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SUMMARY

With the rise of the digital healthcare industry and the revitalization of the
data—based digital healthcare medical device industry around the world, it is important
to secure competitiveness in the overseas market of digital healthcare medical devices
that reflect the specificity of Korea and abroad. Therefore, it is necessary to derive
the possibility and supplementation of Korea's data technology and data—based digital
healthcare industry, and to present the current status of the data—based digital
healthcare device demonstration support center and the establishment and operation
plan of a large—scale domestic demonstration support center. In addition, it is
necessary to find out the role of the government and policy support measures in
consideration of the unique characteristics of the digital healthcare medical device
industry and the stage of development of the industry in terms of the index of

determining the main industry.

Major overseas countries manage medical devices in accordance with regulations
for medical device regulation, while some countries, such as Europe and Korea,
separate medical and in vitro diagnostic devices and manage them as separate
regulations. The classification system for determining the items and grades of medical
devices in advance among major overseas countries 1S easy in terms of management,
but it 1s vulnerable to flexibility in managing new products and boundary area products,
so flexibility and quantity of grade evaluation should be secured by developing a medical
device grade classification logic tree considering the domestic environment. The major
countries classify digital treatment devices as medical devices, but clinical studies are
required to verify their effectiveness and safety similar to pharmaceuticals for product
approval. In some countries, various procedures are in place for sales approval and
refund of digital treatment devices, but the cost—effectiveness profile, additional
treatment value, and impact on patient health and budget for digital treatment devices

need to be further supplemented.



golg 7)uk A} 717] AFRIE A9 TRE FEE AT

Since the guidelines for applying insurance premiums to digital treatments in Korea
are not clear, it takes a long time to lead to prescriptions even after obtaining approval
from the Ministry of Food and Drug Safety, so the fee needs to be improved. Recently,
the Korean government is preparing various support programs for digital healthcare
companies to enter the global market, but this is mainly limited to short—term support,
so more mid— to long—term support projects should be prepared. And it is necessary
to accumulate empirical data and secure a virtuous cycle of technology development
and quality innovation by demonstrating technology to activate non—face—to—face
medical services, demonstrating innovative digital healthcare technology, and

demonstrating technology to implement homespital.

In order to lay the foundation for the development of the medical device industry,
it 1s necessary to provide clinical support, support for establishing and standardizing
the safety management foundation for innovative medical devices, support for activating
the use of innovative medical devices, fostering professional manpower, and supporting
public relations, exhibitions, and training centers. In order to establish and supplement
a virtuous cycle business ecosystem of digital transformation through innovation and
continuous R&D promotion, a platform that can be verified by establishing a connection
with the current medical system should be provided. It is also necessary to introduce
a health insurance fee for innovative medical devices such as Al medical devices and
to prepare a fee system that takes into account the characteristics of digital treatment
devices such as prevention and management. In addition, it 1S necessary to promote
data utilization by improving health care data utilization procedures and transactions,
promote large—scale demonstration projects to meet global standards, and discover and

spread successful domestic cases.
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O 9Ad 7lzo] 38 ABAMu2ZE 7|E9 A8 T4 da3sH|2edA ot 72l
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0 AARZ OALE2AY Ade BRaRE P4 F7hE wus 49 2
2 A7 B wet s, GoE £F W Y e
0 A2 2ol e BRee 94ee, 2ud d 37 dolg B4, gAg -
A2, T4 240l e BR2E Sdol, AZEAZ PRI B4 Fo| 9%
O ALY Aol o] Fofi= T4 - mujel Aol A2 L AR5y
o FREL, IT 714 wes} ojo]e & 283 9] 7 45302 qla) Lopa
AL BRI ol

4

N

<® 2-1> HRgd2AC 43

3 =4
i - ZhAle} QAL 71 A HlolHE 94 o wEkslal, ICTE ©]83dt
(Telehealthcare) H A% 8|2 AlFS A gAY B3
<A V)] A8% A 7]7] E Au|2(Wearable 717] 32E),
FA @20 R Bapd ohd7]ol| A o] 85X 7] wiitel] Xk %‘éﬂ]ﬂ%
e iddd
Hupd A - A7 = Ao 13‘1 2nke o Z2]A o)A (applications, apps)<
(mHealth) H|E3lo] glojeE 7]7]9F AAdE mnpd dxAo] Au|x
olg B A5
SRl c2mEde] £74 % WHelEE olsishs U Waw $41 4

(Health analytics)

g3 Ao A H
g:ijifhf;lj j;‘;n; . SlEo oA B AZIRE A 2 OAgskE 3 o8 72

23] Deloitte(2015) 2 2 Qof

Ad@xA o o] FA47IE2 ol HH g FRE, AAH Y 5 A9 3

O gl
EA M, 2ntE A7 Aulx, Al 7|9 ales AjxEeE ERE F
o
j=i

yo o O
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&+ T 2 <]
wlole wglolg) | 71 7Tkl elgAuls, e Aus G Ao} Auls)
soqE chg Aake] A V1S Algshe ok eldelelE, A, AR
= A 9 glo|Z 27 So] Hlo] ¢ vlyo|HE e 2A]- 3851 93 ZeaE
RA o]l

QAN A= (e W, ek AL, A 58 S4ska

) Sletel Bl DAL R (AlolE D) e Bl 44

PN
ERE

HAED | gl ozl

2A)
vl A7 doAetE 717] L 2nfEE 9l 5% 5 *Eiﬂﬁlﬂﬂ_*z‘ A5 g3k
) A7 Aqn] 2, ejdE 71719 Bukd 7S 285 Hakd Al
- (m—health) AH]2=AE
Al 719 Salogm | oA s s taddrtae) 22 ddojge 134 5S i
Al 2=Hl] sle] 2xke] A3, e A5 2 FUHE 58 1EsAIZ] o 5A|2-E]
3 AREAAIE 2019-2021 AF7]4 R&D FAFAZE - A" A701(2019) 23 = QoF

<® 2-3> YAEIXLA 5

@ Apl= =4

Illness Wellness
232J/A X g /A
.. o7g 7|7 -
@) Digital D . ) ) 7] 7171
Bl Dovice | (I Software T Medical Device: | (b 9120, g0 wieleie 4 )
" .. 5§ 2EEY] A &
2 - (FIAEA|£7]7] SaMD: (Agzaae): F, A9, &% 5,
oution Software as Medical Device) AT 5)
A
;’; Digital | ©]&<] 7k 98-8k} 7+ vji S URE A7k SPE
b | Platform | (9495, 020 3%, WEH 2 5) (Market Placed, 94~ 2% &
Digital gAd o5 9 A7 A A=/l e)
Enable (EMR, EHR, W& A28, wlo]dl~go] )

@ AMEl= g

A A KPMG, HAEEAA0] A1) @5 24 32 2} et 71(2022) 24 2 8.9
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HlolE] F1ut AR S/ AFE AN FRE TEY AT

3] gxgaxAe) 717 29 B3
7} =9] gRg Ao} 7])7] 4] 53
[1 GIA(Global Industry Analysts)dl]l W& A A4 tREd2Ae] AL 20204
1,5209 22(eF 182x 9) TfEo|H, o|F A¥A AHFE 18.8%F st
2027 50909 2&(¢F 610% Q) FHo| o]2 RAow AW
O fAgalAAo] Ay Hok: 20200 7|F0 2 AH| A Folrl AA e oF
50%%E 7V A AAEH, L0 2 st=go] Akdo] 30%, AL E o] AL
20% TS A g
Q yAgA Ao A Hof T YA T7} A 3194 Ad7ste] 2027
T 4009 g9 o2 A1 RE, 7P AT ES KA Fow odd
O =9 yAd &2 A2 voy RS AR YAdE o, AlA 100t
t]# € &~ 7]%](Global Digital Health 100, 2020)2] 50% ©]A+-g w|=ra} of =
71990l MAEstal Sl
Q oA} =7} = Z=9] g ag|o] AL 20206 1279 Dol A 2027
of = 5359 g2 AFA 22.8% o] AdEHM =49 A|Ao] 10%E x}A S
Hog FA=

i

(¥ 2-1] OXE@2AY 49 A1 dsla A%
CAGR
S09  188%
30.9%
18.9%

20.5%

166% m fziolz
W AN
CIXIE YA AE
B uiel Fazof

20 21E 22E 23E 24E “25E 26E ‘27E
A4 " E @A e /H3k2022) p. 16 13 2H 2 A7 4
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Q Q&A% (Artificial intelligence, Al), 44} X5, A o]F.(Precision Medicine)

s 719 Wl Btstal 714 4uf, 53 ks, R&D HIE Ao Qs %
3zt A T3k A

O Tw T 5 AP} 35 o] AR Hopel] SlotA 2 $17 agle] = A
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dlolE] 7k YA @A 717] AARE A ERF TEYL AT
=] gxgd3AlaAlo] 717] A 53
O gxgdxAle] Aol F A F2E AlA A1 the] o 1% 5019 =] A%
thH] 27N AR 2 A4S 1Y
Q =l yAd@ Al A2 AH] 7 v|EHo g vkt 7|3l mhE x}o]7t gl oLy,
20184 1.9 A(F7|&d B2, 2020) tiv] 34.6% A373E
Q FH+ 2023 AR A0l oshd oF 5.7% (=T A A 3], 2023) 0=
W3] AAsk oM, 2026W7F4] AT 16.36% 44T Aoz A

o
ool

N

O g=r gxd@2A o 4] ZAA

O 292~ A7/ (International  Institute for Management Development,
IMDs#) o] 233 2023 AlAl HXE BA8= B7F A} gh=ro] 7Y 6470 5
6915 715ab d div] 29 A
+ IMD= 2017956 YA 7]szdl tigk 489 Sl tisl vHierl s, 71<, A4 5 370

ok, 97 FE, 5470 Al N EE S5kl =7bE U AAES Frislal dad

QO g2 Q1 2319 78 o] 4R 277 Foll A= vl o]o] 291& 715, 53] vAE
A ~FAlo] Akge] mlEf FRlE Bt 640 5 19 715

O vt gAY AAYL vl= tha o2 & 57l tAdd Ao 4i¢e] 4%
Aol v AAE

o). g aeAo) 7]7) 2 2

T

41:

1| si=go] 718k grgd2Ao] 717

O 954 AUz 9] gxd =dolE onjsi gudgee dE,
8717], dy2 d9de dojdE 7171, 2% #2 2 A BxE 717 231

O F8 Ed=s 3219 ofF 47959 =947 4 #ilol F7ksta 1w
S A3 dloleE FEE R3 Foln, whidS #e 9 BUEPoE ¥Y
griH L g

O 2ZEgol7} gAld 2)8717)(SaMD, Software in a Medical Device)2] -8, $lolziE
71719 dis3t2 dojgE 77|12 3T dole] £43 &80 2Zs
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ol 7|k fAdAxsA|o] Ak A2

0 o]z} 8 (Wearables) @2A|o] tlnjo]A

o
2

Q fofeE dx7lo] tufolas et ¥ HUHY Ez—ﬁjr A5 5
F o= 384 3K Photoplethysmogram, PPG) 7|8k &gt 4, A% 7|4k v|7g7d
AT HE, Sp02 7N e e 5 os HHow W

Q AAl &e=F SHo] 7hedt AvtE AAFH, o FHje] ArkE o, %] J

TOo=E tekeiA wdH
Q zZH& geo| W o8 E A e &5, de 3 &5 5 1 9ol #Eshe
e 07 Hi-go] al, FFow HUS 5207 Y Aow of=3
Q HofHE d2Ao] 7)7] =] AL 201918 2F 2,684 YollA 2025 2F 82572 <
TFEE S7F A9+t A478E(Compound Annual Growth Rate, CAGR) 20.6% ©]-02
A4 Ho=z A%

[2d 2-2] S do=E dule]x Al A%

(ere) : Acf)
16,000 | . — 60.0%
14,000 -
12000
8000 - 30.0%
6,000 20.0%
4,000 .

(o)
2000 10.0%
0 0.0%

2020 2021 2022 2023 2024 2025

M ojofello] = AFHE M RIX| W 7[EF -@- A2t HEE%)

O_u

%3] 3= IDC Quarterly Wearable Device Tracker(20211d 49) 2 @ A7 4%

<E 2—4> dojE 2A] 717] S AR R A%

(9l o} o, %)

2019 2020 2021 2022 2023 2024 2025

ZUIAIZ 2,684 3,236 3,903 4,707 5,677 6,847 8,257 20.6

EA]: SHIRF Y S, 2rlE AA0](2019).
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dlole] 71wk AF @A 717 AHAE AR BRE FEYT AT

Q 1= Global Market Insightsol| A& A|A] @2Alo] gloje]E A& 7FR2E 202039

7] 2509 ©eiE dolxlrhar 2021 Hatslglom, dojelE: 7lzo] W ahaA

Ag ot FHLEHA STt 20201 5-H 2027A7HA] At 7d-E(CAGR)

22.9% oo AAE Ao dAE (20279 A Gk 7R ¢k 1,4009 &)

O 717] 5ol & AR F4 8-S AR & 2 9EY2 7)7]7} 20200 A
ARATES] 21% olds IS

Q Z&H golglE 87]7] A& FEE 20221 3499 delolA 20321 d7HA] oF

1,5609] & qfiLe] Aol mmuq 2023346 2032d704] AZ7IF 59k
CAGR 16.60% 47d& A= A+

o

[2d 2-3] AlA dol2E wYZd A A 45

Gloval Wearable Medical Device Market
Size, by Product, 2022—2032 (USD Billion) W Diagnostic Therapeutic M Patient Monitoring
180
160
140
120
100
80
60
40
20
0

156.0

2022 2023 2024 2025 2026 2027 2028 2029 2030 2031 2032

Arihacaohot CW16.6% Ineiorecastedmarket$156.0B M marketus

size for 2032 in USD:

=2 Wearable Medical Devices Market(https://market.us/report/wearable—medical—devices—market) %] =
AT A

O @A £oF 37484 AR, VR, XR &&

Q d~FAlo] Hole] =748 2 (Augmented Reality, AR), 7482 (Virtual Reality, VR)<
o] 83t 17t G4 A TS E5) 2 WAl o7 skxle] A RS- 93k Frto 2

O A&4 ek FEZFo] UL AR] BQF Aol o jr 5 (Post—Traumatic
Stress Disorder, PTSD) 3#}2] 54 oz

O W ek A4 Aol & 71 A}t AlEdlo] S § I} ALg] 71 553 1S
84
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ol 7|k fAdAxsA|o] Ak A2

Q AXA AA: 2= 3] AX A A Fho R g

Q 7¢] A o] Foko] AR/VR AL 20214 2,748 ¥ink o] FR2 20270l =
AT 22.5% AAst 9,796 de] fRE AJE Aoz ArtE

[2¥ 2—-4] AR-VR &3 dxHAo] AA A1F A%

TecHSCI RESEARCH :

from NOW to NEXT

GLOBAL AR-VR IN HEALTHCARE MARKET

y CAGR
*,60225'2027': An opportunity worth USD 9796.29 Million by 2027
22.50%

q
Market Trends and Developments Highest Demand Generating Regions

F able Augme od Rez = Europe

Symptom Expression through AR 29.30% - ] .As'i Pa(;ﬁc
More Advanced Headsets and Hardware 2R 785
5G to Expedite AR and VR Evolution

Extended Reality (XR)

o —
e

@ www.techsciresearch.com <

Z>: TECHSCI RESEARCH. Global AR—VR in Healthcare Market
(https://www.techsciresearch.com/infographic/global —ar—vr—in—healthcare—market/3159.html)

[29 2-5] AR-VR #&A dxHAlo] AA FA A%

Enterprise and public sector
$16.1b

Consumer
$18.9b

@ Healthcare
@ Engineering
@ Real estate

© Retail Videogames @
@ Military Live events 9
Education

Video entertainment

2] Goldman Sachs Global Investment Research (https:/www.goldmansachs.com)
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2 | AXEZo] ¥l gxgaAFAo] 7]7)

[23 2-6] £ZEo] 987]7] AL A2LA | 99

— =T =

_ ATE|FH|FIE Wt 25 9oj24S) | -
ZB(gol2ls BS 25) Slajo| L T0|ARE =5) i
m2HeAEt ZHE AX) It
5
Hi(Az0] 21
e Sui(eiAzo| HZE) MR
(et ZREx) ol = cT
x|EaHA o] 7|E) A
L IOK(OIRARE! Sl opts) ) i
17| )
(Zel7| mLiER ) e
SN s ‘
GBieUER %) [ CIXIEZ717]
5= Amlo|A HO(B=XIEY)
(24t o) YZ=(ADHD xI=8 A2
0{Z20|= VREIEZ 1 VR)
I J
~ ),
\ BASS y,
K J
2] ik A8 2021.07(www.korea.kr) 2 2 A7 424

O =ZA1Y57)7] 7A41713 EH(International Medical Device Regulators Forum,
IMDRF)& AXE4o] 7]¥t gAdd2A o] o757]7]o] s v Zo] Aog
QO AZEYo] 7bk tix"EdA~A 0] 2]57]7] SaMD(Software as a Medical Device)
st=qlo] 9571719 AFIF obd sl o)) m HA O R AMEEl] 95 AT E
o] AejsiH, sHE &'HH ST EGojZRE o]Foi7] 71715 ofn|gt
Q sl=9oy7) EHbE = AX E o] SIMD(Software in a Medical Device) = W02
og H4& YT ¢ gl ATE A Z SaMDe} e
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http://www.korea.kr

dlolg] 7|t tjAdalaAo] Al Al27

<X 2-5> SaMD<} SIMD Aol € z}o]

T % SaMD SiMD
‘ ‘ - sf=glofoll Ty
st=dlo] oj57]719] A7) ohd shu o] sl 2 o
7] oz mRo ALesy] 98 ATEdol CEEo R o HAS £y 4 gle
T AT EGO]
- Abgre] A9 el mt AEE dad 8
Arteke <
-7 i) BE Y .4 A 918
= E]X]J‘;r_ 2] 2] fﬂO]E 2 o]g3s }i l\;jr—j A7 ISA SR - e 27)S
a | e T | AR axma
- MRI O]U]X]% E ——;0}‘04 1‘47‘20 7]-x]o A ;‘g_]_la. T?E?V] A 1 :I‘LE- FEE‘ Z‘"Oio]'—
T 5 g aTEgo Al
- Z2UkE FR) 6] mlo| A5 ARGt T F I
T AR ] AT ES ]

EA: FIAAMH| AT, AT ES 0] oR7]7] & T E A0} k] ZINE(2022) TH B 2ok

O g4 TF=c gAE A=87)7], #44 24 &340 A9 vlole v,
Holg] 719t 98 Al Jd BE So] gl

0 9Ad X &A|(Digital Therapeutics, DTx)

O @5 Aok s "elot Fofit Ag o, W, ARa] 98] sl Al 2]
7)ie] A5H Y ATsRE AEEde] 957]7](SaMD)'R el
Q o= A9 74 dolg] sl nls] ghajele] AARE doatgow QA4
83} velontsl o) Ayl e velEl £30) 15T
O tAE AgAl= Fx7loje] txds), Bigid Xs =290 5
Mx%};_r 319_

O A 27] A998 ADHD, BHZ 2| &

Y YU A8 ARA A A 5
O /7|2 FHHE O ARAE QPAE B AR HokAe] 7k A5

O A9 Azl AGH Fo s B, PC 1) W) by 24 B4
(AR, VR), AL ®lHjo]E] 505 tjorgt
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Q 9] DTx AP 7R 20208 279 &, 2021 32.39] 9&]= 7123101, 2030
ofli= 173.49] Eejol| o]= Ao AW

Q =1l DTx Al TR 2019 1,247 1004 A 27.2% A3743ko] 2025\ 5,288
oJgdl o5 Ao A

[ Q1 ZA%(Artificial Intelligence, Al) 2 gld|o|g] &

O AL7I% e|57)71= 8] SRAgng 24, Aet i clZah) 913 vl 2%
Aso] A 2LELO] Tk oJ57]71% g

Q Al 9EAPE 7R+ 202003 499 EollA] At 44.9% ~d7dste] 202613 4,520
Gefo] o) A0w alEE, vt 218 0 57 5 WO Al o8 Agle

w9 FAY
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3 | AABY EFA 2ok

O ICT 7le< E8sto] A 2 /M 24820 =as Tt v volgE
Asgo=A A9 a2 &8s sk Mul&

0 =9 92 ojZeAelde $%

9, Ho] Fo 4% $Be Beske A%D
Dol WA 2 BNAR Belsh g AP B 2 dgwz o,
o Uebt AAZtOR A 4HE BUESD £98 AuE wgos oyl
£ AR TEde] VNS ATFORA, A0 BFY A% we] a2 F4o)
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M et

[27 2-8] B=A0] 74 U9
é

O F8.3F ok 2E T A BelE Eekehs whdAE el
w27} o vy e P EE g 52 esle] B 2kl
Hl iR AR AE A S sjasly] S19 SHEE Eopt
FERIL Ol
— IR A= 2024 RIFAIE(AD 79 Bned F he] Afw] 2 wlEF S SAI9
7HR1e] A5EFSA7I(CEME st D9 dolE7F el AAko s A, 99
dlolel #41¢ B9 B wE, ANULAE, Bat BT 5 745 $20 g 20k
AT EF, SAS BIoh JP-dF AuE BeFE A Al 7SR 2RO,
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O T8 Edl=s =i9) 7I91E $4o= oAte] A glo] 7191 Al wels melis
oz Aol el 714 4 ?JEA B AAA 0.2 Hefel] Tz An]asel
FELIL lom, oM Fadk BEdlER A Fal I

O 710l &dddel met A571dalME it 270 71718 =9 R ARSSia
Ao}, FF oz 3 uHFY YA A2H(Digital Disparity)= HA o AZ
Ao qFHo, A2 £d < I W vide] et

4| 989-37 UXY APTe) TAE
0 gegddd OAg 71&S 248 agae) AT 3 FRHE 3L 94
SERIER
O Ao R ozl o|g9l, oRgls) Fel ) Bad 715 AFsaL, o2
5 ol T Wi PESNG olnAu| AT ojn)g
O o] aepAl= SJA} Bk offe], REEAL, SR} = ARSI EAIA} ol <J8) ol s}

Xﬂ']*l;’] 2~ o0]Oo.

“r‘ }~}\
O 7|E 7fea WAl S8 ol o3 afelar olom, Lyt A ST ol

[29 2-9] v A8 AATFE 2022-2032d
900 $893.7

810

$719.97
720

630 $580.01

540 $467.26

450

360 $303.25

$244.3
270 $196.81

180 —$102.9-$127.73 $158.55

90; ==

2022 2023 2024 2025 2026 2027 2028 2029 2030 2031

Z3]: Precedence Research (https://www.precedenceresearch.com/telehealth—market)
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< HoE W8 B3 TRk FAE, ols ditdos Al g AlTEH=

O o, g 2 AE - AMH|E 3gE. Sx-2AF g gk HoE
SRFANM HA A g R B ME|AE L] AlFEe FHE EAEa

glow, ZuEx /)& A% Fo 97 £4 Ao AT W 391 e

O]
K

RES o8 E 97 AP Y HE Lol Al HolEe] = R AleE

7FssitA &

Q 4+ 2218 (Decentralized Clinical Trial, DCT)2] T+ $x} 2gJo] gols}al,

)

o]z g Wl A7F D WiHAR] Q7R B 5 Tk oo S Aok s

=
28 7lsdol =5
20234 59 u]= FDAE DCTY| that & 7lol=gkelS Aa)st “Decentralized
7 gl

Clinical Trials for Drugs, Biological Products, and Devices 3ts

[ =2UH9 olF, A AAZ o WYw Age] v £87} okl mel, Fa %7}
S Hlop HH|2g 43 J1E AR A 7K BAe nesad ¥
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tjolg AbA| @ AR} FLEARA
(Data Reduction) 0 7= 214 (Reducing Records)
@ A8 A HE A
@ 7571
tlolg W3t ® P 219 (Random Rounding)
(Data Suppression) @ %8¢ WH(Data Range)
® Ao} 29 (Controlled Rounding)
tjolg ufx7] ® 219 7S F7HAdding Random Noise)
(Data Masking) @ 3 (blank)®} oA (impute)
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4 >3
User name : Application - data USer name : none
sex: 5 sex : none
birthday : [ birthday : none
‘= ". age: age : none
s =< width: > & — width :
‘ height : height :
User category : category : none
User _
My anonymization
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Hl2 Al BAE diojgE, oF W, 2#F 9)& 7|5 (Electronic Health Records,
B AR Sl A SR8 g dlolE,
Tl maiel 717)sh o] 2dHE 4 S gl Ve 2AE B3 S lolE g
ofm| gt
— RWE 4¢]: RWE= RWD #2415 B2l =54 o5 Al AR 2 A4 sl 5= 913o
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O =877 |(PAE82 7]7] & DTx ¥3P) 25715 $J3 FDA RWD, RWE &-&

O FDA°A 2016\ 273t 214]7] XS (The 21st Century Cures Act of 2016)&
ol5 ARE /IS 7153kl A2 413 S L a3k Sxjol| A o] =il §84]
o7 AFEr] Yt Ao =, ol wt FDAE 20189l FD&C(Federal Food, Drug
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A DAY o] okE 51 § AT 2708 A T T55h Ul E3¢] ¥ RWES]
A S sl Y3k T I A (Framework for FDA's Real World
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O FDA 95717 7H-(Center for Devices and Radiological Health, CDRH)+= 201711
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ARA 57N 9 B kel 7
O YA B FolEIE +] A AAUZORA A 2Ee i Ale
AAARD "Hole] =4 mlAUZT] EAlsh= A 717] <1 B &7k A
O RWE AR&-¢fA]
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— HZt|o|E](Supplimentary Data)

— A A57]F 2 2 (Objective Performance Criteria and Performance Goals)
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of Real—World Data to Support Clinical Evaluation for Medical Devices) ol thgl 7}o]=
2Rl S UR
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4 zIslsial
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O RWE7} 28 4 gl lubael vz ool 1153 Q4 A18-2 Slat 8414 4:9)
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EMR dlolEle] @4 QAHY 5848 A FHE F2F 48L o2
A

O BMR ERES 53 Alo] o dele Mov): gne dstsha A4 9 A4
AFYFE HE Ego] B

O "= AL

Q EMR &34 AR S7h= v 97 4kele] &S ulte] B9k, o2 &
2012\l = )= B 28%7F BE #AF 715 20dla, YA 72%% o) gt
A9E 5] 918 AES 18P

Q 1579 75- 2] 89%7} o] oW Fej=E EMR/EHR Al2=8ls ARE-akaL 9lom,
o] 81%7} 3Af S BUE]R S, 68%7F 1918 s Ak, 67%71
M o)5x] 23S A= ] EMR/EHR Al28HS ARSSHE 5 ot B 4
34 X5 EEollA] EMR/EHR Al2~glo] FHstA 3= o+

Q tg-& 2023Lﬂ 715 Hl=roll A 9] 3091l Esh= EMR A2 ESo] Al e gAld

<¥ 3-8> "7 EMR 2XEo] AZAA £

<9 A3 <9 AA3
1 TherapyNote 16 Amazing Charts
2 Sevocity 17 Praxis
3 Care360 18 InSync EMR
4 Practice Fusion 19 MDVision PM EMR
5 Cerner 20 Nextech EMR
6 Optum Physician 21 AthenaHealth
7 EpicCare 22 AdvancedMD
8 Office Ally EHR 24/7 23 Clinicient INSIGHT
9 InteGreat EHR 24 PrognoCIS
10 Kareo Clinical 25 MicroMD
11 TouchWorks EHR 26 AllegiancelMD
12 CampDoc 27 ABELMed
13 Centricity EMR 28 ReLi Med Solutions
14 NextGen Healthcare 29 1Clinic System
15 PointClickCare 30 Open EMR
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