea g s
* RWE: Real-World Evidence, PMS: Post-market Surveillance

4.3. CDM9] 14123 &8 Al
4.3.1. U] = 2] NESTcc ZE2AE

g5 7]7] Al AL A YD (Medical Device Innovation Consortium, MDIC)S. 2 5-E 2016
doll A ¥ ¥ NESTcc(National Evaluation System for health Technology Coordinating
Center)© 277]7] H7ME &2l7] s *2 A8 do]E(Real-World Data, RWD)E A}

gt FHY 284S =ola, dA AF 9 FINTPLC) &<t 44, AN, A
2 35 AAHS A Ys= JdFE ¢l vk FDATE 20181 NESTccoll “dAF491 A4
AR o777 g3 #Ed 71719 AT 9 A A ﬂ%f‘f& Yo &k dl o] E
AL A&HoR AA, A~ 2D Frpsta “54 71719 2248 A4k FDAY
TYE AMAEte] gzt kA S 9 AR AsE B 21435 Z.%Xl*c‘?% Al 5
TEA AA Ve E FEIAES 9FE HAY

NESTce= AH§ 7bsd 98717 439 byt A 4 2 A
oS TheFd AFES WehiE 29 HAE Aols mzAE
o] HIZE Ao]zof= 510k) R AT A Sl A A=, 1074
7] TPLC(Total Product Life Cycle) Z¥to] A X E

8

S =1 /\]J]— A Lol e 617]_% Sz
°olHE &TdorH, 10/Me AT +

* FDAY| A= RWDE "A4 217 7ISEHR), 7 % 37 dole, A% 2 4
B, A48 4AS Ta B 44T dolE, wud 71719 ol %
g BE FAAA FU dolHAA dFHon P B4 A% o YEE
F3h $ag delerE golsa gk
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(1) NESTce Z2+$-=% (Active Surveillance)

NESTcc= & 7]7]e Wist A=4 Aol doAds s|Zs7] 98] “NESTee F&

=5 JPdslvh. NESTee S8+=9 957]7] 5% A ZEIH ZaA=E (2L

13)3 2t}

)\ ~ ~

Comprehensive risk

Documentation detailed Research Methods & . P ve? I
: ; review (e.g., ethics, Al,
study concept Data quality review ) -
conflict of interest, HSR)

J J Y,

IRB approval/exempt

Prepare protocol
(as appropriate)

N
Solicit feedback from
external stakeholders (as
appropriate)
N
Request opt-in and
feasibility counts from
Data Partners
J
N
Prepare study proposal
J

Project kickoff Execute protocol

Formalize team of
participating Data
Partners

J

*Z2: Active Surveillance Roadmap, NESTcc, A7

NESTee Zeh¢=i 3 ofs) #AA, Z7b A2WS $3) RWE A2 WA
et FDAS AeFE AUsE /U Az 48L v, o] A2We Fa 55H @
AE BEHT, FF R WL AT BE AT £ YRS Ak ol 9871719
Mg, AR ARYS EFH ol FRA A48 wgsy) A% Axe,
4, AAF2S, dold FAL AT dole 24 19 dold F% NG wF
2 AR A% ZAAAaE AT
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NESTec= HlolH #249 g&dola date AaygS fd stolug= ¥& dHeoly
RE(CDM)S AH&3te] ow7]7]e] 543 7ol mdo] =3k dHolEe gk Hol&
I dolH 84A2E XE3FSIEE &t NESTce CDM<e A2 7]& CDM 470
(OMOP-CDM, Sentinel, 12B2, PCORnet) oA Ae3t Fo 7|55 &8&3+= Aot}
tolg RS Frists 7le2 AELA Y FolH, CDMo| dwtdo® ARG H =
doly f3 2 54, doly HolE ¥ QAGE 15), oY FHIFS 837 %
CDM &% 7} A, NESTecdt dHalel= CDM #e] 29 #A, dolg Wk g,
Al 2 XS go|gtA e 0F 422 =90 = B 59 shgA i8]

Aoz oaech

—

off

o]_~j.i_

ol

3 15. NESTee 5= Al =®lo A d)4ds &= dlo]g 8

Phase I Phase II

Data Source
EHR O
Registry

Claims
Patient-generated health data (PGHD)
Data Element

Demographics

o|o0 |0 |0

Comorbidities

Vital signs, assessments (e.g., pain, physical therapy, mobility)

Device exposure, characteristics

Medications (orders and inpatient administration)

Labs (relevant orders and results)

Diagnostic procedures

Surgical procedures

Supplies

C|O0|0|0|0|O0|0|0 0|0

Outcomes: Mortalitiy, re-hospitalization, re-operation

Outcomes: Project-specific

O|O|0|O0|0|0|0|0|0|0 |00

Other: As needed by use cases

7 AFRE TR oFe AF
of 2He RHF T Wast Uk olgHoE
= 2

(NDC) 4 22 Ash §A4a o

Ny He
[
=
o
)
)
m
A
U
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T3 UDI & A H2HUDI-DI)7} E§H = ofoF g}

(2) UDI A=) @

UDI(Unique Device Identifier)v= ¢157]7]1¢] b3 x4 Abghe] o1& 4 U+ 3
et 71A7 els e FHE FAEE a4 2=, FA AEAODe A A
AP F 7HA A 4R ol FolA vl 2013 FDAE 9 87]7] A XA} ¢

g7]7]° UDIE ¥Aetes HAow ofstaltt UDIE &&3d I Asw, #F
g, 9% &g, AF 2 59, ¥248 By, Ao UDIE A&t =77 ¢}
Ay A8, a8, a8 Mg FTLREARE A ¢hdo] A" 5

o

o E3tals AL o 87|7]o] WE RWES AAEE d F23 Qiolth wahA
NESTcew 9571719 RWE A4 A RWD d\_ioﬂfﬂ UDI 7}%@% SR8tz A%
Alz=Elo A UDI =9iell tigh E8o]5S Uy

A IT JZe} 5 Z2AH2E st 3

UDI-DI UDI Capture UDI Capture UDI Transmission
Database before use at the POC after use
Potential Sites: Potential Sites: Potential Sites: Potential Sites:
- ERP system - ERP system - POC Inventory - EHR/EHR Implant Log
- Supply Chain - Supply Chain Management system - Coding & Billing
Management system Management system - EHR system
- Inventory - Inventory - POC Clinical - Supply Chain
Management system Management system Documentation system Management system
- POC IT system - Other - Other - Inventory
- Third Party Database Management system
- Cloud - Data Warehouse
- Other - Research Database

- Patient Portal
- External Sites
- Other

*Z . A Playbook for Health System Unique Device Identifier Implementation
at the Point of Care, NESTcc, |14

1% 14. UDI +8< 9% IT 9= 75 Z 2 A~
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o] Z#olEoM= RWE ATolA UDIE A3 A AbbE a/sta
NESTcc®] ThermoCool =2 #E <9} BUILD (Building UDI into Longitudinal Data for
Medical Device Evaluation) ©JUME B Al 2, o]& F3] UDI®} CDME &3o] 9=
tolB e %3kt dee84dS TUAA A A7 F A 545 91 RWE A
As A Adgua Frksta v

() "el" 4 ZHdea®

NESTce= 1% 4 RWDO A% AHES Adstr] A3l om7]7] AP Ao &
ol #AAIE AHETE 4 e dHolE FE ZHAAE Akt doly RBEF
2 F4 #g = RWE 245 91 RWD| 2l 2oy, uFd HeolH= 9
87]718 Al F HrtE AYsta 1A gAAAS g o D53 ol

NESTce HlolH %4 Zed9as dolg Awdxs, dHolg 54, diolg A 2
HE 2 A, oy FeEold ERl AE 2t %A dolE EA4dst =S
A ABTHIE 16). o] EAS F2 EHR % 7|} 44 £A43 AA"S 53] RWD Y
A 9 FEd AR E = oR V)] AMd s, Z2AA 9 V]S QYo R gt

E 16, HlolH 42 Il 74
Section Description
1. Governance olel AR tHiEAdE BASH, Aol Ml A<l
Heol 7hedE A, AR ¢ d= Aot A48
= =5
2. Characteristics of Data Q3 Ho|EE olal|ala A Asta, sid dolg e #+
AH EAe) ety @A v
3. Data Capture and golHE F% dolE EECDM)ZE A glsta 4 7}
Transformation SoEE W3
4. Data Curation Feolde A deldE A, st BAL 9@ =
e AN AR A%
5. NESTcc Data Quality A<x mdlo FAoA v|=2YA IS Hrlsla, 7]
Maturity Model 82 stetsta, §% ANL FAsE © AL
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43.2 AAE F 7 (Real-World Evidence, RWE)Z 2] &-&

(Fleurence et al. 2019) 11 H > 2]57]7]9] RWE dAAEZZ B2 UEYHZ &
28 Aol U 7HsAE AAGa 9tk o] 5 PCORnet ¥ NESTS} 2 &
?_]__

R o
= o=
A JEYa wdol OP“ %7 A A, g8 G AR W)

=

(Matthew J. Page. 2015) Paget™ 729l vl <1/ A] ¥ (Randomized controlled clinical
trial, RCT) dlo]E ¢} o] H|wE 23] RWEY 7}x]§ et 9Tl RWE 97 —‘%z}
ol g7 th‘i—oﬂ ZA AZFe]A RCTRTF W& HJrts wAnl F32 oFE 3] o
71eF AFel AA FE&AAS wrdetr] wEol RCToﬂ st A3 7lzs ok % H%]r
Mo g Azt o AR 9t}

il
r[E

Tk oY A7 W R =7F 2He) dHolH= o2 82 RWE A5 F38)
= o AgeA wrE g dew, o2 dHoly AxE Agste] duA = RWEE
AeA = &% dolEl R (CDM)S &-&sto] 7iE dolg o]~ e 7

o] A

I
& xEshshe 3lo] Bashe dwsta ek

433 987719 M AHd

(S. Wen et al. 2024)2] Aol A = OMOP-CDM<S 53 Ao}t kAl HlolE S g5
stata F§ete] Al 2d o 283 A AJATE Loltel AlE Y&k
= A3A F HA gdAR TR gtk AAE dolEHE FhjstE WA, T oRAE

THE dolHE We g AlE Fdste 9ot (29 16).7

Al =g AolAL dAAe rdS THs L 7Htﬂ——5—}.}:; g 2l dlolgo] A
o) &G Aofgt #Ao oA Aol AA vhdd FH Y dlolyrE AW, ol gt
Hlol8 39 o=+ EHRs (electronic health records) Gl°olE, &% W dolg,
R 3 A I} (Patient-reported Outcomes, PRO) 5 ©°] X HT} o] #HgA CDMS T3

_39_



o HEsE Laddas ATetel R dolE Aol ABF SF 24

H H b
= BolotAl FoEMN, s FEF Y HolHE Al &8 F J=F drt

9 A% dolg % FA U EYA(EHDEN)E OMOP-CDM<S Ab&3to] Aofel 3
Zkel dHlolHE X3S 59 Ji7F de JHEIE A% V5SS S@eta 37 9
th olE F3l vtk 9] dolErt e Fxet FAom xFEsiE o, Al 7N
Zobet Aol ok on] Qe HOHE FE2T £ JEF AYh?

434 987|719 AZF A4

(Pinsky et al, 2024)2] A= A9 7174 St Rdo] Azt
Aot o Sete W o¥A &8d F deA, 2a olF Tdske d 4 bl

Blo] Fd3 HoA Aol We) van gl

Pinsky 782 *MIMIC-IV Ho]E{Al-& OMOP CDM9| w3l FH 1o =9& &
A ow HristH, CDMS o8] o|m 7|#eA A= th& EHR HolH x5 iF
shall, thFek gk el dis) Al RES HF } U sa3 93-S drpa Agst

Atk L& oyl FI dlolHulolAE

T =
AREE g i o R Aol i Ae éﬂi?% T 92—% ﬁgi drkstar 9l

(Tsopra et al. 2021)-4 ATEH-L2 ITFoC(Information Technology for the Future Of
Cancer) A S Sall TSl A 7dks oSS 913 Al 71s9 44 A5
ks iiﬂuﬂﬂ.—% AbstAtt. o] ZEldas Al dugES AA 4 HlolE e
L2 2~ (omics) HolH = HAZFste] Al 53 kAP S AAA SR Hrletr] fg &
Ao, T THAE FAAHZE 15).

Tsopra A7®2 Al H7HE 918 dHeolgel 4, &4, o84 2 AASAS A

3l7] Y T=3E A3 AFs L Ak o] T g Ao UdAF HolyH AEE
do]lg Fx2E 93 OMOP & tdlolg Ed3} folfy &S ¢33 OSIRIS REd=
restddt. 7 R EF OANE 2 A& g HES xEsH, olv FTYE A AN

* MIMIC-IV(Medical Information Mart for Intensive Care IV) ©l©]E{ A2 2008 ol A 20191 A}o]
o BIDMC(Beth Israel Deaconess Medical Center) ICU(FEAF2) T SFH Ao dU3 329
EHR &7 dlo] el Alo]t},
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2 AESH dolHE Ffeks d 223 Ha dHolE MERZ HFHEY T3 gl
E] & ICD 10, LOINC, SNOMED CT¢} 78 ZA| 93 golo] nja} Fx3l5 0] Al
A ~E ko] AE 84S WA
Tsopra ?E‘U% A9l T4 e HIbol AMEH = dHolgHe EFH aA
|

et s T at Al 7169 Bt 483 SHase
0 5ol Fa el B Asz Addn 93

‘ Specify the intended use of Al
e Specify the target population
e Specify the timing for Al evaluation
a Specify the datasets used for Al evaluation
° Specify the procedures used to ensure data safety
° Specify the metrics used to measure Al performance

6 Specify the procedures used to ensure Al explainability

a9 15 AL 71 A AT 2ag 77hA A @A

4.35. A& 5 ZHA|(PMS) AL

(Choi et al. 2024) dFolA = 32l CDM 7]¥F 22+3 nlo] o~ Ml Holg Z
Z(FEEDER-NET)®] 9 &57|7] A5 &2 A]xwlo]A  NHIC(national health insurance
corporation) 7+ I = 7|6k 7HA] 9] $AIE dhetstal, UDI(Unique Device Identification)
Alzgl =]le] HeAds fFskalat UDISH NHIC A 3= Z4zbe] vy 43S &
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Al o 57]7] b Al B S waslt

Choi 917§ & NHIC A%l 1 UDISl 5% 2 48 WIS Frhsts A =
FAYOR A A Fo AL Yk

=3
it

e NHIC % ¢ 3oz BF¥E UDI F
o 7} NHIC ¥ ZEo| %33 UDI F
4 T

- Z} UDIV} 5 &

A A, NHIC T Z=E AA 9571719 oF 36.02%° T3t UDITHS 32
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ABSTRACT

Regulatory Applications of Common Data Model

in Standalone Software as a Medical Device

This study aims to systematically analyze the regulatory application of the Common
Data Model (CDM) in standalone software as a medical device (SaMD) by applying the
scoping review methodology. SaMD is growing rapidly along with the development of
digital healthcare, and data quality management is very important in development,
verification, and post-market management due to the characteristics of software. CDM
supports the development and verification of SaMD through data standardization and
integration, and contributes to enhancing regulatory reliability in terms of real-world

evidence (RWE) generation and post-market surveillance (PMS).

As a result of the study, the active surveillance system of the National Evaluation
System for Health Technology Coordinating Center (NESTcc) in the United States and the
necessity of the Unique Device Identifier (UDI) system in the post-market surveillance
system in Korea were confirmed as major cases of regulatory utilization of SaMD based
on CDM. The use of CDM plays an important role in improving international
standardization, data quality assurance, and interoperability. However, there are differences
in regulatory environments and limitations in the data integration process among countries.
Therefore, continuous research and multi-agency cooperation are needed to address these

issues.

This study clearly presents the value and challenges of using CDM in improving the
regulatory efficiency of SaMD, and can be used as basic data for future SaMD regulatory

improvement and data-based decision-making.

Key words : SaMD, Common data model, Real-World evidence, Post-market Surveillance
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