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Y A 25 SRREAT YREE B0 AR B 83, A 939 4
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9o/ AEEFololek, TAE W6l A ICT ¢ AskEsISe] cyell EASI

e

olz HlE7]7Il AYL AIFH oJ=7]7]Ql ICT 7|5 o=7)7|=2 s & Sl =7)7]e &
ZE0], st=dlo], Z28al F 77 2t JHz EAT 4 JeH, SaMD(EHY AZE 0]
=717 2ZESC] FHi] ICT 71t olz7|7leld. 28i HAE AzAle SaMD FolM:
Ae 2g8ske SaMDR & 4 ot &, d27ofet ICTV} gobd 24-o= A2t sk

3 A Az2AP7E S5 =l dAE AgAlE 7€ 9

el Aok 71et ICT7F Z3ket o
oFZte] FejA xpolZ <lef bzl
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A 927|712 93t T A
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Ao A FA3] AL glom, shg) Al BAE Mg ARE I 427 27k 9l
Ao] Hieh. g7l el 14 Heshe S4ow Jld) 245 AR5 Aol QAR 7]
29 Agsiol, A5 AR ) Aol AT T2 ok vwe] olgr)7] @ gAE AuA AL
A AP ek SIek R S olarl] 4 Seish S el gAlel A A

98] FDAS] ol277] I8t 5 WAlE olsfaiof s
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CRIE 2=Ale] 38 24 9 o 3

s FDAx= G4l S=m7]7]e] ARkt MAE widsklth. 214171 A= WHeKThe 21st Century
Cures Act); ol 2J7Asto] SaMD2] AE7F A divdellA A=A, S o]z7]7]9] AR HARPL
7Fealet MHAE A 841 A@(Digital Health Innovation Action Plan); & Fall AARE: Hlo]
El(Real World Data)7} /A1 AE wiAlsks “A-wlkss], S-HAF7} ol Foi2|A] =it
A= Tm7714t &4 2 JA0w7]7] Z9H, o] Aol TAE AAF Al
A 5 SAld Tl 71 Al mr)r]e] A E Alge Sl AlA Z|Hte] nEAE i,

EF Omr7] AZE], Butd olgd d, M-S Zleel A8d =77, HdelH
N84S 710l 288 our)7], yAEA =717 5 A¢ @ 94 S=r)7of] ik s)7-dAr 7F
ol

]

Zhele AlFsHaAt.

CIZE z=AE 2= F 71 2

FDA QIsI7FE 2 12F 2ol =Wie] 7IYdsel @4 dAd AsAE A1 Foloh HAd
Az@AE go] IR gAEDigital) =, ICT 7]& =Wy 2R (Therapeutics) Hofz AT}
HAd 7legEs ofEACNA, 7VEEARA, A, ALEHeH, H-FHFE IHHlA Fo] Sl
oh S8 He AR 71e] T ol et HAE ] A8 He7t iEve Abdelrt
A&2Q1 e JMdat A& qife] tigt Aol XgE Hart Qi

J
=! RGN, &7l BFgell, PTSD, €38 % °oFE 55, 55 93t 3%
Aol & 5B A Agel anpHolch &4, W, o, 1S T AL ¢ Y aapt 2 4
p FSAGA] ole EEPt Sact A AT AE AY s@e Atk e A8t
oh A4, A duEe, 231 S 2ol AE5A]] Befo] Fatt dekl HoF welg fAd
A=A} olgAm. A, oA, HES 9 VP Sdo= et A% &4, ADHD 52 A7 A

g 258 8 HAE A=A HEEL Q.

(o]

CIAY 3|@Ho 2|4 22

Oxg g4l st Al =7 5 AnE Fit gxE AzAe Bl A= 1999dof
A& Hdo] TYH ol HAZIE AA, 2016870 44771l Hedstarct. 2018AFE A =7
7t FEotlon, dorL olajgh A A& Aor Heltt 7P =& & 246k A
o 7t A7 Azt el 2 ACR EEuith F 26700 =ES AAsEIeH, A 9=l
ol F 75% oVF& Aoty A+ Aite] FHEPT FlsH Uetdth &, 50 FAoE At
7 @it H&sa Qlct

StH, =7F 7F AT el digh JEYA 24 m2d 229 dY HEYAZt vgst Ae
el ml=to] A AAte] Adie-9E ZHHA Autt, d= ] FEedTrt S 7
A= Slek AU, S, ofgelY Es wl=Tke] S-AQ1 A Yol Aok, ATQl, ol

elo, olsetle Wgd @elo] YR eyt

-+
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oo JjsyoinEE



A2 719E HEHA 24 23, S7H S2H7E et (D %25, 24, B28719 4
AT S AAEEe JATAE 7MY AT ARE SR She vAE ABAE B
2 4 ofEeAolde] dHlz EEEE A A¥E Zoes yEpEth (2) Bk, T8
A FHIHEL DAk Af AV B3 B) HoiS, HEF T H &4 B 2
AsAs TR tAE ARAE, @) 59, = T52 94 g ¥ AnEES
g AgAE, O P& ¥t fee dolsEs FH tAE ABAE &8ss I A
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HAg 2548 Zedste yAE Ao 4 AeiAle AZEQe] 714, skl A=Y,
Al 719, AR FAAE A4, AD7F w71der dEE Az A AEAE 348 A
oltt. 53, AAH FEAR AIA 2=r|7] 71U ozt ICT 7|9e] gl =52 ¢
871 3ot 719 Aol AgE ARl | Q&7)7] A Aokt w2 =
29 ICT 7I¥S°] tAIE A=A APl AYhste] Auies &g Zlo)7] mZoldh

gh, = OAg A B WA A7)Ee] A8EE o7 Hgket FAAAS A4
o7 wsky gt FAHCRE ogrly] AZESe], mutd ogg ¢, FMFEHAA Tl
Hg8 oz7]7), udols] ¥ 91EAs 7l&o] AgH 77, gAgARr]7] Sl g sk
AA} Flol=gtloltt, SRt A AmAe] = 491 AlEe] BAHoR SHsta wel A
& A7) eliE BE Hg Abgol whe Bag 9 si7 Aol diHg 9ot 9l

A" AEAY Bge g 7162 ol8T A2PISW7E Ae] AS ol Azgr
A sz gheg HolEdh 35 UAE AaA A WL ol A= P A of
o B ApEsk ol AR, UAY 714 el Aol A H] 7 BHAIA B
9 A=A} sk el
A, AR HSPE oP RoRick @A) HAE ARAE 9y wades 133 3
fofl ARHOE AGHT e, Yo TXE ARAE AP A =
@, ADHD SelA%e] 985, v 5ol ol2717h SW2 Me] 34He SRS Askohs
P A0 A Wl o|F Aelr] B2 4 8 Aol T4, A=A} sreq
A¥ elelER|T A, UAY ARAL FORF £4 5 QA AW D SW 7]
wte] ZzAlellel, FtelA A A=A BA4e] ook whSE mefstol AR 4 ek Al
A, A8 A=A voldelest AFslel Be SR Holet. FF ALA] Hlolet of
Uet 3% dolgs mgelel A% 44w 53 BAR tloldolest Aggo R s FU
OAg AZAE AL 5 gk 9A, GO dxE A=A G ICT 7149 GPo] A3
Aok, @A A FHoE APET QI TN A AT b4 Tzl FHol g
ICT 719& $402 A9 4 ek, vleh 7ks4e Tefste] 4714
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'I off CIRE z|=A|2U7}?

O o7
7t CIAE 2=AlL] £

ZT ICT, Al 5 HAE 719 S5 wdor ls) trgyt welri&e] g3to] ikl gl
th. 1S40 Agatel Boprt itk tAd 2] =A|(Digital Therapeutics)= ICT, Al 5 HA|E 7]
=3 olg 9 Ao &0 golghs 71eA] HiAolA §ARCD 7]E] oforeE Am AWt
AR wHdAgtol A7 ollE BEH0R ART & e Al omAfH| o iRt AFElA
Q4 Z7F B UAE A=A S-S {91eh FE aQlor E 4 qlth

20109 ml=re] i ] AH[A AT Welldoc(eh2 A2 T ¥ =Hkd oY
‘BlueStar(EF-2ED'E A|HolHA A& THE 5 494 5402 ‘Digital Therapeutics' 2=
BAE ARSI St FofellAE 20154 J 15\ 7160} i ofjf 2 T7E] A At o
Aol dish 2 F4 T&Q@l ANE 3
=2oAE ol RERRleR AFEH:= 5’3%"3}’3?1 <7 7|8t 2] =(Evidence—Based Treatments,
EBT)¥'2tal AoJetel, A HAolut FeiE EUlReRDoz, Ag WS Py A=
Ho g SHASITEA 20170l ©]27 Pear Therapeutics(H]o] Bl2HFEIA)7) OFE 55 A58 2
Hhd QF reSET(R A Q] AR Aikg AlEstiA Hx2 FDA si7HE 9 =tk olE A7
= o5t A7t o, et T wH Eof FARARE] HAE AmAE ARSI AR A
o] TS WA =3Ik

_

n{m [

£5], AnEGe] 7|4 AP AEe] g, St BUE, oEg A9 58 Hof Aol A
WS o, Pe) e Ao AHA NS HolwA UAE AnA} B 2 W otk

20208 1Y A HxAE ¥Es](Consumer Electronics Show, CES)olA EAH|Z7]|&4 3]
(Consumer Technology Association, CTA)= 20de] 58 7j& 72 sf4=z tzAd A=
(Tech Tackling Therapy)E A7830ch. = eH=A3mg-5otd++ Tk 201 100 Hiole =2 &
W7le F olv=E gAE A=AE AEcke 50 =Hie] trd] Tl olE F=517] AR
oh OAd AmA7E 24408 B Aotk

1) KOTRA oA &42. (2019.02). YAE HhFe 2 Ato] ma).

2) olzRl. (2019.01). HxE3 oz o] ghd, HAE A=A Hfe] A HAE, h=rH ALMI G,

3) 27 71N A& T HW Aol A4 st mwEol Higt HekEA S 22 AAA
A A Fol ¥ Aok ZAE Ve R A= Am

4) Sepah, S. C., Jiang, L., & Peters, A. L. (2015). Long-Term Outcomes of a Web—Based Diabetes
Prevention Program: 2-Year Results of a Single-Arm Longitudinal Study, journal of Medical
Internet Research. 17(4), €92.

5) AFFAAATAE. (2020.02) 2020 vlolL m| &} r]e HIA,

]o
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A7) FED OAY ARA] g B4 fES B, Fhel 49 AW © a7t Ao
oz noet Y AzAl] dg AFALS 27 A ek, E, o

FL 4

ABAPZE AlSF AT Az Zopell &1t whE 7|E Fge] A= oM HAE 7]*0 Rl
G Aoz ARSIl Qlet olofl & oM FA AL G HAl9 HAE =AY Al
dAE 2 A @3 ARG e WM HAE AmAle] T Wt A Ad

L
|-'>~

AgelA= 719 dAE Dozl 8 11 5kl JHdS3t vlatste] HAE A=Ale] dst |
1= efstatt. olg fl8ll qAE AzAle] FbdE AHEo=H AsA=A Y UAE A=
At 2= Guls 57‘%°Pl‘i7li ettt Tok, tAE ARAIE Rt 71E A=Aoke] st
= A HoFT}
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i
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Jlm
rulo

x | =
HlEe gAg ﬂflxﬂ 2e T Qs AL HE Aok T, 9 2 OAE A2
o OAY AuAle] TS A4 eamA UAY Fe Aw WAL TR tE

Aol EAL ArwEok)

AFgelAE TeAete So) OA" A=Al 2o A47xE Rt Ao o
T =R 5 @ ER S 20} 7 2A7 YEYE, A9E B4 52 S6) A" 24
ey A7) AaT7ze gelo] =42 B

et g A4l Y AuAle] AT BASIE 9 ANET FF BA YRS
ANskaAt Sk T 7140] ol ik w4 7ksAe Sd tAY AuAle] A
ATt AR A ARk el o) eS|t

6 @A el R A% OE A B8 A, A" Aw) HAD A9 5o
teFet el BAHT o, B ATl TAY AaA'ets golz FUste] Agshart,
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©) iy x2Aje| Aol U e
7}, Mojoj| 3t =0

OAY Azdl AAdes 27 A2, o Aol tiE =elt 1% %
DTA(Digital Therapeutics Alliance, E]X]Eq Z]fl Si)= ORY X mA9] o]af &4t
3= Y5 20170 AAE Ai@slolth. DTAY w2, txd =4 Ay 2 o=
el @ Agshs 1FE AZEo] e RS Fofl gfoAl £ 76t A gd FAE
Qte}, et eike] A 9 A7 AHE FASkl] flof =HA R ARREAY ooRE, =77
7et Az ey ARgo] Zhsshrtal Wt Aot ATATE oA 20190 R
TAE AzA] WS FF HUARAE 7]ES] He defolu FAMZE ofd A Ja(an
Efog 7o s A o, B 2 Xmohs MER (ofE 22 g olztal Agskalth

AEACR, UAE AsAle HE9| FAd e st A7 avE A5, +F
A7} 187F e A %, ofrfel] ofs AYEH, HY A8k U 4 QAL efe g9
FH7E fle AZEYeleltt. 5, AFAE, VR, AX, A, iEeold 59 tAE Je= &
AE A=she NEe=, FHi7t /e “Pﬂ QIZEe] Aalell gttt 71E9] ICT ¢ d2A0(H
A daA)AM SFEOIE Sofl AEet AH|Aet HlwsiEHE, YAE AmAls £ZE0] 2}
Aozt 218 4 ke Aol stEdole] Fo=rt Wt w2t W oz HAg 284
Age] AmAQg-AAog FHOR ARSEE AREQPIRA, RV &ttt obF ==
HAg 2zAel tigt HAE EHlshs SoIAE, nl=ode dAlz zr7lz QlsPke B2 A
Hiok =l "= 171, A A2 Aldeld sk d=r17le vt 2.

n
Jt
I

L z2gstel AgHE AT AAFA AR
AR AFORA the 245l ol shie] ek AES Wik
RS AR ARAPAA] Bl T BAoR AT AE

%) Ex AhS AAR A B AT 240z AeH AR

I's= AAFdAl B WD F2 o= ARRHe AlE

e
4
N
H
rr
N

A@AleRs dolziy
27 2ol olzr)7]

7) Digital Therapeutics Alliance. (2018.10.). Digital Therapeutics: Combining Technology and
Evidence—based Medicine to Transform Personalized Patient Care. Digital therapeutics (DTx) deliver
evidence—based therapeutic interventions to patients that are driven by high quality software programs
to prevent, manage, or treat a medical disorder or disease. They are used independently or in concert
with medications, devices, or other therapies to optimize patient care and health outcomes.

8) A AATAE. (2019.10.29.). tAE A=A (Digital Therapeutics) AT 5.
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CRIE! XA 38 24 U we

A-ARA7o] it s7FAA Tl EakIGAE oje 2L ‘TAE AaA e ol = &
5o #4si)] Sle) TAY ARAo) ke 3L AHgalAT. 12lT ol “olatd Aot
2 o, pel, A=aly) g Bl 24 Aite] A=A ARle Agels 4nEd] 87

2kl A olsiitt.9

e, gAg FAA0|(Digital Healthcare)= 717 531 912t ICT ARF-E onjeic}, A9
A= (Cure)oll Al ofg-2e](Care) 22] s2chel Hate] wet BA-O5 AH|A= ICT 7| 55
HA AU FAle] ¥9F oJE(Telehealth) SAIONA At Sk S419] e-Health @ u-Health2 %
Sfoligka, AutE Aol et oA HRE A oo ZQISHITEION o]t FAl = o=
Ol AH| Ao}t A7 A7 AT AAEL TR ZFebEo] AIARD ARl e AH|A
= AT Aot} fAd daAol= 7]E ICT a0 71 HEAM A9 dAE =5
Stal olF ZFste oA JNgelrh &, HlolH=z dAd A% 7INte] A o AMEE F
WG ICT 7]&AFAHAE oF-EH((E 1D a0, AFAA oujoAe HAd dAA o] 7} 4
et Folu WHO, OECD 5 of2 7]7et ool A7 A= $A412Ql gol= Hxd dXE
AFESER Qict12)

t2g AzAle A @xA09] 59 Zof=, SE Amdithe 2AE 7o = JEEE
SH8HQ AlEolth1d) &, ekl A7) AMH]A(Mobile Health, mHealth), A7 AR 7]&
(Health IT), 9]&7]7](Devices, Sensors, and Wearables), 92 9]& (Telemedicine) 1= Ed,
OAE AzAe S A A2 e sdgd. e o UAE dsasel AEwt
Elslo] 271A0l 7158 ZhE 4 Qe Exog ol AAg EolE ogiu|Ao FHRE A
SE7|% jh o]2fgt ol wizel| HAE A=Al= tAE dAA 9 7|g BA-o=ICT 5%
AE|Ae} B55P7 | sk, Fs] thE el olsdt FHEEofoF gt

O
iy

—_

9 2 E-J‘%*%"Jﬁii (2020.08.). HAEA=7]7] 3|7F4dAE Zhol =kl (]l A,

10) A5¢. (2011.06.07). ARtE F-3EA-Cm AH|A EQIHeh St HIEH ITHAATA =
11172

11) $eiRl 2], (2011.08.). u-Health @&+ A2 3A|, SH=LEAAS| AT,

12) A8+t (2020.07.07.). 9AE D& #oke] 2 D.N.A 5. ICT SPOT ISSUE 4F¢d &4,
HAEE A7 5 7HAITP).

13) Digital Therapeutics Alliance (2018.10.)
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792 MH|AS

HE2 242 14)15)16) )

Digital Healthcare

u-Health s-Healthcare A
s-healthcare +
(Ubiquitous Health)] (Smart healthcare) Mobile-health )
A7l | 19904 =gt 2000 ~ 20004 4t ~ 20104 ~ 20154 0% ~
-
R WYl 7 =L oz, 22, A% #2| 5
22 | °°° Y=g - Ee-E 2 ¥ 328
dE2us
- glofaig/zur
2 beemy  zasooew | sdoew o o
ICT 7|& - - YWAEO
= = - VR/AR
. - loT 7|8 PHR
ne | HY 29 HAHBIIZPHR | oo o
T * * * T
s | HIS O|27|Z(EMR)" | AZ7IZ(EHR) ¢l ] jEﬂo'H
aagy |~ O YALo|E DUEY | ARIZIMRE(CBR) ;m'L
—% | - PACS Jlgh UEY MHA ai]a?@n
- =
N - 2=
N B - 22 it
MH|A I - 22 - oY
U 2= - HEAS
g - YA ot - 27
e - o
Xe)
= - H9) O |CT 719 A[QES|IAF A= 7|9
232y el el kel HE, C IS, AeF2AL, & = I,
- ICT 71 E3AL MEIA V1Y S Ctyst
Player
T2 - ol&o - aA=d o|2Ool B2} UHtol 7|9 AHE =
22} JEL] I - B2} T e TS
- Bt CHefst
0|82t - el

IO A AR

oo

OCS(Order Communication System): Z{ZFASHA|AE]
O FYUGAAH

* HIS(Hospital Information System):
PACS(Picture Archiving Communication System):

* EMR(Electronic Medical Record): ZZ[Q|27|&

* EHR(Electronic Health Records): HAAZL7|2

* PHR(Personal Health Records): 7HQ12| SAO|Lt AZAE S 7HQl AAZ MGeh JE, RIT O ZAL 2t &
OASZREQ| FE, AZO0|Lt EHSAZRE S| FE 5 ERHQI IiQIHZT|E, CBR(Case-Based Reasoning):
AfR7|gtzE

% 22 SRYESRISY, HUSHART, SeEAETE A= A

14) 734, (2011.06.07.).
15) AFABAAYE (2015.01.30.). ARIE FAFA oA
16) o= (2019.09.01). HAE AAA 0] AT L &

T+ o X ©

>

‘lol' ox,

3l drob

o
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A7, OAg A=A EAske gt wol AgEr] AR X719 MR AR A AidEd
tAg daAe|o] dhapge] HlFo] AdmHE 1z} otk

A E Fopoll A HifEU 7HIAA 7]%— §otele Al 1990dd) 4o s Age &
27ttt VRET(VR Exposure Therapy, VR &8 =& %|2)&= Barbara Rothbaum 5ol st 11
AFRET A=l Wt =2(1995)17, PTSD ilioﬂ Tt =2(1999)18 5 oF 259 HAKE Ay
| A2 o= R ICT7F AHAY A=5E 434S 4 lthe 7Fs/do] Al7I= et E3E <l
Ul 5ol HizZE AnEQo] ofo]HER =2 5@14% sh= ‘OA]E g2k (Digital Therapy)’
2= 7idol 19999 =% ‘Use of Software Agents for Treating Disease over the Internet ©|A]
&0 2 A9} 20) SEANE FAZEAEE S YQ] A E7F=aict

A7 3L e gAE AR AR 2000 te]l o2 AL St AEE ey &
e[l 74 QIHUl Z]so] ZEHAIHA QIEUls &85t e-Health % u-Health 48|27}
A5 AAt FH Ao R PEskA T AHAHOl A7} BEAE ZEE k= ClEH4d X
(Internet Intervention) 2= 8017t AFEEISIT) ol AHUS F3t |59} o 23S dA
Act2022) o]9 ok cCBT(Computerized Cognitive Behavioral Therapy), iCBT(Internet delivered
Cognitive Behavioral Therapy) 5 AFEIY JEY 7§19 QX F5x|7 s UFoe= =723
of go] HRE}ITE. I 74 A= 7t At 8E HlY, et REo=m QoA
+ & AMER] Sl

20101 o] & A4z} Afiel A7} kdfete]l w2t o27]7] Zofl M Mze AlF] AR
b ofyat A|EuF AMu|Ae] ATl ogof dAMIES] HEo] HAXKOR AZE|QIct AR ook
E1 9J27]717F g8 Combination product, IT2} BT7F Aget A o7 71717} —11'6}?]/\1
sh7)20) A7 ARHE2Y ICT 71959 A2rlel 41 2L 9% Bisiae. ABolers
HF7HAQ017)2 AN QmrPehs 8018 AXSEL, o8 ARt gy Hao] A

O

N

N

o
olr

17) Rothbaum, B. O. et al. (1995). Effectiveness of computer—generated (virtual reality) graded
exposure in the treatment of acrophobia. The American Journal of Psychiatry, 152(4), 626-628.

18) Rothbaum B. O. et al. (1999). Virtual reality exposure therapy for PTSD Vietnam Veterans: a case
study. Journal of Traumatic Stress, 12(2), 263-271.

19) Waldrop, M. M. (2017). Virtual reality therapy set for a real renaissance. Proceedings of the
National Academy of Sciences, 114(39).

20) Leca, R., Kettle, E., & Osvath, L. (1999). FTO4/449: Use of Software Agents for Treating Disease
over the Internet, Journal of Medical Internet Research, 1(suppll), e29.

21) Ritterband, L. M., & Tate, D. F. (2009). The Science of Internet Interventions. Annals of
Behavioral Medicine, 38(1), 1-3.

22) Webb, T. et al. (2010). Using the Internet to Promote Health Behavior Change: A Systematic
Review and Meta—analysis of the Impact of Theoretical Basis. Use of Behavior Change Techniques,
and Mode of Delivery on Efficacy. journal of Medical Internet Research. 12(1), e4.

23) Foroushani, P. S., Schneider, J. & Assareh, N. (2011). Meta—review of the effectiveness of
computerised CBT in treating depression. BMC Psychiatry, 11, 131.

24) AEojokmetd g i, (2017.02.). AN olm7]7] M B4 HiA,
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T A7]% £o] B HE|&EEo] §alo J|E o2 IE. Qe omAHAS AEsls
og7|7Veka goJsiant. tEZ ez ICT 7|4 2571718 #tth AfE 2 AnEs|/E
§R_F ICT 7[5te] Qm7]7]17F oM eyt A, SuguHAAd R4 o= SEgloL, o
A A= §e=2e 7|1E 277|719 kst 8 A5ols F95hs =0l LA

1, AAoleh ICT 8 A2 A1ZsHe 717] 7hed) olar72 BReln Take dus

xﬂmE Saslolt. dmsvlere] FHo] BES gug AL AE] AU Aok o
271719 Mg AT AULAE BAEAT), & Aol Folzrlrld s Az
717100 dhek P 712S WEE] s

¢

12 m&?L

da

oz Bao] ofd () 2% A Ex 24T B 4434 BAQYH 24V
o AFEHAL Q) AT BBPN-ETS fEslel YA EX 1 el ot o
FS FoAL 4AY SA@YATA AP0 AGEE A0, AgA okl v]
At st de Ajlg AgueAEe A80z das2 Beet et

N

oZ
o\l

VYA B AT AN EEF 52 A ek A BSR4, o
wole] AEdA pelAEY GRd WA 2o WA s FES uTe, Qe A
2lE 918 o &

geAH AT, EEUAE SOl Ak ISR AHEEE AES LA

TGRS difsiAY Belof o2 F= AR |4 Wele T et e Ak g A
T $lo] Aot Aejo] At ks £ & s AEE Algots THIAS SR K A
T8 5ol Sty 2 mHtd A7 AH|ATE o7 &3tk SEANE o] AR AAAIFTL
5= H7HPeer-reviewed) ==& EﬁH EA dge] g a¥s YSok= gAd ']Elﬂﬂ =il

A A S48 A7 Frel =-tEH, A& anE e 4 flth 47 ARES
| AESel "dxE A=At 1_33"38 Eou, Aole e BASYI HOH TkrEE
(Digiceuticals) 2 F27]% qH}26) &*(Prescnptlon medication)?} A]o|EZA|(Nutraceuticals) 2] IHA|
£ ditjo] 2t Zloltt. Xm aE Ags| HAISH tAE A 5A9l, Pear Therapeutics®] reSET
| A7) A7) "AfEAe HAd g9 Foojz Ajon, gk HaH= E857
eitt.

olgA ICT 7l&o]l 14 Telok= WAS J40] WHaZ wel, =g ATEo]
(Medical Purpose Software)7} HFE7] AIR{IcE. 2011do] A9 IMDRF(International
Medical Device Regulations Forum, =42 7]7] {A7]3 Z&)oA L2 R 2, ©
g ATEC] ogr7le IA R ERE 4 k2028 ‘SiMD(Software in a Medical

r
i
S

]

[¢]

H1

25) AFOJFESHHA. (2015.07.10.). &717]19 71§ AT (EYAE T7|E

26) Healthy Ventures. (2016.02.17.) Digital Therapeutics vs Digiceuticals: defining the
software—mediated healthcare landscape.

27) SESlo|(Tiutol )& AZAAL R4S Slef ALgEe ALES ol AL,

28) IMDRF SaMD Working Group. (2013). Software as a Medical Device (SaMD): Key Definitions.
International Medical Device Regulators Forum.
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Device) += StESlo] FEl9] 9=7|7]0] HAH =02 9 RAS 5P 4 Jle ATEH
=, 77715/ L"ou WUk 2] s AnEgoje} Zo] stEgoj7t sREH. o]} thE2
‘SaMD(Software as a Medical Device)'= & Itz sl=9o] om7|7]9] dXI} opd St o)A
o] g FHom ARESH] St AZE o] olg7|7]oltt. SaMD7}F Al gk BE7E ofsha] oAt
A7 )] mAls G Azl wet (B 29 Zo] £ 4 JIrh2930 AWe] A&
oF Zgte] #ol= SaMD 7hzE] HAd A=A7F Qick. iz, U HAlA = 95d AZES]
olZ Yr7]|7] AnEo], SaMDE ‘=HE AZE{e], SIMDE WHY AZELof'2 . AA
gtk AR W82 A2 Al HAE AB5AQ] §A A tRr|= gt

o513 oJMZ% YT=0| IE saMD £5 )
- OfA|
- SE|H MY A BUERIS I8 YIS, AT, BY o4&, A,
Aol i F2IS S| I A2l S HRE QRO Wt ATER]
HEA1S o G BRI AAL M & L ERSlE G20 Tt el ETF At
o 232 At 2R
. FA| M 0|22 9Bt Z4E TISHs ATEYo]
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AmEQof
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¢ A =2 - o = =22 A 2K A O|Z A %
Aol 2|2 U et ;jf;[;;;,',fgﬁ'f;;;;"i;;i' Q.igc’fcfic’oj’,'z;;
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x 22 IMDRF SaMD Working Group (2017) Atz 7o

A Tol, 2" AeAle AHE A8ske SaMDelr). tAd dAAo] WA AR|A W
g0l 279 g9er FYEE WA TR A=A S5k AL UFHE FU%t Aol
ot Ao, tAd d2aAe] Aol ozt ICT 5% AFEZ|7|7F SA=UY, JE=7]7]
2 BERvhe 9y2 AR =772 BREE ICT 719 o=7)7|2 WS olF osrl7|e
AIEFe], StES0], 2ZESoIe} StESo)7 Aget JHz 28 & e, 5HE AZES
o] 9271719 SaMDe ICT 79t &J=7]7]9] 2nEge] FHof &3 YA A=AE Ed
gt} ol ZsHH (1™ D £,

29) IMDRF SaMD Working Group. (2017). Software as a Medical Device (SaMD): Clinical
Evaluation. International Medical Device Regulators Forum.

30) 2], (2019.12.31). HARALA om7]7] A4 7+ A 2 =3 ZE nfdd, HAGGE I,
R AL G,




ETRI
Insight

CIAY 22Ae| B3 )

— o’ —————

~ C|R|E $AT|7
22 @271l — ICT 7|8 2|27]7] —

SaMD
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Ch CIXE z2A2] 7Y & 2R

DTAE tAd Z=AE B4 wet 4714 - A7F A @e](Address a medical condition),
oleby Aof-dr ol e 9 o (Manage or prevent a medical disorder or disease), =<F 2|4
SHOptimize medication), 2]&2] #rof- AW o] 2] & (Treat a medical disorder or disease)-Z
Bslcks A7 A ] AR s abat S FASHA ¢] wEe] A 3=
< olof gt AF= 875t Yeth Bv HAE HoliAt AAlEs oot asol dHal st
Hete oS F45HA] &l EAIshs AlFwk ol £ 4 Qv 12y A" AgAls 944
01 ozd asy g His] AFEoloF she omr]7]ol &3ttt A AH el AlE

A FRlolu A9 o] ofym 7]Ee] A% g YA AlEFe R ERET] i,
% AFollA= ol HAE A=A ol 2ZetslA] Atk

&, Mckinsey(2018)0ll4= 71 &) HAE 7Iwom HAE A9 = He
(Digital companion)@} thA| A (Replacement therapy)= W+Itt32) BHe tAE x| 2A4= oF2|sh
A Am T e AsHS HAomn ARGO] Hojdolu aite] qFd= AHske THdAQ
Ae ol Az avE 7He AlEolth TE ARgol E7Iskl HIEA] 71E A=Aet o
ARgRITE A A" A=Al HAE 71 Ao R Xm-oife] avtE Wi AlEdelth 7
& AAIE Al 514 o® AMS 4+ gloH, BHEste] avE ekt £k QIrksd

31) Digital Therapeutics Alliance. (2018.10.).
32) McKinsey&Company. (2018.02.). Digital therapeutics: Preparing for takeoff.
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Ze AEA
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Ao|Z B}
XX 4
) HE ojotz Hio|2 o[ CIZ|E 2| =A|
ANEH o . )
QIR Chemical ) . Digital
. Bio-therapeutics .
Therapeutics Therapeutics
HOIUE WHAQ| FA2l, THA NEE
d=2 ME SEE Sof ditel=
545t BHA DEAHO| o%F
rtor HISS =3 Az chafdl crAS 2| _*ﬂEilEZﬂE C2e 7|22 322
Ho| | SV Al AR MES zzs= oz
A2 o ogere R AT S Tl BAM Y L negf
Az2g CHed | Hl%;'o o2
HEas i K22 o
L2
t”,,m“ ora] OS24 2|2,
g0=2 =2 C - - =
: = ' stotyl = b PN 3
OlA| opaH], oramal 5 MusEe £ oA & HAE=ZE ;ZIEHI H 7> 1
28 5 °
% AL 2
O A8A= ‘BHEo A dYAES 58 A 71 A& 83t AF, 1A g9
AR Skfel A, BY 4SS ANA, AFAS, VR, AR AY 502 94 Aadks 1Y
o 2mEgofolth. HYolH & & G%ol, tXY ARAL 24 Aol PAFL o) 54 2
ghof el 2= GaE AT, FAIES] QISI7FE dolof qtt i ARolAE AR A
< Wotopgt g7} o] gk 4= glom, A Sof= HY g2 TS £k ok 77l V&
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71ENe AFH 8- FARE olgste] ABAE Aol Fofal, A& Awo] A A 2-g3ete
22X FaE Al Mdsioltt. Ty oljst g HAleA] e3Eet AV BAE AR R
o] ol&siz] ForH iﬂlﬂ ARE JFS mAHA E4dolu B8-S xefjitte Aotk E o
2 Ae 29 4 =4 o9t HE olEske Ae Adohs FAEH (Blood-Brain Barrier,
BBB)S] EAo]t}. BBBE Ffot] oFeg W &7kA] Hddol: HHe et eEe] <A
Al Al 5] = A7FA Agt A 5A Jfde] AHEo] & & A3A A daoR2=
BBB F27} o2l

oA AzAls ofd AlofS A gt dfize] "AE AgAle FemAMo FEH7T §loiA
Al EelHor 285 7] diEelt. BAhs AZEFOlE 7‘1 Pl o] F o]-8sk= Mo

ZBuf H7F AAALHA ASEAL A Sl "o AR nhEg 22 dE HekE 0|11
+ WA= 2mske Aol tAE AmAlolth. VRe &8t k& X]E—E‘L— oAE Az FoA=
7P =Tt eE A& (Exposure Therapy)= SEAlA ot 93l fsha] gfomA

Ll Aol BAE oA, SPE BEE Uorke AF0] SSAAES She Tle
otk kE Ago] Fols AAl FE FT Al SAE Sk A 2, St
FHoks S o e A =2, SEE 22 o Ui AA] S48 Adst
Al st AW 4871 E3W 50l Atk VRS 4 %S Bl Izt A7t ]781% A=
ans Aok 5 ok kE Aae 71EY Al Am Sl 7 gt
P52 2 (Cognitive Behavioral Therapy, CBT)9] &t &Folct.
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34) g, ¥, AES. (2016). AUTEES o839 A Z|ut JM @A k& Am AL" N d
ARA Ag, dRAFE T~ 22, 3,
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36) oloFZEorMutat, Al 1A [YWALo|E] https://nedrug.mfds.go.kr/cntnts/4#none

37) AEFJFEPEA. (2020.01.). 20208 % oj=7]7] 4 - HIAAIE HA 71EAL.

38) AlEFojoFEetd A, (2018.08.06.). =717 A Aaktol.

39) o]&®. (2019.01.).

40) Qaseem, A., Kansagara, D., Forciea, M. A., Cooke, M., Denberg, T. D., & Clinical Guidelines
Committee of the American College of Physicians. (2016). Management of chronic insomnia

disorder in adults: a clinical practice guideline from the American College of Physicians. Annals of
Internal Medicine, 165(2), 125-133.
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Al AT =1z lok 1938de] Al o] W2 w7 o= Wl A4 AP "FD&C

¥, o A201E WFeIA FAsH o171 et WA Hole ofefel 2.

R ANA, AN, BT, A, AU, A Aok B Jlg S BelE BEoR

C}SF 7 RE BAE wL oale mgdich

1 B4 2oh A EE vl o B 0 B2ol Qs A,

2. ARl $80] A i Jleh Aele] A, A8, Ha 4 Ee oS Baog o 3 Ex

3 Aol 529 A P E 7] G AR AoA, SHES B 1 Fa
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AzHE A = %1% =HE A2TE ] JHY g 7|7|(SaMD)th. ZtelEeRRloAl= (1) 9
o2 anEGelold), EX () £ BAhZ F1s5H) e A B 9
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A=A 0 4 8aE off (& 1003} o] tAE 7e SUH A= Zokz W] FeE & ot

2 0 IEEEETERER )

C|A|Y 7|& (Digital) + Z|& EO0} (Therapeutics)
o QZ[HFTA=E
- AD:IZl-OH O%ZI‘OH %O}ZFOH PTSD
EH0||:|i|Pc7||:|_I_0£E oﬁ T Lo ' _'_:. ’ (¥ e) ,; 1
© 24 I oS0l gng 9 o2 Ze Ezgs 2
O S ZxA|H 15
@ 7MH-Z2H314A1(VR-AR) o 5 SRAZA et
. MESD BY U 2o B
@ AN - Gk, O 9ot 5 A" S T
2 2 deolu SIARE et
@ Q3A|s L ulHo[E{(Al, Big Data) ol 2|7t Sast At
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® trawel ZEmol(e) - o, LZZ U oM auoR ol
MA &4, ADHD
s A2} 244
7t. CR|Y z|2A[Q] 7|=: Digital
(1) =HY & pC 7|8t ofF2]A|0]4 (L)
ekl qie wHEY ZeiEolA] Adr= ATEQJo]E, RHIY ZiEe FA A& J5 G5t
TAGlo] Frfgor AAY JHE AFE SHES oulsith. PCOl ¢, Fuf-8o] ofd & oJn]
L st
Ozx8 2zA4= giiE gAg, 9, 2 2211 7|5k Ax|dE5A]=3l cCBT &2 iCBTE Al
FoL 9k QNPFARE GAE, vitle, o]y, I 5ty BHzet W] Bt
4 PC 7|5t o2 Algoh= Aot dto] EW, iCBT= H Hoff, 2oy &< PTSD, &
T2 AR Fof] S AA 4 54 a3} ¢lgo] HuEQch CBTe}F Hlwske] a7 GojAth=
T o, Bl Bt gt qltks 4= Stk &35, tiF CBTE ExAog 57 St

supportive iCBT, 22tlo g2 g7} Qhfiotal A|kdl= therapist—guided iCBT, 2|=Ate] 7}t
T3S o] ¥ 9= fully automated iCBT Al 7Hx]2 vzt iCBT+ HI-E3 AR Adohd
A GIE & 4 the BHo] dom, ddHoR Hox CBTE W 4= gl 4%l 59
ofstrt. 1t JHQl SHEo® o] ofF W, AmAte] =Tt glo] Sk "o Erhe T
ATt YAE AgAlE ot HAIE S5 4 ke AHolld F=EAL glokh X AwAlk=
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7 HolErh, MR(Mixed Reality, Setd4)2, ddede] 7MIIREE Frkols AR 71ext 7Pt
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7te] st sl AEHA WS o8]t A=mReld. onf VRE &85h= %9, VRET(VR
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96) ¥, (2018). Virtual Reality 7]&9] F4X =2 8. o|f|LE, HEFALIAZSANIPA).
97) Vivid Vision -&H©]A] [Website]. Retrieved from https://www.seevividly.com/
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AEAET] teh Fol Axtelut o] FAF FE5 staA 7194E, Aed 59 IS 7%
T Z2TH Aot tish AuR|eE AT A AFtE A ooy Ad-Alm
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98) Akili Interactive ZH|o]X] [Website]. Retrieved from https://www.akiliinteractive.com/
99) AlEoJFEQFHA. (2019.10.).
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At dlE E0l, EEolY IT 717], AFs3t 53 &2 717] 24 9o BCE AR &
TLI0” l7|eRs Hut S4 AR, Hu} doly 2A47|e, mr=oed Ve, X dg 9 }7]
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100) NDSL *-ZFE A o] ABCD [HWAt]E]
http://www.ndsl.kr/ndsl/issueNdsl/detail.do?techSq=286

101) g=ATAE. (2017.06.). 2017 vjea7]&E 2089 - X7]s P 74

102) = E. (2020.02.24.). Hoh-AlAS Al B4,

103) A<= (2011.10). =-AFE AHH|ARBCD 7|& €U A 53 AAFAFFEA, 26. 5.
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Fol7E FAD & Aoy wHEES AloF Aozt Qlejke £ AlZE Aol o] FojA] o
Atk WA o]E2 7|9tom, HWHEAQ] AIxZ} obsa Boll Al A=o] ot 417 44
Agtogi Aof AHols AgstEe VR 4AZEYe] mgidlelrt, YEXE DTA(Digital
Therapeutics Alliance, TR A= %o Wl Hx= 7IJston, 244as A8 o=
& Fol 4 g¥olu Y BHlE 9l SHE ok "AE A=AE st Slth
golZAig A= OE AAZ Hgoltb COPD AES TF A st HY=d
=ERedpill Breath) ¥} ola7le] ¢4 RUHHS Fe & BEd A E9E Ws=d
#AloJ(Redpill Care) & EAISHALY.
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- DHKY A
Oleena o & SA 2|
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105) eCO er Al AL SAQ| ApRe
Theraxum onolooY | quer iaet £ of 24 B2
o
- DHKY A =
WellDoc BlueStar ol o 128 G 22|
= dJ
Proteus Abilify Mycite - MM 2oy, L9 1" Hoy,
Digital Health MM U AZEQ0 - ZHRY oA FRI2Y0 2|=A9| =k 22
Propeller . - Al 1Al 50| OFZO| O
Health Nebulizer . o o ¢4, COPD ¢ =9 =9 2t
Mind Motion PRO VR =lE3, Add 29 Bl £
MindMaze s ‘s A
Mind Motion GO ° AMZA {2 (Neurorehabiliation)

104) Pear Therapeutics &M ©]2] [Website]. Retrieved from
https://peartherapeutics.com/science/product—pipeline/
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Health Sielet R -
COPD e em o
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Kaia Health ' = =
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Management App
Autism, ADHD
: . 2= A0} 2WZ Eokzof S mo|malol
Cognoa'07) Pediatric insomnia, __F,Q‘D’ ADHD, £0F =815, =280l ror=2t
Anxiety Therapeutic S
o . @HQI oH
Click Clikotine e ctHE = =3¢
==
Therapeutics — N - -
108) CT-141(Clickadian), =0Z, TS0, 2¢ Aszet 5 mo|zefel
CT-152, CT-111 S T2
- SHIY A
ATENTIV ATENTIVmynd AN ADHD 9|3 M
- Bd
ir Digihaler!09) - Al Z{Al 50| or20| EOoF 1|
Teva ProAir Digihaler . DHRl o Al COPD Y of=9 59 &2
D.thera DTHR-ALZ!10) - EHp oA 2|0 2H2tQ| 3]42| = (Reminiscence
Sciences - Al Therapy)
Susmed Yawn - DHKY A =203 2=
Vivid Vision Vivid Vision S OfAl, ARA| 2|2
— Limbix Spark!11) - DHKY oA HAE7| 22 HoH S4 7HM
imbix
Limbix VR112) - VR VRT(Vitual Reality Therapy)
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105) Voluntis Theraxium Oncology &H©]Z] [Website]. Retrieved from
http://www.voluntis.com/oncology/

106) Akili Interactive S ©]Z] [Website]. Retrieved from https://www.akiliinteractive.com/

107) Cognoa ZH|o]*] [Website]. Retrieved from https://cognoa.com/our—science/pipeline/

108) Click Therapeutics &H©]Z] [Website]. Retrieved from https://www.clicktherapeutics.com/products

109) ProAir Digihaler &m|©]%] [Website]. Retrieved from https://www.proairdigihaler.com/
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HAd AzA9 = 2A4e Bl 2= A9 AAFEet 35T S4e AHEdTh o
£ 9al TFsHAIEFsH(Scientometrics)TF HIEEH S 24 (Network Analysis) WS &8skt &2 4
Foe FAAoR dnd kR 2 Iy =1 2 o) 7b 2z YEQ D, 7|9E YEYD
o] #45 Foll HAE A=Al Ao AAFEet g8 dgS EESIH:

=4 AL ot Aok AA, £ $olnk. Elservier SWAtl|lA] Alggt sk HlolgH|o]A
21 ScopusE °olgsto] Bl TS FESHITE 7R 1991dRH 20208704 20:87ke s A%
A, B FHE =F(article), FAH#A = (conference paper), 2H-(review), E3E (book
chaper), #E|(letter)Z Aottt T3t Digital Therapeutics’ @t 72 oJu|2 #o]= Digital
Therapy &= @7 HA Axte] Zxghd 4= =S Scopus®| = AMAS skt 5 23
2020 6 20 7l 101719] E&lo] HAElow, o] Zhed 2009\ R 2HO] =72
2 et fRdo] glof A didollA Alelskii.

[¢]

BA, 7195 235 2 A BAolt. =Ro] AN g A5, Az}, shax|, 4
A, A7 719E, 25, 71 SN B4 diks A Ak, b AAT7EE vRd
7} 7F FAR EYD F 79E HED BAS 54 A, AR, 713 A% 719EE oA
(Exce) @ W@slo] F&3h drte] A4S 915 KnowledgeMatrix(KM+) T2 158} oldg

ol-gsto] 22t 71YEE AAlcte] MAYE AXTh At 22 on|E AREH dofif o,
ofo] 59 Fof, 57 T2 StHE FYste Aot & S0, Be @oiE A7A FH
2 W3k H, “digital therapeutics’ 2} ‘d1g1ta therapy’, ‘digital therapies'= ‘digital therapeutics’ =
Yokl 2YR A B2 55 AlQlsisinh

ozjeto g =80l ond  IypE  zAl AAF IxE BASH] 98 VOSviewer
(Visualization Of Similarities viewer) AZEJojg2 Z2AHY 9 Azl VOSviewer
v A7APE AHE siAshrloll ZFE ozl ARE 9S4 =R T 7R Y AlAst
ATHE AAG LAY Aaelie dolgo] AR IPessE, 92 AE UEde
Aol #2545 do] 1t =2 A2 AEE onjeit;

110) Dthera Sciences +5FE A9 [Website]. Retrieved from
https://www.youtube.com/watch?v=tHygqx9c7Va8

111) Limbix &H|o]x] [Website]. Retrieved from https://www.limbix.com/research

112) Limbix VR &Ho]Z] [\X/ebsite] Retrieved from https://vr.limbix.com/pages/research

113) SAToe To] 7+ 44 oA 52 ot 4 Q= S84HE 41 9 dojdE=E 54 &9
AE A Tt 4 e %51/‘4 e ﬁﬁr
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