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ATAE WY 50 22 A 7leS Z8sto] Ho 7Y =gy 71E9] A=
WS BT B9 ohye} vlE BiMdE TSkl ke RE AR EeRlt

‘A= e 8ol 20159 Sepah®} 1 EHE9] gFolx Hx2 1 o7} AAF
=2 glom, olof oA 2Rl E AFEE 54 78 FE ==X AF
I ok YRE x|=9] ofsf Ehatat AH] EA4SHE 5l 20179 AHE o] 2F=
A& OAE A7 FY(Digital Therapeutics Alliance, DTA)S] 3% HAE A&E
A d AolE o, e 9 MEoks 1EE ATESo] TR TS Bl SAjol|A

A 715t A5 FHE AF oks s TopH, E3t ol A9 A& 9 1%
FHE HA56l] sl SHA 02 AREHAY ookE, 9wr|7] E 7]E A
W Aol 7Rssstrial Aofstar Qlrtke Y ARkl AL fAEA R o
il o= 2 A Ake] Ayt A7 7|&, AlE D AR|AY] YRFETOTA T H
A7 (digital health), YJX|E 2]8Kdigital medicine)d} 7250 o] & 7ig sof] L&+
== NP0 EA “o5ky Zofit; Aol thsf i, e, AEsl= SA 71§ A=
MY o & AFsh7| e FeH(LE 2-1)).

4) Wang, Changwon/Lee, Chungkeun/Shin,hangsik. “Digital therapeutics from bench to bed-
side”, npj Digital Medicine Vol.6 no.38, 2023, 1-2H.

5) Digital Therapeutics Alliance, “Understanding DTx — What is a DTx?", 2023(https://dtxal-
liance.org/understanding-dtx/what-is-a-dtx/, 2023.1.9. ZZH<L).

6) IAAFAATY, THAE XEAY dF #4 2 FA 0, 2020, 5H.
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Digital Health
* Entities that engage consumers for wellness and
health-related purposes by obtaining health data.
= Do not require clinical evidence
= Do not meet regulatory definition of a medical
device and hence, do not require regulatory
oversight.

Digital Medicine
= Evidence-based software and/or hardware
products measuring human health
* Require clinical evidence.

* Requirements for regulatory oversight vary.
* Products classified as medical devices require
regulatory approval, while those used as a tool

to develop other drugs, devices, or medical

products require regulatory acceptance by the
appropriate review division

Digital Therapeutics (DTx)
= Products delivering evidence-based
therapeutic interventions to prevent,
manage, or treat a disease.
* Require clinical evidence as well as
data on real world outcomes.
= All DTx products must be reviewed
and cleared or certified by regulatory
bodies as required to support
product claims of risk, efficacy, and
intended use.

£X: Dang, Amit/Arora, Dimple/Rane, Pawan. “Role of Digital Therapeutics and the Changing
Future of Healthcare”, Journal of Family Medicine and Primary CareVol. 9, no. b, 2020. 2208
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ol "oJokd Aot A oy, e, A=SE] sl EAolA 24 7Nk A=A
NS AFot= AZEY 0] J&57]7](Software as a Medical Devices, SaMD)"=
TSI Q7 BEsto] ofjuff “AZLE0] 92 7]|7|(SaMD) & “SH=Hlofo] T

A AL 2=7]719] ARgEA 0l Felsle 71se 7 SHA U FH 9 /\“E%M
oz ojfoldl Qmr7I"=s Aofstal s HulHit AAge] = HAE
AR 2BEYo] B2 1AL BEt] BA] A, JAF, P Aefe]
gk o, el 2 ARE ASshs A7 ARE 91“]"?_“:}.”

7 AEIREHIA, "UAARI] Sk Flel =, 2000, 38,

8) AFOJEIA, HALAZ7]7] S7FAAF 7hel==Rl”, 2020, 3.
9) AvlH/AAE, "HALAEA 9] Folot 71, AXFeEIA] A49¢E A3%, 2022, 18H.
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off tiafzteFolzt gol2 AFHH ARRHIL St} o] &2 AP A= i3]
71718 B83te] 7NUshe WAoR 7|E9] AR EEE MER WHolA
gH 2 HF0 71718 SShe A2 oyt shA et Zi3 o] YA RS ¢
TAE 777 =H “ofeta] Aoliu ARs A, #e, A=shy] s LAtolA
<7 715k A &2H HYge Asshe ALEHY ] 2|27]7|(Software as a Medical
Devices, SaMD)"102 17g3tal AR ZAAteFe] A9 1 gofof tigh Fro 1172
glon 71E Qur7l 24 ERdH. B3 HAEYRT]7 = AXESC] 9&7]7]
(SaMD)2] E-8-2 5 FlolE £4 ¥ FE /Al d2 "oR U, ARter
O] A AA ARl AR %‘aﬁ HYskz 2fol7F ltt1n o]f -2 -89
Al 2jefAf o] Hejsgol mp=d dRfefolzt o 7[A= o] Aol A&
F7HHOR FoeH GiAY HIAG qAREEE A=Al she AlEE AAeF
ojgtal ity Etal ke =M HAIBA| =]V 9k Atolet T A28 210 skl
Qlt} 12)

H2E  OXEXxl=2 &

1. HXIEX=e 712

UAg AEE 1 49 #49) Bgls % /KR 78 5 Uk 94 B8
a0 et 55 2 % v, o] A9 oY, Wel, A9 Hokx Esio]
7o 2 % ik the0 1 el Qo TRk LMl el 592 Ee

10) AFYerERMdA, "HAEAE7]7] &7} 4lAL 7el=del”, 2020, 3H.

11) @9 A% 71419 W&ak= Zol7t Qb= o] AT AAShs 71At|Ae}F 2ol T
Wgo] o] gt thre] Z1ARE ok WUAI0E(2022.8.11.), “HAEAZAIE Ao
ordUtt, &5 Al Qa2 = o2 A A19F (https://medigatenews.com/news/300
4105377, 2023.3.19. S

12) oighd= Zéiﬂﬂﬂ%(zozs.z.w.), ‘S A dAGRAE717] 571 Be]®W (https://www.korea.
kr/news/policyBriefingView.do?newsId=156552779, 2023.3.10. F&8<%).
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AnEQo7} A Q= A5 FEste 7€ 52 €8 5 it
oj9t T2 7 A tRBA RS o] B5otTt FHA oA dAE B e
EASHA etk HAEARSHOTAY 3¢ L ARSEA | wet “A73/dH F5
(Address a medical condition), 2J2}2 Aofu} Ao ] 9 a¥f(Manage or

prevent a medical disorder or disease), B2F & 3HOptimize medication), 254

AW 9 Ao X H(Treat a medical disorder or disease)® T-E-((H 2-1))5}aL UT}.13)

e s o | AEESEAE S5-I S 555-1C oY
R ALABIS S8 7 7Iet RIZED S
A MYEUR(DTO) | GMHY/OTC | MH/OTC oAttt
JEXREA | SEAMS/ME | STAMg/ME | doAuEe | SEag/e
EX: 8181, TN AR 2167t S8, HAIZSEX H49H N3, 2022, 2158

ojleke €] I 4ofA 9 ¢ HAEA Rt ofd HAIBARY7]' = A5t

T, 7 AM8e) oS WA datos slo, olskd ol W oy, W),
xzal7] ol 2A7I8te] A 2A S AFSHe ALEg] o2/ R WSk

Qlek19 olol] wet o, hele] chi @A) 77k Aol ohd S o2 S
e AR B4 FAH0R Hela A7 B0 ot b R REAS
WIAIRS 3l PS3MoF ITHITLE 2-2)).19 EZF o]9f 2 YJAIFAL T 521
AAE 98l AlEol HHOE st S5l wet AAE 7hol=aila} FAjo] gk
o] a=olo} slm, WA WA so|=elel B2 O oo} 2.

‘A" A73A9 A5)7F 5, ARFeSIA] A49F A3E, 2022, 2159 ©J5h

13) g9,
44%0%7& A" 87 B7hARF FholEtel, 2020, 37,

14) 2
15) , ORI 27A 9 A7 B, AATEEA| A49W A3E, 2022, 215
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16 HHg7|e AYAT A 2l ot AR-LXEXZE SH2=

ikl
A SUS BAE ARAHS APt ATHLE 2-3).17
(23 2-3] =W OXE X|2717] YHAAES! MF(2021)
« HEY AOPO) XS B I U © UNUENZEE B0 BUFE NEHE
QU ¥ 22 (2198)

ATEQ0|196%) . a

« AT BEAYSR AT BHYR T
20} 24| TR YFSHE 26t o (2118)

¢ BHY MBS TR0 SXBAIR (21.10F)

- i ‘}' .
. ! « BE@IE, UIE PR S Hof AMA1R)
. BENEAE HOB B0 £E5 N
@sm I . $8F BRI S8F NR(A128) m
K1,
: - ERoIROl B0 EOITO) X|(21.12%) ﬂ
SR S “CIXIE XZH Q| Q1517 S8, FAHESIE|X| H49H K35, 2022, 2149,
gxd o77|7] 715 A3t YA 52 dRSIAAY W F9 A= ol
3 AYLS w2 104

AE 2, AE, o AHE, Fl2, Sto] 5 57l 71delH, d/gAl

o] ZAgt BEL ol o] o} LTH(E 2-2)).18)

17) $t99l, “HAE X8A Y A87t &, AXE3|A] A49H A3E, 2022, 2149
18) HEd/A445, “tRAE A&7]7] WL 53, Bio-economy brief, gH=FH0] Q FA|ATLAIE]
2022, 59 oJs}.
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(B 2-2) UXE X=2707) W S =71 - 20224 38 7|1&

71¢ M= X|= 20f
20| IA|HE A AET sE SE N
YE H22PRx =HE
oo &x =HE
FHA A A|OFEOK
SUTHEREA OC Free 4UE
or2[H1o|2 o 22 = QIX|Zol
OFRIZ0{|0[0}0] DRRIXLH|/XREHAE *ET
FNI Korea LT H|2f/LIZH2 Eal
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EX: HSA/HYS, "TRE X=717| W
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20224 12€ gAEX57]7] AR AE 59
sUE F52 3 257000 gokal Sl

[=R=1

Bio—economy brief,

AN
T

Fgof W=, 20229 129714
AAL 371 FAE Holal Ut 19

= 2-3) OXIE X=27|7] 7HE S =UH7|Y - 2022 128 712

1| QNIRIZ AMERIO| | ued BxfSOl AIOFEO) A 2019. 6. 13
2 | AZHBEAERIOl | A0r3A| B0l BATY ofF| 2001.1.21.
3 | SEMEANEM0  BMMSWIE, HA Y BNIEENE AIZ | 202195,

4 | UXRE AZEQH =S XS 2US = 2021.9.10.
5 | ONXZ ADERIO  EEE B0l 2915 A2 2021.9.27.

NEoEs . .

6 ATEO] UIHES A SXMER = 2021.10. 6.
7 | ONRIEAZEYN  UTE FSEKO SO M 2021.1.22.
8 | YRR AZEYN LT S5 SSZHO /1M 2021.11. 22.
o | HEEher | 985 HNe 2254 2021.12.23.
0 GEENE esermoraxel semo 2z 2021.12.30.

19) APEOJOREHA BERKR(2022.12.4), “AI2FA,

9253940 TAQAR77] AB A

L (https://www.mfds.go.kr/brd/m_99/view.do?seq=46880&srchFr=&srchTo=&srchWord=&s
rchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=
1, 2023.3.30. FZHE).
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o1 =y | P P
11 QXXE ALEQY | =TS X9 EHE X2 2022. 5. 30.
WIS - =3 a2
12 _ﬁEE%HO‘i O|' g7| l":l_é_g S"I_I'Xl'p-| éﬂﬂﬂ%ﬂﬁ 2022.7. 27.
13 | QXXZE AZEQI0 | HEeRZ QI5H AOFHO 7i 2022.8.1.
14 %%BE% = DAl =53 §—|'X|'O| AloF x_.IE:UHA'I 2022.9 1
ATEQN 0= TA SFT & .90,
goerag 2INCHE] EZ ZS(RFPS)S 7RIS 5|2 2
1 ATEQ0] %2 2022. 9. 22.
16 | QRIXIE AZEYO  HEQIXZOf BXISO| B4 AY 2022. 9. 28.
17 | UXXIZ AZEQY YT SSEAO| SEHOY M 2022. 10, 20.
18 | QXX AZEY0  HAX|H| E= HALRO) SXQIQIX| 7S JHAM | 2022, 10. 20.
5 |ISEM . -
19 ATEQ|0] HRIHEZ tRtel 0X[E S 7iM 2022.10. 27.
20 | YAX= AREL0] | SUS B SRS A= 2022.10. 28,
21 | SEWHAZEQY0]  IHNHMAHIS HXIO| SEXHR|R 2022 1.7,
sE|E OIS, HRL HA, 7| BRSNS 2ol
=3 I AIIEQ (=4 o = = oo
22| BEMEAREAO | sops 3 2022. 1. 24.
FSYSES PN ~ ~
23 11;52“(')1 fES BN 2234 M 2022.11. 29.
24 | ONE AREHO| | ADHDILOD BRiel Fo/dl 75 At 2022.12.1.
25 | JEBIAREN0 | 223 BAel 2E5Y 2022.12.1.

EX NEUAEUHMA HEXIR(2022.12.4.), ‘MUK, 225 -0 CXERZ7|7| MES X,
(https.//www.mfds.go.kr/brd/m_99/wew.do?seq 46880&srchFr &srchTo=&srchWord=
&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_segq=0&company_cd=&company_nm=
&page=1, 2023.3.30. 2=HL)

FL 919k 2ol WIAFAL ] wet $UAE "gAEAET]7] F =W A HAEA
F271717F SRA= ATt o] AR 20234 2€ 1590 HRE Y CH, T AR o 9H]
TAPE EHS S S22 IR HAIEAR7]719] S22 (Somzz) ©|th.20) A&
OJORERFAA A2 =l A HREY=7]7] 817t BejgojA AES EUS A=
gt JAAYEAEE HHIY ojZ Aol MO R TS ZlojH, £HGH WS, AA]
2 HEw PEugS SAONA ATToEN AP EHF T4 THdsk= Aol

20) igtel= AAEE]g(2023.2.15), “=H A YAEX=7]7] 517F BB (https://www.korea.
kr/news/policyBriefingView.do?newsId=156552779, 2023.3.10. Z3<%).
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21) tighel= A8 E]g(2023.2.15), “=H A YAEX=7]7] 517F BB (https://www.korea.
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HI3%

Fo=7 HH HuWHE

[ |
H1& o=
1. 9
7}. IMDRFQ] A&} FDASIAS] A1
201041 o]% Blglo|H 7]&, ANMEY|&E, Al 50] FHfEHA 2l77]7]9] 49

£ ] ARSI 27 AE o) AARE AR|eE Al 3 A2 St HUEH
ok Ad, IaL 7179k oFEe] ARsA Al o= |7kA] A% AEY] HARE
4, A2, 24, i Q] S=71717F HEh] ARk oo wet 9g7]7]
APollAE A stEdlel S49 =717l A HEHdegE ofs =779
AAS ofstal welshy] oL, mr]719] Mz F4lat Agstel o] |
Zolzks A7t Worzlth

2 AR A AAZQ 22 2l87]7] FAIAA EH(International Medical
Device Regulators Forum, ©]3} IMDRP] H4& FEotdA o]gdt 552 33
W7l A&sEATh IMDRF= 9j&717] AJite] S2dslet 415 71e 5o net
A B9 Bh9E A4 =AES oA 20119 108 S, Bepd, Ay S,
EU, Y&, vl=2] A= WHOZF Q]| Hof st 22) IMDRF= 20131
99 9g87]7] AZEOIE 1) Y87]7] kY AZEo|(software in a medical

22) IMDRF €H|0|Z], “About IMDRF’(https://www.imdrf.org/about, 2022.12.30. HZHL).
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device)?} 2) SlR7]7]2A]0] AT E Y of(software as a medical device)Z T-E-o0}al
o] % 2xEolzA] JRsY] Y AE TASele] WHAHAT. =, AnEg]
olzAle] SR/l oot B sht B 1 oJgoR AgE A SEt ALE
folzA o}E Bag Tage] ol stglol 9s7le 2R Bast g ol

T2 of7]ofA AR =7 |71E Eeet =r]7]olH EEFOIA dubE] =4
o YL = AF =0l =77 29 e FHo= ot AnE o= P

A =t AFEE HEMIY A] xokd

T, 2R FDOoRE 7149 =US Holsto] A 419 AHdoflA 20120
0]Z 9)3]% Food and Drug Administration Safety and Innovation Act(E0]A]
FDASIA, FDA QEAE A S ETpA| 724 FDASIAY A1 Al2Kbreakthrough
therapy)oIAl = 521 RS 3-85h= & 7129 2JokE 9=717] As|7F EAjof
FAs Fotes A SY2E S

£35] QoF71719] A9 A4 o¥, A=57]7] A i oA HRoiFch 2
1 2% A AW e o Zh A DAERE EF(de novo
classification) 9 Fi= FweF 5542 oF AA|6HA] Gh= ﬂ%bl 7], 283 glo]
Bl 8 2700 9A] 9= oor)7|ghe HAE Aol £7HAQl A7t Basiral
Hotod 9op|7lE ESldiAE & Huke e Tt KEE 717
(investigational device)ol Tigt ol9], Section 520(g) (21 U.S.C. 360i(g)] 2) AlHA
S U(premarket approva)A= 7172 IS FEjH o E HES TIeh Ao
S7RAE YeRA0E HEIPIIIL 510(k) 2ol T2 AT 1A (premarket
notification under section 510(k)'= MZEL 71719} 7]£9] 7]7] Ate]9] 554
U5 wiek HAghe] 97x710] Fasirty PEsfelqleh (FAatte] faotxd BE
3}, Section 513(2)3)(D) (21 U.S.C. 360c(@)3)D))] 3) 71712t WA 2173 AlEl (Center

o
>i‘j i

23) IMDRF SaMD Working Group, “Software as a Medical Device (SaMD): Key Definitions”,
2013, 69 oJs}.

24) FDA &H|°]A], “Food and Drug Administration Safety and Innovation Act (FDASIA) (https://
www.fda.gov/regulatory-information/selected-amendments-fdc-act/food-and-drug-admini
stration-safety-and-innovation-act-fdasia, 2022.12.30. <8,

25) Public Law 112-144, TITLE VI-MEDICAL DEVICE REGULATORY IMPROVEMENTS Sec.
601.-Sec. 620.
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for Devices and Radiological Health)7} section 510(k)2] dll@lof sjgsiA Hel=
ot Aol diet s, A1 2AE F2 Hi =79} oA AolE Z LSt
EASFIEE ol 121l wete S83% 270 tolo] 30Y oW A= HES
AT 5 U=E S [F2% 2% A3} 2 HE Section 517A. (21 U.S.C.
3609)] 4) oM (k) 2 WE Al A 1A #H BIAE ko] A&,
S BarAlof] Al 5R1E 7]19E9] QF/dold Aol FRkE vl 8% %
olAY HSIRIA] HAR AFo] BhS Y= S19tt [7]7] W7ol At Ajw
A TA] Section 510(n) (21 U.S.C. 360)] 5) 717] & AlA"lE FA|gkstal 7iAlst
Ak 717] EF AAE A, section 518 A (21 U.S.C. 360h)] 6) 7]21<] b
EE3 9ol lrkal vk wofl A3k 71719] 4 §-AI(clinical hold’, B4
¥ A&)E SAT 5 A st K™E 7171 Aol it 44 4. 520()
(21 U.S.C. 360j(g)] 7) 510(k) 2] T2 M2 7]7] EF A4 FAL 5100
A& Holl 2E BRE HA FoolA ASES ot Foe 2% IAE
4, FASFeIgt0 (2L 717] 7 A% 23 24, 513(002) (21 Us.C.
360c()(2)) 1 8) 712 FD&C Act 513(e)Q] AEF HAE 13 A (regulation)2]
8ANA W Eflordend] PO E HHLRITE FDA= AERE W71 Aol @
e} T3 (Federal RegistenOll AHd AEFE &
st @ 717] 5 e 33ks 246k, @ B 3 IS AXEE sllch 2
EF AL Section 513(e)(1) (21 U.S.C. 360c(e)(1))] EZF 9) IMDRFS] ol & HEsH
Fdogn =4 49 23 HoISith717] AlHA HE, 2AL 57 =4 I
ZH4, section 803(c) (21 U.S.C. 383(0)] 10) U 31 Bt A3t AEE B3 F714
Aol BHL 2715t9th [A3AF AES B3 A20l, Section 523(b)2) (21 U.S.C.
360mB)Q) 11) 1 9 At Ad=gollA] QAEFOJH 717] Algt 518 A9, Alwtk A 71719
A A8 £ 8 BE HIEEA Al Tt 2uY BuA A 59 A7
oF Qi

O

S~

26) M2 EF AlH(de Novo classfication)< 1997% FDA @S, FDAMAC] Q3] 7|&ofl=
AL 871718 AHLRE 35328 ERFcld A2 AlE A IAG10k)H A% 4
g 5o 279 & U2 @ Aol

27) FDA EH|0]A], “Reclassification’(https://www.fda.gov/about-fda/cdrh-transparency/reclassi
fication, 2022.12.30. F&FL).
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26 FHARI|E AYAT Al 2lst Yot AR-LXEREE Fee=z

L} FDASIA A7 IT R A @7} A4 A AZEQ o] B&

FDASIA o] 533t A% FDA= A= 247 IT ZHu|o]8 ARFAx(Office of the
National Coordinator for Health Information Technology, =41 ONC), A% A&HF
YA o)A 9|¥3](Federal Communications Commission, &%4] FCC) 53 @&
77 B4 57, T P WS, 38 A NS 919 98 TN A AR Hase
A A ZHAYIE et A FIRES T2 AT BHUAE AAT A FED
Atk 1 A3t 20149 49 3Y, FDAE ONCE} 7 FDASIA 717} IT H.ILA|(FDASIA
Health IT Report)E YHsh=t], A7 FH HI=ZA| 7|5/ (functionalities)®]l
it 919 7E = J A0 22 = A duE ARlSHh) HiAe 27
+ DA B 439 28, 271 A B oof, AN, A, 3) 248 DA
B7} E7leaverage conformity assessment tools), 4) S5} A& /R4 24 24
o2 WA A dIoE AT EuMe A% ImE DIFA AF 1T 715 2)
247 # A7 1T 715 3) 97 7171 A7 1T 71528 WesleH o] F 1), 2%
71 AA7F 2 asHA] odttal Bl E3] 2571719] HAIE 71sS Elshs Ao
2hd 1o tigt 71 HAle R A ghethal Btttk TR FDA A1) ol

oh29) T Foak A% B 7153 A2 7l Ale]o] T2 FARIA t=gto] Ho]
2 hpst 257} olAw sle] oz]7] Aol shgEnka sidetE FAlE £A

Fethe O, A7 B J15oE BRE 4 Ut 9HE Huto = 94

274 XY T2 IH(Clinical decision support programm) @< 3% 3o wat

il

QMo H8d 5 ULty BT thREe Asts A% 194 %L Aow
2R

28) FDA/FC/ONC, “FDASIA Health IT Report-Proposed Strategy and Recommendations for a
Risk-Based Framework”, 2014.

29) FDA/FC/ONC. ibid. 3-49.

30) 7129 9E57]7] Y= FHoA RIAE] Sl AY B /=Y AW/AAHY AT,
A&, 3} &4, B oS Q=g 49 B =Y & B 710l IS PR=
As 9rdt Aol sigEh 21 US.C. 321(h)
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2014 99 18Y IMDRF= Y&7]7|2A419] AZE o] HoloA e ¥ Yoy}
777|249 AnE0l9] 99 FRe} W IHARGo] W3E HuAsD, 109
29 A T AlLHo] Be HuAnE THSIIT A9 ol sl IMDRF=
O < 3-D] E7FE AL, AlFe] Aolls710] 57 A¥7F A 7hio] 7ks
stthe Y= FA

2210|220 Lh3t SaMD7t KI5t
Bt s 72 QA pe| £ QA pe| 1|
X|EH v Il Il
=ryst i I |
Siatx) o2 [ ! |

ZX: IMDRF, “Software as a Medical Device: Possible Framework for Risk Categorization and
Corresponding Considerations”, 2014, 14H.

Bk ofeh (19 3-14Y 93] wfet savpe] YA EEHS SYHoE
WL 918 S wet Y A $F0] FSIAES Bt mAL A

2l 23— 2l A = St 2|& Hf M1
[23 3-1] SEAA S2E0 et /d7[H H2

ol Not SaMD Independent Review Not SaMD

£ %——— Less Important — More Important —»

£l Category IV

E L

& Category Il

& |
— F T (Part of
g | Category Il Medical
a 5| Device /
£ I i Embedded
= = ii _ in Medical

o | Category | . i Device)

Y _ fii

=i i i

I » iii

@ ii

S| :

= I

' Retrieves Optimizes Informs. Informs Drives Treats/ Closed Loop
Information y  Processes Serious - Critical echier Serious Dlszegrr‘\g:ses Todiss Int 'sgnésnmuaris
Treats i Treal
g NomSensus  NomSerous Diagnoses. Srigs Diggnoses  Intermediary
Definition Statement

£X: IMDRF, “Software as a Medical Device: Possible Framework for Risk Categorization and
Corresponding Considerations”, 2014, 16H.

31) IMDRF, “Software as a Medical Device: Possible Framework for Risk Categorization and
Corresponding Considerations”, 2014.

32) IMDRF, “Software as a Medical Device (SaMD): Application of Quality Management
System”, 2015.
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o} 214171 A= (21st Century Cures Act)2] Ha L} A2 A T
do] =9

20164 12 214171 A EH(21st Century Cures Act)o] 2]ZJo] gxfsto] LEE
th33) 21417] AR A=Al M F41& 7153HA]717] Sls) ThEoizl o=
A AP olst M kA E (Regenerative Medicine Advanced Therapy), 414 95717
I 2 TH¥(Breakthrough Devices program)oll S 7% FDAS] 4l& 49], &4
A7} 7FssHESE 5kt FA1A |2 7]7](Breakthrough Devices) 2178
< &1 Subtitle F, Sec3051° A5t ¥=tl, A2 AFsHAU BI7I92 o2 E|g}
3}% A B AHY ARE Algcte 54 Ad=717] Be 9ar7] Fe 29
Aol A8E AT Ao& 7|=|qlrh21 US.C. 351] ZRIHL FHS AFS
Ad HI7tg Ao R Eglohe AW T Aol Aol tgol 24 F a4
shol] sigdE A@ F41A A5D A @ 5R1E thekdo] gl A @ A Alwt 517F

H AHT it o]l AT A @ A 2419 ojofo] Fgfet )2 870w
5193} 35)

21417] 21g o] ©a¥ 2% 20179 FDAE 21417] ARH HZRe S Hot
o2 fAE IA g4l P5 S (Digital Health Innovation Action Plan)yS THES}A
Hrt30 of7|A] 7]& o=l tigh 21417 X=H] JF ML, It 2
A AZE o] Zhol=zil A, A il sidE= 71 1384 2 71s=
A A EQo] AFof thet 7tol=eel 7, A AnEL]o] ¥zt thet 510(k)
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Annex VIII9] Chapter III Rule 110 243t THAAHE AAISH Aoltt.
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Bu)

SHE, () A T A8 5408 oA AAS Hge= b ARREE RS A5t
7] 918t AnEQ ol 18g 9it AAo] FFE v 5 e AS-E AQdstile
la S2og Bagc AP} i 710lo] A7} Ao SolZ 4 Qe okl x5}
+ 4Ol A% 1 55L& ERE = /919 47 Bei7t AzsiA ofekEA
U 97k 7igjo] " ast Aol b 55°= ERAth (b BEA HES BUE
Fot7] At AZEQo)= la 532& EREANE 83 A2E mifusE B2y
E|gol7] 95t AZE0]9] - s vi/fs WSk} 11 BT SRfolA S84
A S 2L & U= O] S UL bE EREDHE AQSILE la

gt (0 1 9 BE iE_?ﬂ 1 5822 EREh o] 499
HZo] BoLS of, 95 EZo] 9l EHE MDSW HiFEL A T A& F39
270l &8d HRE AT 7730l w71 2ol A 471 1Ia, o] 191

o} J29] A g AA H3E=229 A 74t =YY A (Evidence
standards framework (ESF) for digital health technologies)

A= OJokE A7l oJokE W B AR A 7]7H Medicines and Healthcare
products Regulatory Agency, ©|5} MHRAR= 20209 10€ YAE HAEZEA] H7}t
71%(Digital Technology Assessment Criteria)e &9t 7d5le] 20214 2€ A 34

71E0 =2 A&t A0l 2, MHRAE HAE EA HIAEZAE IAE
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o

AAA QFAA, dlolH EE, 7|&4 HQM, A28 (Interoperability)2] 47}4]
HollA, 712 -84 9 HIA SHolA B71elitse o] F A HddE
7¥ole FEES oY (X 3-5¢ Zth

ol Jw

(2 3-5) MHRAQ| 24X otHd Hrtels

s "It 71E
C1.1 DCB0129 7|Z0| %= A /I 2| 52 o=
* e ea] A2l Ot g 23S SASIR=R] =HolEt

C1.1.1 P EE] AARO| S IHEER 7=
C1.1.2 L™ A B30 3 flal(Hazard) 715 MIS

C1.2 UMAY AFREHCSO)S BE, X U XA ME At

C1.3 20024 Q|27|7|H0f SHEE 22 MHRAO| SEEU=X| o2
C1.4 CHE M3K M HEEU=X] 05

£X: Medicines and Healthcare products Regulatory Agency, “Digital Technology Assessment Cri
teria(DTAC)” (https://transform.england.nhs.uk/documents/60/DTAC_version_1.0_FINAL_
updated_16.04.0dt, 2023.3.1. 25E).

3, 9% NICE: T2 82 B389 24 7N B} DegelaS
Agste] oA W AA B4 Bote] BrHE & Yt 1EES AN 9
Th59 NICES (23 3519 o] 2] “aske Xzsha AushAu A2 e
Aol=sle UAE W2 A, HHAL A A%E A 227712 1A
2 %5 g RSSO, AN B0l 449 AP BelF 4 W e AL
Y

o=
Belo] Q= A 1208 theth

58) Medicines and Healthcare products Regulatory Agency, “Digital Technology Assessment Cri
teria (DTAC) (https://transform.england.nhs.uk/documents/60/DTAC_version_1.0_FINAL_up
dated_16.04.0dt, 2023.3.1. ZZH).

59) NICE, “Evidence standards framework for digital health technologies”, 2022(https://www.ni
ce.org.uk/corporate/ecd7, 2023.3.1. FEHL).
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Z=X: NICE, “Evidence standards framework for digital health technologies”, 2022, 9H.
(https://www.nice.org.uk/corporate/ecd7, 2023.3.1. ZE5TL)

183 o]F HAEEAE the (& 3-6)3 o] A7 84 (design factors), 7H]
A(describing value), %5 TF%(demonstrating performance), 7Fx AL
(delivering value), ®4 Wi 11¥{(deployment consideration)°ll @&} 34 21714
7%= FAL B7IHEE Hol Qltt o] T FE dES RISk DHTY Ao
gt A AE, FHE dEo] AARE AdE 4 Stk AA AA A4 59
7182 Yo E {87t o5 YFdloF & 2A AmES 8%
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(& 3-6) NICEQ| X|H A HIEZX| 2171X| B7P7|1E

A7 QA(design factors)

1: DHTE 2121 OFF 2 2HS F4(0} 3.

r
712 HHS MAsts DRAAS ZOZ0{0f 3
| DHT7} 201K A28 4 USS HOIZ0{0F 3,

FAREALZE Fofet IE0| S0l L SR &E AE0| 2dakE 0| £ F? DHTO tiet 22 25

= MSaHoF &

O© 00 N O o b w N
=
R
nx
e
=2
H
0E
)

7tX| AH(Describing value)

10: Q= S Oy EHH 4T

11: 3% H2 T AAY DRHA MY

12: DHTE AI8ot0] MIQHEl = = AJAR T2 A Ciet 4

=
13: B2 = 31 X|2 E AAS DRAIAQ} HISI0] GIAEI 742, HIS 2 KH2! 510 Ot A1

45 S(demonstrating performance)

14: =Y S RYPSHE DHTY 200 gt A HMS(RIY M=z 27
16: FYE SE0] HHZ JHE & UTHE R MA SHEY Atz 27

16: B|AL2H F7tAk= DHT| AlZE B0 IME A8 H ds HetsE £Hot/| #let A =0 S22 A

7IX| M (delivering value)
17: Ofl&t Fat 24 "iZ (4 Xt 21)

18: MEH /-0l =2 DHT2| AL HIE &89 24 MIS

SIA HIZE 172{(deployment consideration)
19: HiZ @1 Z=740f| Chet EHA HE
20: | MEX7EDHTE OlafE &= JU=E AFLAOIY, 2 2 WS T2 MA0| CHet M2t

21: &S SR 2T

ZX: NICE, “Evidence standards framework for digital health technologies”, 2022, 19-21H.
(https://www.nice.org.uk/corporate/ecd7, 2023.3.1. AE8L)
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60) AFe|oREIA, “=7]7] £2ZE 0] S7HAL Zhol=atel’, 2019\ 94Y: "AZESF0] &
7171(saMD) AR&ARHol B3t A 7hol=atel o] e AL Ad(20221) oot AE2]oF
FWHA, “AZE 0] 9J77]7|(SaMD) ARSARA SI7HIAL Zhel=zkelY, 2022 12, At
7F & 7Pol=EkRl2 ZleEAel Hiet A-olH ol Q=719 Ao 718, fd el Het
U= 2] Ut



56 FHAZT|E YLAT A H2lsh Yot AR-OXEREE Fee=z

_H
oo
i

o
N,
-Ll
fu
_>|:
>j
mlo
rﬁ
[
oﬁ
N
=
_>\“l_'4
H
rlr
)
o
m&"
_IZi
S~
>
o
ut

o

AE: 2. AHEE Ee e A A=
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61) Institute of Medicine, “Public Health Effectiveness of the FDA 510(k) Clearance Process”,
The National Academies Press, 2011, doi:10.17226/12960.; Institute of Medicine, “Medical

Devices and the Public’'s Health”, The National Academies Press, 2010, doi:10.17226/
13150,
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1} o]ZDX3A

EHo| QB FL OREDX(TYIN TV ATy —A—Y 3¥) FHERE A
A|sto] o) mgopof| o] TR Hgtof kstal Qlrked mDXFERE= WS
2 SR T B9 2o R YASEE Y 7He)oE HHRA
FA=EY, dADA, 3574, BANAA) thalso] 7o, 9 omEokoA o
AY He T &S =9 3451 Qie}. o= QEDX SR8 =
BE REOFANNY DX(FVIN L TV AT 4 — £ —Y 3 )& BY AH|AS &
&3 20| S AT =M, I B g9 e ey A, 229
|25 A {13t 75t AgnlE FA57] Pl WHsk= Al XA 4 5=

T4 AFH A 5 B0 st gk IASHL glom, 1 A% g

62) B45#%E(2018.7.23.), “THMEEZSWAIRRIE 2 > v —v 7 - &R 2 MEEZSHIC BT 2
AIBIR @ Faiz >\ T (https:/ /www.mhlw.go.jp/content/10601000/000337597.pdf  (2022.
12.30. 2FHE).

63) FEEF181E(2022.12.23.), “THMEERSEFAIBIFALE = > — 3 77 (https://www.mhlw.go.jp/stf/
shingi/other-kousei_408914_00001.html, 2022.12.30. FSHL).

64) EHERS (2012.10.12.), “EHED XHEEAI (https://www.kantei.go.jp/ip/101_kishida/actions
/202210/12iryoudx.html, 2022.12.30. FEHL).

65) EMHERN2022.11.24.), “EED XHEBEAE", 2022.11.24.(https://www.cas.go.jp/jp/seisaku/iry
ou_dx_suishin/index.html, 2022.12.30. &8
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7, A}om S8 AL A, A

66) EHEEN2012.10.12.), “&F 3 -EEDXDHEEIZ 5\ T (https://www.cas.go.ip/jp/seisaku/iryo
u_dx_suishin/pdf/siryou3.pdf, 2022.12.30. FZH<L).

67) EAZEE((2017.12.22), TEIEFEISHMUBGEIE~7 0 — VLR 2 JiE 2 2215~ 0—
WETIZ W TR (https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/000
0194059.pdf, 2023.2.4. ZEH%).
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68) FA:HEE2017.12.22), TEEFEESCRGHEIE~7 0 — VLV EB % RiE2 72815~ 00—
WETIZ DWW T(AK) (https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/000
0194059.pdf, 2023.2.4. ZFH%).
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5ol eek SR 44 wde] Z1eista A= o] Wk Al IS WA A5t
Q)t}.70)
2. A

AaolazA ozl fAd A8 Fo) olroi: FE7 BeET 9K 9%t
| A2e P40 ooz w olm|7]o] ATt 1 Bgo] 9o} 7120l W
P FARE o=geolie] AR 714 AT 1 2ol s B8] FAsk=
ol2go] Wi Yre ol 99 71& WEon} Pl Aol tst 41474
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1) M-S (Ministry of health, Labour and Welfare)

FAEEE 429 FY FA F shu=E 1LY B4 AA EHHS
BEslo, A8 X, A8 By ZEne] g 24, E 4R 8 A
ZJo] QMY QA S FFH ol YAFoZ FHstal 9ty JF EoF F
Shhe 4705 Bop} glowl, #8 QIRE B AAL 49, A Ut
Sk9] ®okz 1A, =, R, QokF- w77 Fo] T, tAEA R
o} TIstel ‘elokE- o]7]7] 9] RokzM AzyE W), A% T ok A
AT FAAMAE FEota B ZEE AlFotal ek
69) BIEEH3(2022.2.18.), “H105EEHRIMEBSARSCE2M) - TV S VT 7/ vy —DERD L KRD

EEMNEELEZZ L -7, “Tur s ARBEREORRERICE T 21T (https://www.jpm
a.or.jp/information/evaluation/symposium/rfcmr00000000ymw-att/2022_0218_02.pdf, 202
3.2.2. FZHEH)

70) B 814(2020.3.27.), “H2 8] {ilH - BEEERISHEE AL - JEEH (https://www.kantei.go.jp
/ip/singi/kenkouiryou/suisin/ketteisiryou/dai28/index.html, 2023.2.4. FSHL).
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2) oUEL = 77|15 27| (Pharmaceutical and Medical Device Agency,

PDMA)

QE O] 9okZE o] 77]7158 7| #(Pharmaceutical and Medical Device Agency, ©]
S} PDMAR= S5/ SJofAE= v SHPAHA=H 20040 - U
HY A5 g8 W Q- 2dwr71Y 4, AT Aol ikt dAF 3 ofeF
9] FERMS Es A SO= QT Wof9] A&7t 414 52 HEet:. PDMA
o] 8 AFEE okE 4 o87]7|9] HA - R titt HE E AAL kR
771719 Al & QHA AL, oFE 3l WS = A SOl ol wsiAof

ek 4wt olek

3) U - AR HHFTIZ R (RER - R EHARIEESTS)
- edsFAH o wEt A A7 o AT 2R - AR A
Affye 27 2= deF 408 fisf A" 7ol o] - ow A=k 24 27

71) BAFZEE, RIS BFEELY, (https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_
iryou/iyakuhin/, 2023.2.3. #Z3%)

72) BEAFEE, EEES 7 17 T 2129\ (https:/ /www.mhlw.go.jp/stf/seisakunitsuite/bunya
/0000179749_00004.html, 2022.3.2. FZHL).

73) = =7]71PEARE Y, 12020 SieleEa 9R717] SV ARA - A7 2 HPFE,,
Vol3 Y&, AFIJoREHA] AZo|EAY7HY, 2020, 4-59.

74) fHERE- RIS HEEYE, PR AR NS, BRI
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75) EFES, EERSSEOME, B RO ZEENHERGIZ B 2 18, W=1HE/\H+HkEE
HU+HS.

76) EHG, EREERSNEOWE, B ROREEOMRZIC T 2 8, F-%

77) EES, EERSNEOWE, B RO RE ORS¢ 2 8, F25% 4

78) BEEHH(2022.2.18.), %mSIEIEmFK;?ﬁM ERECE2R) - TV I T 7 ) uy —DiEED L HKRD
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Product Composition
RmiBhL o
Z<AA | e EEEDD

CureApp SC = AF VREERET T U RY :
COFxyh—id. TBERTTUI—-3Y l = R L8
(UTF. BETTY) | (EHETTUI— ' Tl

vay (UF. EHTTU) 5 (HSREs B
—BIERRBENESE (UF. COFzuh .
-) | THRINET.

EX: P BT, "BRABRDHLFRELTOTFCIIESE 2 —F ¢ 7 Z(DTX)DE)E” STI Horizon,
Vol.8 no. 2, 2022, 32-37H.
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101) BA: 5 81%(2021.4.9.), “{dlE - B eI (https://www.kantei.go.jp/jp/singi/kenkouiryou/suis
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Web-based
patient management
PC software
Clinical data assessment
Interactive management

Patients with nicotine dependence

Mobile exhaled-CO checker
loT device connected

Primary physicians at outpatient clinics
with smartphones

CASC smartphone application
* Digital diary
+ Educational video lectures
+ Counseling with a personalized chatbot
+ Monitoring exhaled-CO concentrations

EX: Katsunori Masaki et al. “A Randomized Controlled Trial of a Smoking Cessation Smartphone
Application with a Carbon Monoxide Checker”, NPJ Digital Medicine Vol.3 no. 1, 20200i| A &
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SlolS AHgske T MITIAE U, AT TEO] 9-24F A4 FABCAR
Continuous Abstinence Rate) B|&°| 89514 &=9ron, EHs| A|EAMLOZ Qlgh

oA WA okt B ushgin 109100
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izon Vol.8, no. 2, 2022, 34'H.

106) Katsunori, Masaki/ Hiroki, Tateno/Akihiro, Nomura/Tomoyasu, Muto/Shin, Suzuki/Kohta,
Satake/Eisuke, Hida/Koichi, Fukunaga. “A Randomized Controlled Trial of a Smoking Ces
sation Smartphone Application with a Carbon Monoxide Checker”, NPJ Digital Medicine
Vol.3 no. 1, 2020, 1-35W.
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£X: CureApp EHO|X|, “About CureApp, History”(https://cureapp.co.jp/en/overview.html,
2023.3.10. 2EH%).

107) Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “The First Software as Medical Device of
Evidence-based Hypertension Digital Therapeutics for Clinical Practice”, Hypertension
Research Vol.45 no. 12, 2022, 1899-1905%.
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nt of Essential Hypertension: The HERB-DH1 Pivotal Trial”, European Heart Journal 42,
no. 40, 2021, 4111-4122%.

109) Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “The First Software as Medical Device of
Evidence-based Hypertension Digital Therapeutics for Clinical Practice”, Hypertension
Research Vol.45 no. 12, 2022, 1899-1905W.

110) CureApp &H|°]A], “About CureApp, History (https://cureapp.co.jp/en/overview.html, 2023.
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Existing healthcare system
T 1
Patient-App Interaction /, @vf
App > Patient =
« Education about hypertension App-Doctor Interaction
«Guidance for lifestyle modification Virtual healthcare professional App = Doctor
. 2up_port f0:1 r:ersdobnal kgoal setting «Review of patient data and
euiew andiesdbac App-supported lifestyle interventions hatane
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«Patient background R
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Exercise condition
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Prevention of
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Patient Patient-Doctor Interaction

Doctor
Share the goal of target BP

and lifestyle improvement

Z£X: Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “The First Software as Medical Device of

Evidence-based Hypertension Digital Therapeutics for Clinical Practice”, Hypertension
Research Vol.45 no. 12, 20220{|A] 45|

111) Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “Digital Therapeutics in Hypertension: Evi
dence and Perspectives”, Hypertension Vol. 79 no. 10, 2022, 21519.

112) i BF, “PHREROFT- TR L TOT VIV I 2 — T 4 7 ZDTxOE)A)”, STI Hori
zon Vol. 8, no. 2, 2022, 34%.
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HSEH.



H3Y Fo=7t HM HWHE 75

4. 3ol
Qo] H9 COVID-19% HFT o|F B3 Aol tIAD Ao it 47
729

S5 293 gtk oloh L V|2 BA oJzoke] Aol wgso],
H

=
283 W, o WE A S AR Sl sl Adstal itk ofel Eio}oi
COVID-19% 7395, 4&2 olet g2 7|29 7I5e1E 3 HAE ol digt

= 99) g BAE vhel, AR BEoh ARES Y 5 ThEE dRpxEd
Bng 4%, 3ue] WA} FEH F719) 542 Holw grk. ojgh 2 YL

HAA Y2 FF =] Hiolmdore] A oA lesEolof ke A
- ABAEH HHelE Y] g2e] Fa4o] FAshe AUodR, AP,
W A= 59 BAaoudor] o+ ¥ A2 Vleolu HEuE S| drk 280
gt Fto] obd, RIFAHE S2 34, 2 Aoz AT = Sl Yd=
off tisf 2z gFolzt Fro] AedofA FAHS FiL olof tigt HRE 1
a7t ot @A ARl o £ZE o] 9&7]7]9] #go] 7IE A=
et 2t A&l T 3ol HEAT, I ook 2 2=r|7]9) Wt ek
OAE A&, 22Eo] orr|7|e] E44 1 A3 A= Gl 3o E24
Aokl A a0z AEthe Mol I ol T, B, 8= TAY
T = A EA il AFdA o HESHL B kS v B840 A
1EAL o5 B3l HE AHE EUe=A =1 BA] P Hoh mvFos T|ofg
T k& 9 ofE} A o] At B A= A DA 0] 5] AR AfEof
TR Zlo] oYzt A77iE S AR 50 AEe Wke AAS Wie
oz wdete] wet dHEore] At 9 A TR A4S R-oJulsHA ofHRA]

mlo

T3 PG w]7]9] E4o] wet o) giat Wwol s7hEA 4 Axjeh 1o
qigt 7AH el ol Washt tAgAR] A4S 1 el A4 Y



76 FHARI|E AYAT Al 2lst Yot AR-LXEREE Fee=

2o 4853} meagoldt sietE 1 8-S 98] ALSSHe WMol et fwt
7h2erd Sk Gk A, B8 AS ol ne ANE Az Zve 2H0z 770
thekEs] me o] b WAo] 9lS A9 T oj]7lel s WA Wlo]
Bol3IL Z4H 0 Y YAYX RS th B8 & 4 Sk Aol wet o)
o27)719ks T2 WAlo] 17t Basit ofd XAy Wel Bt B82S
SJat txjel 59) WPk Fast wskelx) obdxle] tiek FAA v1%o] vheiE A
oRerhel, 9 S71eke tAgARY)7]0] WA 5910 B4 d) o) wAow
o2 YIshe AUsl7h WA glo] olEigo] WA & 4 9tk o2 913} @
71%2A A4 el g g olgl] F7bH 0 FUR 71717t BEAE Sl
Ak FOIE Z9. ¥akt ofd 9o dhsiAl ool that Hadte] 7EE A,
oheiste] 71&4l40] et o] Aael WAE aTeA ke uel T AR
slo] £971% whele] o) AET Wt ek

)
e



I." 4 {:I- FHY=T|E YA A B2t yot AT-LAEXZE SHe=

LN 2E

i
ra
02






Hiazt

LB dE

HnE  2lz717] el HHvI=

1. 9=717] oo SE=F

%2 Am7714) Az A1FelMe “AdelY s=olA B B 295
AEERE 717 71Al- A - AR ATE 0] T 0|9} FARE AlFoR2A 1) WS
A2 &2 -3 A2 B AT S0 ARREe Al 2) 43 Ee AoE A
S AR B EAY 508 ABEE AE 3) 7R B Al
e HYY SHoR ARRHE AlE 4 diE 28T SR ARHE AlES
A=27|712 Aefeit.

AL TR Az Al wEt 2l=27]719 sigetA HY, tel Y
A3z Aol w2t =r17]e AEEAT AR Al AT vlAlE FAE s
%94 Aol wf 9j=717]9] SHol ERE AFE. (A= 71Hy AlE

1oAe & 4719 s5e= —4371 718 SR = JAE fAsidel A9
fie 1559 A=717], FAE ol W2 2559 A=r7], S5=2] AAA
sdE 7H 35=2 A&717], ko] HdE 7H 45

9 o) olmr)7|2 BaE
o} ol W, 5 7% Hx 10] Het A AL 1) A WAL I AT
2) A&2) Ax, 3) okZolt} XS SjolA HTSH=A] oiL, 4) BKjolA] A=t

2

Y2 mAEA] oo mt 24Hr.



80 FHAAR7|E AYAT Al elst Yot AR-LXERZE Fee=z

2. 2=70712t HRUE ALA MFe T+

Az7|71e ek 2ol A, A=, A, dF, 24 759 HY 59 F4e
710 o, Asi/del weEh Sl SRk AT, 2o e 549
ofg] AlFo] SAIHHA =7]7]o] tigt Foje] FA7F mEsiA] giet. o] 2 <l
A dAolME 71E HE TR Q=Y dY RS ddst] oS A
=°| 35 LS. ot AR st AFefFEtAA(elst, A A=
20154 74 109, “9=27]7|9F UG A3 DY AAE BVIE O At A
< AlAeR

olo] m=H, 271719 /& A dHAIES AR Aol wt dE
o Al AREEA o] &g ]l Feolle Y=r7IR wshal, HlEg ]l %
© =772 BESHA] Qe o] W, AREAR 1) ARAL Sl 8] AlEH
(specification), @A (instruction), . (information) 5l EHE A& ARgH
off TRk A=A ABAQ 29} 2) BA|-FIL, FF e AHoR T2 B
o, AlES] 729 FH|, 2ol BAE A2 a3, g wef A = A
o2 T¥H oz AFsto] WeRith 14 thgo AFAE AMEA] BlEo] B
o= - o AlFe] AMEZ o] Y7ERUA], AAAFHEIA o7 EEsH
e - F3f AlFo] Azl sigst HAl =772 FEstalA; it o]
o Heies 1) AR BAIE oPIskeA A, 2) ASAUA A, 3) A=
= 2AEHA 2 47 ARAIA A8l Aol TAR=A] o F, 4) AEt A%
HAIsR=A] o, 5) 71719] 7Ieely 5E B4, WAEskEAl of ol wet wdt
c} 115

_IE

i

ol

ol

114) A)ZojorzetAs], 9771719t g AT [ DUAIAE 1%71% oﬂ 3t A, 2015,
7. $2 e g Q7r)7] gl g Al ARSEHS
AEEH S AxAHY] ot ofyzt 7HL 5o 79 ), EM% FQEX%} Ay}, gy
g o] Aol Ay 58 9oz weste] 2o
4.29. 2008%=7688).

115) AJZoJoFEeAA, 9771719} g AGTLYAIAE wdv|Zo] B3 A", 2015,
7 oJs}.



HAg UHEN 4E 81

3. 2=7[7|= M o= 7|7

HEA el Sl d=rleS Wgste] &7V AdE 43, Aldaal.. 9
27714 AR S Aelste] W19 A5, dAE e 9 =7P3AIe] 2
of oEkAIsk= AAN )= FA R 20209 5EHE TRr]7|4] £4 A 419
27171 A1t =m7|71AdRel Azo] A=} A= AT o]
HolMe 71E S=7171de] 9=27)7] SoA RSV e, BABse, =R
7€ 5 7' ARt AL G4 St i Zobe] e Ve Aoy AR
o] 7hAl 5& &3t 7129 Y&m717IU A=Kl Hlste] P - wadE A8
AAdstAAY AT Aoz =T =77 2A AFAEUtAAG ez
Age T2 A=r7IE HARII'R Agofste] fEdthAE Al42).

H2E | 25707 M Exiet 71E

1. 2=7|7| AE EAt

Sl B4 7171 AEo] 9lmr72A Aol o)z @Al olgEEw,
ofglgl e RS #Hof Feh

7. ol2717] Az}

A A=71717F APgell 210 AR HlsiAE TR 17 Al High
A5|7F BAE AACE gtk &9 A3z Aol fetd, g 71719] A=At
Al WA= A Aol wet 71718 155 45871l ot AofAd
of AR o] W, 154 SJ&7]7l= H AT Hdels, 25+ Slw717l= HA
==Y )7IRPAR RS /15 Wotok okl 35d7t 457 =717l | 1. 269
717] & dHLE AlQkx 9] 5715 dlolof Sir} 116)

A&2717] AxFA7E A=71719] 371 IF, 82 A1LE ’alAt ske A%ole



82 FHAR7|E AYAT Al elst Yot AR-LXERZE Fee=z

Az 9 FARIAA AR, 71EEA, VAR 5 2a3 ArE ARAAA
Al&stolof gtk E™ Aoz A5P). o] W Az 9 FATLHAA A== J=717]
A, A, Az, A & e 5 A o] izt FAAAE SRE o QFdsta,
Faok, ord frof et FHY AEES B A BAGIEE ol 7ES
AARIE 7 ESE 7[EREAE “9R27]7]9] Aot A 5 EHol 3t AR EA]
g F59] YA, T, AFSEA, AR, 28U, ARE Al FYARY, A
So] 23 EAEHE Az A2y EA Q57)7] AAY st HaS B
A3t 718E AAIFIE18) Bt o} 9771719 ARE7F 5= W] sl ARAA
= WIAHAZGAE Zgoto] A9FA 29| FRlS Holo gtk A0k A1d).
oJ7]1A 9]27]7] YAAIE (Clinical Trial/Study) “YAAIEO ARGElE 2]77]7]9]
AT FEAS Sl ot AlE g oR AdsHAY Avtole A
Lot} 119) 977]7] YFAIEL FA O whet A QA E T =R DIAEL
2 FEEY, ZHof uet 94 QAT g5 AYAIFOR FHEETHI20 of7]A]
AR WAl “DIAFA7E 7k A] 2 9=7]7]9] P - R e
1] S7HA)E 4?:71714 SIZHADEA] & 2L A5 9 AHEEE 5o
3t QP - EA ﬂ#o}ﬂ fJoto] o2} glo] ZAH O R st UAA
121" doh, Aﬂ A QAo “SAL 5 Q=R 7]Esto] A FA A
SJgohs AFAIA S Teth TS B QAT A E R B A
Frog “gr)7]|9 27| kA 9 fad AR Y, T& AR AA, B
5, g7Ho 2A AlF 59 BHORE AAEE QAEOR, 450 RS
o= vl @7|7te] AA HAEe 27] A2 oo, S5 QAT
T2 A E fEA B85 INT O DIAEE =779 FAA AHEEA
o

715 A8 sl AA-AAEE IR

Wi

(¢]

B

116) "QB7|1719¥,) A6z A AL, 5
117) "Y=27171% A3 Az xmﬁc},
118) "OIE7|7¥ A3 Aoz A2%-
119) Q)87|171¥, AgF2] Ex 3.
120) AZQJFEQHA, “Ql77|7] YAFAIE QM|A", 2020, 109.
121) 95717] QAAEAE 5210 T3t F4 Az A A3s.
122) 277]7] QA EAE 5] 3t F4 Az A A4S

YA A4z A2

>,
o o



Hay IUHEM & 83

B EAH0E §O0% 40 JFNE O UASH: YA ulgich

of T FHL A5 YRR 98 WEA BA YAPAFo] Aaylolof she

. 71&71& o5 gl

9lo] 22} 52 Bl Y 71717k @171 2A sk e vhieka steleke
2okz Aol Aol A8E 4 G 2 ohek 2271717t Bl
AEE] AL S 71718 ol 8ske lm7l%ol ofnl TAlEl o] A

$2 AZRRAAEI IS AN Slsiet. Tk o] ogsl&o] ol
1A% 2] Slehd vtz Al AgolA] Fol T2 ulgel W9l A8T 4 9irk
T Al 71l s, olm As3E7 FYske okl AlolR7|4nvt
g 7o} g9

SUAZRY 2%Fole] 7|20) Bt 74 Aozl Agel et Aokl
9 u|goltha ol SRRl AFSIA SHe AH B FRUPA THIARE
A Aol AFslolo Tk, ABALE AEAIIUI) AES AR 2ol
o o vlGol) o] g SRt o] AEL AR W 2987t 4
g 4 9. AERANUSIS} £9Asl AFT B0 A, =, P o)y

=2
TAE Fof &2 vlgo] 552 AESH A8 7o F 5= LHslof 1)

o}, 192 7]4%7}
IR 17K ARt A0k ol thigeld vide] el BEET

123) 92717] AZIAEAE SRlol e 8 A2x A A55.

124) |7lo}, “AR7|&F7HAAY AART AT - 5 AL vnE FAHoZ", gt
A328 A4, 2021, 45.

125) 84Foqt - vlFotiA ofF g1 dxpe} v Soll st 7| A2z, A3z, 4B
Fo]-8]go] ofF FRlE 3 AFE AT o 71 F2T AEe A4 7t B AR
olth. AokA] 3|71 € 7|&RAAt 7S, BERHEED). AMEA 58 A& o} it
ok, Hoxl 4419 oA AE&doF Fitt. AHHS H2 =T FUFS 1A,
PR i, B4, PHE FAHR 7| A sfoF gt} E3 T A+ =7 5°] YoH A
A&otH FchFA4AIE, 2021.2.22). “9=27]7] AAE 5171 & F7PRARERY (http://www.w
hosaeng.com/124875, 2023.3.30. H58%).




84 FHAART7|E AYAT Al elst Yot AR-LXERZE Fee=z

9ol el FA7ET qekEole] 7|z Bat 71 Aozol Arde] M 2%
Fofdtulgolth oiR 8kl 9o} o] AH BARA RG] Alol87]4
FAAHNE AZelor geh12) ol As3xo] mEE, BARK RS 20A%t
o BEEkT o)wr|4o] WAL EH3] Yt hEFFoR Hohe vl upet
AolR7|&B Asle] A0 A Alolarlao] A SR SO Be BAkE
slojo} g}, Alolmrl&B SIS AEBAgs 9} HEFIAA 45 9

Qo THHL A9 RNE AL AT vrdslo] A3t F, o}
o] v 714 7|6 TEslo] oAskeh 129 1) iAol Gl olRvl4: ol
A-9a40] Q=] AN AME 7153t OlR71%, 2) ARk olm7l4: ek
AAH olmrleA We B Aol Ar-AAE gsto] %3] Aol £
ﬂm 9lo] BARAEATo] w2 Alo] TAISR AL87|7 AFREA, AFRY
A& 5ol that 248 $251E Aol QAfolA AME THsd olerl%,
Ha0lR7]4: A A0l AE R EuA RARAR AT e 45
AlShe AL871Z AHEEA, ASTHA 9 A& o) gia 248 S5
Lol QhitolA] A THsT Q% 4) AT QlmTle: A B A4
2ol ofUst o2 7]4:.150)

orel ojz7)7] A8 A} ow717] 4] kAT SRS AESheTt,
A9|R7| SR g 71715 AH8T olR7]do] AT GaA0] YA GRE
w0 &, 4191871437t B4 712 Fje] ATEdse Avdon

r
)

iz
o mdt

o £ ¥ >{"j
=

[e]

_

120) Al9=7|EB7HrolE AAsHE e A oleh gt

127) Al9=71E3710] 1t 3 A3z A1

128) Alolw7|& g7l w3t 2] A7zl weh WabA-, QA W-eAlel-, A3, 3 o=
TEEEE Fa, gAldrrledE gl SAGEHNENYEE =

129) AlQl&71E7te] Bt 3] A3z A%

130) A7EA 9 Qnrled] diside thadt 2ol 552 FoIsk Atz leH el dat
oF W 5ol et 4 Aldx AI3F [EFE 3).

52 UNTQUA| AR 0]2}0] EMI e #e
logg | NI7IS2 TSI, SuEell 2T 0loi0) 2 2127182 liRiE| B2
e St motEls H
T7 | bsg | UAPIZ0I St Bl EE SRS NR@ANYHOR Y80l 2R} gl

AR7|E= YYAIHO|L AlFet Y= )0 R0 HHE= 32

131) B, “&7]7] AUHFAY ek 3HA AP}t =9t A FF, Mok Ao,



Hay IUHEM & 85

AR, B, DA AAH BY T8 RS ol 8ste] Aojnsl4nteds)
W Hopd ARHISsiolA s 7140 Qb SaAE Aottt QxR
A9 S0] 11 o] Bor AT AW} YA FHHOR BiH Aol
QP Rl G SR/l ARE 4 ok T et BT B
of o] Aulet Aol HIEY o] Wi, FEI PR ST AA] fRAS
U53t7] Stk haAs SEAel Ak dErleE AAE 4 ek B4
AR/ 4H7E GRE FFHANRZATACISE, Holehol A Shater. 15

gt AdHEY g5 2%

Ae=r1eR e S8 i 7171E ol 87t A& rles] e Aol HEE

B, 8ot e BlEodde s A=A ofdst gl et FH =
AgAze] distel 2FFANY oF e HAFEATAHAA AdAsfor &

th139 o]AL Q3 AFE 2o AEY oA 8dFotiidol R HrHIS
Sro 22X Z-331th135) BASA R P92t X8R, & g 2=7]&9] A
4 9 Foj9] FZ4ES Frish] o AE ol AxE AEH7IAYE HUE
AXH 3FFoqth ) o FE AT 130 ESE QYo ol y HrHiIgo] itk
T RARRE Ao ) A 7ksst Ag- 25 o] gis A4S 2) 419 AR-H
2E 9oto] 71538 =o] Qs 49 3) A Ad, o, A, AX] 52
HHO0 = Agol= Q877 F BAEA G0 Fasittal QIAsk= 9777,
4) 71 8o - A5 =] W8 FAHT} ko] tigh = - A= o A sl
H|S=0] HAEX|EA o] 2 go s goFgFoltiy offE ZAAst= Zo| T/sirtal
AHst= Ag-oll= 2EoR A9m7|&9 o8-8 off 2 At AAE AA
LFFoE 2HT 5 U137

2020, 18349.
132) A1927]&%7I99s] 9o Tt 4, [EA) A9a7]&%7E A97|E.
133) Q&9 A55%, Alolwr|&W o] It 13 A9x.
134) E‘lﬂﬁ%ium A41z293 A1
135) SUNALEY 9FFoj9] 7|20 #t 7& A= AT

136) =UAGEY 2FHF19] 7Iee] et & Az A2
137) SRR 8g0l9] 7|2l B3t 4 A3z AN



86 FHQAR7|E AYAT Al gelst Yot AR-LXERZE Fee=z

ol Alel=7 &7t Alme QEAfuAl] HlE ofFde] o] Mgt &
gl stol 7 grhE B3t Aold, aFFAANTARHEH Al 25k
At fa0l USS AAR IR B HHoR 9 a¢FolE AT
QIoto] AR FAHPYE 71508 Fol L HlFo] ofio] gt v8-S Ao}

£ Amda ¢ 4 ek

2. 9=717| H Ar7|s E7VVIE H 71

A&71717} idEe] @A ARREZ A= 1) Y&5717] AZRE7E - 2) 71E7]
& o5 ZRI - 3) AYR7|EH7} - ) AFEE FojoF AAoleks 4241 A
& AZY. 7t dAE BT Bk dols § 360¥0] A8t 9=7]7] AxF
7He 80,139 7]&7|& o ER12 309,140 X957 = 2509, 14D AREE
Foloi AL 100¢1420] At o] W, AlQgr|&Hret AR Fo 2%
SRl APE]7] w2l 1), 2), 3), 9 BF F IHL = 36040] £QHTh
S &= k14

=57)7] 4 9=57]&9] B7lgolA 7FE 583 AL 9571719} o & o85k=
og7]&9] AT &y getolch I3 ol ddsh=t Slo] 7H 4%t
ATS ol A2 ddATE T 5 Atk 9=5717] AxS7E IEgolA AGAHAE
S WA sl A =771 A2 Aoz A2 A4S Ee6te

Jul

rlo

R

138) Hre4l, “iloj=7|eB7 A =2t 8 dFolt 2 EAI= ] Rt AL, AAEA 1623, 201
7, 2304

139) A=7|71%, AldE 184 AB3E AAolA A AEDEE 802, 7IeEA AR
= 659, 7IEEA 5 AAPE BasHA] 2 ol 1082 AE7IRtes gAIskaL qlth

140) AR 2FF019] 7IEo] B3t 42 Aozl A3

141) AlQlw7]&B7o] et 3 Adz A2F. siF &7]Eo] AANGHAL Ee FHAAREAR]
deole 1408s B7PICR et

142) =IAAEY 89Fg0i9] 7o B3t 3] A= o] 71782 P} ArARE 5k
ATE. OFAlS] iRt 2FFo] 22 1509 ool Euiof kE 3 A11222).

143) AlQl27]&7to] B3t 3 Az A2

144) 1. VIAIRY A=, 2. EAR7IES] A A 2407, 3. AL AP FBA B 35
A7Are] A 3 A, 4 BIAEE A=r7IE HElske wEAe] A 9 A, 5. A
AE shEle AR 4 B 4 60 IAEY 4 9 g, 7. AR 971719
MR, A B 2552 T, 8. BIAEE 2=71719] 28 tiidol &
At dizato]] Hetslo] FAIH Fofshke ARelst “mdAy e} fithe] AA7|E A 9l7]

299 9 12, 0 GANBIIRE, 10. GAABPEIE S AL A8 VIR 82




HAY YN & 87

VIAFAYAE Zolor Tk, 92717 JYAFAZ $0e] B 9L 2016
¥ A Blol @SN g BUAGA B ABARE Basko A
2 z7)7] A ABNEE BHSSIA SHROPIE T A4R). PR
7 Q@I Qe & UES ot e YPAEAT 2 A,
B oA A1|57|& B B o YA BAL] it A EL
% AEE She L AIANE 4 AoR). oA 717 sPisk AlelE]
SIS W WA} AF BAVIEE BEDR, Ak ARG s
Az Fuolze] dEg sldsinat Y Rolek Sk

oY FHORE lRs1/19] At AU ol g Sisto] ]I 2Rl
of QP HIYS W BIRIEE She FHL T QA OE GEORE
A} 7] WIES AAR FESR: Zo] ofHIE o] o] olsh ze A%
W] o A4a Aol ofdzk ek SR IR ANEA WSk Sk o))

it} 5714 TR O, B 71719} 7160 YT ES HUo] B
Sp7] 9% A J1EL vHISHY, Z1E Tl o3 B tolE A3 Beist
£ 14 BE0e] SAE HESP] B 4 Gk 71ES vhiS Bask ool

Hold,

mL

N

52 BYh, 11 BAYE- AANE U WA, 12 ST FAE U AE
A FONY, 13 5 TR 7IE 14 $EHO B B 9 ARy
Hofl WErh, 15, HA8-2 mE A BAPIE WP @ B, 16 TEAE)

A AAL, 17 SsiA Aol thet 7ok 18, QA F SEAe] Alao] T ARY, 19. 9%
Ate] obls sof Tt ohal, 20, 1 ol BABL sk FeH 0 5] Ssle] B
s A}3},

145) A)Z0JokEQPHA F 1 A|2016-1215(2016.11.10.), “2J=7]7] YGAEAY 52l AS
A AdE A 3R], 3H

o il



88 FHAAR7|E AYAT Al elst Yot AR-LXERZE Fee=z

[

H3E | oz XI8ER R TIE

1. o= 717| XY &ALt

o27)7] % olE7 1ol et dAlolRs)]E A4S wod, sk W A
E2(5H A2z, FARI)IALE ] SAGY A24%), YT A UGH
A28, AE TAHSE AAGH A302) 59 AL e 5 ek olefet FAlolz
% AR W) ek WAk et 2ok

7t QA9 =71712 A%

BARARARE 95s)7] 7|&7%e FAska AR §7142 A4, -
A4 Aste) AR 52 BF 2l 4o A S gIstel w7148 A9
As|e1st, AU 40)F AH the Hopiz BNRI7FS AHY & 9
th140) 1) 714 ORET} e HASES} e Hevlge] A8 Bok, 2) S-S
wAo] A AAEAL D Ao sl ok, 3) =717l 48

ok, 4) 5)7]- 94 Agko] Aat Xz 5o A
%717@1 ﬂiiﬂ o27]717h gL F) Sde] oS Hok, 5) 1 o] B
=g3to] A4 Bt ok AASHs Fok. olo] wet A4 BAoRs|TRe
A, 7|&AZ, BolRFOR FRET Uk §A1977]
7129) %4 @ ks 3dniet o] sojHlck 14

2qe

jakil
HY)
N
)
‘
(o)
HU

146) ‘Q=7|71AAH A0 A1, 5H AP A4 A3

147) 2+ +9] E77152 th& o419 =7]7]2 AR 5ol B8 44 Al2R). 1. A7 ek
71ER]SET £ ATV} HE Huv|go] 485 HolE FAV|E Y £X1E FFHo
23, 2. g=RF4T 7129 g57)7] tiH] E71FQ1 A T= 7jAo] A== EofR 9
271€9 v TR E EHoZ 3 3. 7|&gAld: F57]70 dEEE HA71&9] Hdo]
AlFe BolR 7[eAAE Aok BHo2 § 4. FQoms - IR e At
27 5ol o] Al Q7271717F EAfsEAY %141 o] ojgE Eol2 3944 712 AdS
=5Ho0g g

148) "Q=27|7]AFAE Al20% A23-



Hag IUHEM 4E 89

1}, g4l 8717] 27 414

s410)27]7120) BYEE 271718 YAl AEoel A Aok
Aol ol Aok Tk, Aok L the o A 7|EOE BABAR
71718 AHE % ek 1) S5 A=A71o] 488 7l%e] J1e
284 571w 71294 o, 2) 7129 ey A=dn
Hms}oq %H-%ﬂgw 45| ARHAAL AT AOR LA o, 3
-4 Agke] Avkt AR Fol AgHE A0TH AAH-A3IA 7144
TR YA o, 4) 1 ¥l RARKRYE D AFJeRETATgo] Bt}
3 QR AR 199 Aok A BA1oR]Y] AHS Sste] Wasitha sk
A9ol= galegs]y] Bl 7| e-wA) B WA S0l ool Aaol A

59 84 4 k0 Agoly AL AH A W dzuE 309 of o]

t}. FA1987]7] A 3, s]7HIAL EH

A9 2/72 AFL wor, dzsl/1 Aok A2gel ue Azt 9%
2 e % 9k ol o 171 Aok Arge] w2 AxA M B ROz
o E3, G911 det Az 59 A% Aol AT SAEE ol
AR & A A golA AHT 4 gloml, Falsrz A g
ofg7]71e] Hie AZB7E 59 ARel SAIstel AAbES S gk, ek ohet
Hopq A HAIoz Yol et A% 59 J1Eolt Fol gAL WMo
e J1%-F4E 285t o] B ohfat Bool s A1710] Hek Azt
52 BorE Ak AT 712 1AL FEste] BEsichn s ol g4

=5 7]
o7 AAste] Axs7t 52 T 4 Ak o] W, A2V} 55 WeH=

¢

N

7]

149) ‘ARI 7V A1 AT, A2F. FALARA] AHAHE SR s A ALY,
ARERE, 2], A, 5. TS RAAEY AE Sol B A=, 127
A9lg171] AL AFIR AfEE AFA 714t} Ao oA Aot &
cesH A9 A1sE A1),

150) “SJE7|7 A AW A15 AT,

151) SR A21% A3



90 FHAARI|E AYAT Al elst Yot AR-LXERZE Fee=z

As ot 22 ARE AA oA AlEsior etk 1) FAllzr]7]6] ek Al
37k 59| 71%-F4o] §AL Yol BE 7)1%-F4S Hgste Ao| Byt
A I 2AAE, 2) MER 71 A9 A W8, 2 2A 92 I ASA
T AR, 3) M2 712 FE et Fue] AT B @ ALg E3 ol B
A7 153)

=

2} g4lelg7]7|AnEg0] 54

1 9&7|7| AZREN

Q7)) Aol Tk 2517 ALELORE 5 o] Sk B4
O AL§3] 95} - ARE ALESo]Z LYY ALES o], HYP LLES
of, mu}Y =G O 5L Ttk ofu), “Y=7|7IolH YR HoleE AH 5o

Apstel 424 U A5G 5 Sk 2EYe]'S EFIch15H

o L1 XN v

[=E

—

2) E
(D) A=771AZEOAZA AF
zr71anE o7t AR 7|= AFEH, o] 771§ Axstee Ae =

A7 ABEGOIAZNY AFABES T 4 Ak Ak FL P 7199 24 2

e
JIrn

Y, ABAWNE 52 7120 oy I AnEoHE Y A5 BhL, A%
7h} Qe Wagh o] YRS WA 4 ks olo] wet Az IS AHs
P AL oJ27]7] AnEe] 43 W fR4 B ARI09} 2J77]7] AREF]

152) ‘QR7|7|AFAE Al22%.

153) g419&27]7] XY 9 #e] 5ol Bt 743 Asx A

154) 9J8717] 3|7} Al - AL ol Bt 734 A2z A20%. olu, “WHE ATE o' 977
710 WA A4 = gRAeR dZE] O 978778 Ao]-FEsAY I Y rrzR
H A9 tloe] A HE E A5 - JAE 59 BEFOR ARREE AZEQolE et
1, =9y AnEYo]"# AX-7AGA] 5 stegolo] A=A g1 HE AR 54 &
T 304 2= I AAZ Q57|79 A2z sigohs EHoR ARREE EHEQ
an}H AT EQ[OIE o, “WutY 9|58 ¥rojgh wHlY 7]7]of|A] AYE e A

EQo- 598 A£ZE0]9] 7|5 T 1 g o]¢t FARRE 71502 AR EE AZE 0

Y E= 4 71‘1}91 S8 AZEoE WIHE 3 A21S A A233).

155) ‘Ql=7|7|ArdH 111242 A1},

156) oj7]oll= AHE%M AENE 4 PAga 584 ASAEE olyst A3yt 2FE|ofof gitt.



Hag SUHEM 4E 91

A3 FABIAES, AEAFE At A 2)27)7] AnEde] A Tl

RIARE AEE 4 ki)

@ Aot %] YAIRAE SAEA

=

E3 HA92S7|2 AL Y27 |RLE el dotel YYAFL 3]
A AE71718 A0 A3Gl Hek AFE BB/ ol QAU
T A 52 9lste] MAE 91U8)9] 5L oo Fhek. o] 9ol 2]y
Aoz A1) HoH o] AL we Aoz B

ol

_;

mlo

i

(3) A Z3]7}0) ZejAFalar WA 57}

o2l st FAI=T]7| AL E 09 A2FAT} Sl 71719] AZ£57F 5=
RS AR} % FTie AR olele] Ag WA Yol WA Y A5 B 4,
12 2lokq Aof|A| Bugko 24 MAS| 7} 01ZS uhe. Ao g Hr} 159 o] ),
e %W WA QS Wolof She A thadt 2tk 1) AME
B40] 27} i WA, ) AAALE- ORI At Rl e 484
29 271 mE WA, 3 AHe A AR EE oS 52 msAY Qs
7159] 7} B W10

O

2. S{AQIRI|7| XY SEAAL

=71 F4lolR7]7]9 AEsE £x187] st AREOM, H4l
=772 AHH olF, 71E9] Yr7|7] Q77 |E e RAE-§A57|&
7h-ESE0] of 24 59 BAE BF AA FHoNA ARREHZI7HAE F 390€0]
2he 71 AlRto] 29 ¥ Tk gAlo|gr]7] A 9 o]g9] Wi 7|5 1T 1, o]
22 71 71749] A8 BT SHo] ol A9l 20224 1099] HA9=7]7]
157) 49g717] §7F 5ol B3t &8 4 A7E

158) ‘QA=m771AAH A4z A7

159) Qm7)71AdH A24x A4, A5
160) E419157]7] 87} 5ol #et & 74 Az



92 FHAARI|E AYAT Al lst Yot AR-LXERZE Fee=z

A A AaF 9 ]

EE

5ol B FHAFYLENIHA IA] A2022-745) 7R 5k

HEE AIZF ol §4191%717] A7 AL 7HssHe s shaid. o] S 55

gAo)7717] A% AES} FAlo] 7ot o7l 9 Alolg7]&g el gt

SEAEZL 7oL, AART B g EgTo] goJste] Fasital st

£ A9l 48717hS Aot A AL WS S JLF Siolth o] wf A9kA
A

e AU, AL Y, ASAE 5L Ak A Ffo]xjo] Farsickion

Al
o
o
3
O
okt
kl
2
§=
it
)
g

ey AUS ='s] fste] dAdT A 5= SAlol AR o] o,
o % FART]E TA| o]F HF
=2 AEEC R ARl 3doA SEZHA] ARgR 4= QlH162) T1E]al o] Z]7to]
A, 7189 S=r17] AREA EFlo g Fopt Aol r|edriet A7 dEY

2% @AE AAOF qtth163) 2 FAlofAE o] 2 SFAHAPE HiEF 800
2e 7o glsial lrt16d HA0=7]7] AgRE HAgo] ofF 27 Be
SAIE AE W7HA] 39020] 485= A s, AN ARETIZIAl @45t
A MRS G537 Aor & 4 Qo ofl I8 olF HoFal Qi

of
ol
>
>,
=
o
el
2
19
fu
N,
N
K
)
o,
i
g
r (o)
ol
N
a,
el
)

161) FA9=717] A7 A 9 W 5ol #Ik 78 Z1]2 A2

162) A1 EQJFEQFAA Tl A|2022-465%.(2022.10.17.), “BAAR7]7] A ST

163) BEAAL o &, Sm@golA 3WdollA 5 ARERE 01 T, Alog7en7tet Fofo i
ARoF stz Bl tholol= @A A 0] gl 2R Helrt

164) °] 80%- URHH o & A0FX7t 9]g7]7] QI5|7} oiig AT f £QFE AXME V%R
AgEl Axtolct.

X

ruh‘. |1|
m{o



Hag IUHEM 4&E 93

(2% 4-1] 38 20 |2717| Y A9\ 7|7| 5{7haAt

027 o877 4 718 HESPIH Bt
0 0
aN9E7)7) 1 JfJIJI Rzt 7I" g2 2 Augng ED) 2030 28
ERIUEL:
o o 423 T um
g 802 Y 250% : 1004
s ss s ss s mmss . 1
3004 £8 (9 + @ SN TdEE4$) :
3902 48

aH9E77| 17 S

0+0+0+0+0 N, 499, Yol 3¢ ]

80%

X M9 SU o=Y)7| H SMO =R T|V| SI7HERIE SRt R

0%

2 3= AR 7|7 A7ed S HIRSAR! D ISAls HHelH &
E=2) AL -AolEE 71es 83 QRT|7I2A, ofn| AoFA 9] QIS|7HE Wt
A G419 77171 A7 A1%A] /ISI7HE SAlo 4785k 571718 A eE ¢
t}. o] SRHARE AIASIAA} St A= FAIm7]7] A7 4184 55 AlEAt
F165 o]gjof] 7|TE A& ARE AA, TEAAFRIZ(0]st, 25-H166), 4
B, 2o 47 AlEsfof g}, o] AmEo] AEEHH, =774 A|21%00
w2t FAI977)7] AG7E= SEo=AE Wty 7 7|3E 7P|l et
M B7ket &, FoA EAE7t 52 ol TR FAomrY] A oRE

geteh o] o, 7+ 7|13 AR B7HEE ot 2ol Faro] AlA|Eof it
AoFA = AlA B =U 2z i o7, 4 34 9=57)7] A9 FReA, 9=r17]
o] G4, 9=71719] APEA, Q=71719] WA, =r17]9 AR 7hsd= 7IEL
2, A5Y2 U AEE 7, 71ed AEAEE Vel R, AEYES ol
165 AR A9 9 Bel Sl B 74 (24 AS AN B
160 9 8. UFHE NS T BIES Sl AKABATFIIA B2 Ai

53). PR, BEAA BN AEA] Holo} ofulst MBS TAR ok YA Pt
%) ekek



94 FHAAR7|E AYAT Al lst Yot AR-LXERZE Fee=z

TAIE) RO GAlelR, Wel) b fak W7k WAk, 2IREY 9 o
9 oA TKsAE 1E0E, Holde tha Aste] FA4, Bl AAA P U
H9 3 WY YA F847 JRAT YL V1F0R WRIhIe)

3. ATZE ZAHH AYAE X|E

ok

ol9jol Ao & FALlRs)lo] the} TRHolIL ATt QYA TS AN
5 RS QAT AN Y, TATEAATNA 27 2 FAZE G
B Aol Aad FelRo] 4, wel, Aol et Ae AU 4 Yckiss
q8)3 HUYRI e AZSRE ok AHGE A AT 2AS B 5
9Ic}. AloFq e Ao el Tie A2} 5 WL Aol thstel Az
o wre Mool QAH EVHE WESH ol ol YA FARE Bt Uk

fl

T gl A9l 59 oluo] WSl Ag 5 2AE WY 4 9k olo] wet
Ak 3 2AHE Ao} sHe AZYAHE 1) 411271719 QAFH me] Bt
2R AR, 2) FARA1719 ol So] Bk b A, 3) Al

T ZAS 99 AR o) B B AR AR, 4 H4ejg7|7]e] e
) 4% 9 olste] 57 wgo] B AR, 5) A FAlelwl7|e A
2L 2z0) B2 F9) ojmrlviele) oA ulme] Bt Woh AwE 2T

=

B3] Fsto] AOEgeIA AZolok ek 160
4. 47

419787171 AR 9 FdAAE A, FART|I7IAZE ] Y 52 F4l
S57} uhe ARrleg 712l odusigol Hud o] Hgsio =) e
SRR FA %’—917]* s Skl AFstalat she FAo= ol A=
Solt}. 44 Hastal gt HES Aoyt that &2 ol Heto] H a5t
BS7F Aot SA, FARIIVI@E AES TodH, 71E9] AmT)7 v A5
167) *‘ﬁ«l‘—&%ﬁﬁx{ S A2022-465%.2022.10.17.), “H4lo=7]7] A4 S T

168) ‘Q=7|7IAFAH" A28% A|2%-
169) ‘ﬂiﬂﬂ*&%’j‘ﬂ’ A3z, GA977]7] AY 9 FE] 5ol Tt #3& AR A4



HaY IUHEM 4E 95

of B8] QAT Sl BAS| AUUAL AME AoE solof s,

Sp BolAt etk thgoz, R/ e 84l

ol527]7] BoIME LESolo] it EdlE w2 sk ek A=A 1AnES)

AZANY 1%, AeE B YRAFAL 591 WA, A7) SRR 8

Ze 59 4ol the FAloz]7]e] Hlsto]
H

QI Tlok BA19 27|74 ES)

m

A 714, olF 3-592 BN A8 4192714871 Wolof sk 7]
T4, BRAA o] Lo Folshe A 74 ol FAHo] A Ut o
Yok, ofe] w1 AR 7120] AAabge mefsh, o] A s 7]l
7] o] gs] AIE APgste] o8 Fush|Reke ApEEe] 2ATAS ol

o &t Aol B A g2t Fiek

HAZE | CX|Ex= &3 EHH 3E

1. QBT 7|ATEQHZN CX[EHX|=2| O

YAGARE SR IALEYlRA AR/, RIS 8-S
MH=th 20204 890l AAE AokA Y] HAERR7)7] S7H A4 FelEekle] uf

29, “YAER|E7]7|(Digital Therapeutics)'E “2|eH3] Zofjut AW o, T,

170) &7 |71 AH Al22xel M= FA19&7]7] Alxs7} 7% 5o

| gL} 71 719 2go]
A5 9 Aol AXSHE Borlt APt ANG 7122 AR olF AIEL.
2 YSHes wlo] gtk wiok AESI7HE Mo At ANISH: 7|t IS A
% o PAAHoR RARTH, o] TR - B419)E7]7)9 BAYE 1Y of - th BB

s}

Eiisg

W Ao FAsHA digs] fRt FHLE ST o A

S



96 FHAARI|E AYAT Al elst Yot AR-LXERZE Fee=z

A &st7] el BApelA 2A 7Rk} A5 d /P AFots AnE0] 9g57]7]
(SaMD)I7D" & AoJgitt. o] 22 Aol thEdt T2 oA E 7] B
A de.

A, Digital Therapeutics® BEE L, A7 FHolx= 2 LA RAR
Hosto] A7fEo] & BolE HAY Aw7|7]= @@ﬂ%‘iﬁ}. tR g g4 &
£ ARgobd, QJokEo] AL Ad AREejg2: HY & Qo] fAEA| =77}
© 8015 MM A EAA 0= Digital Therapeuticse 2271719] 44& AY
1, 9g7]7] W A9 A8 Wolof g E95] skt g o g Helrh =4,
OAExas duQlTl A4S gateg ok AT Y90t ez F1ES
& Sl o] AYE Foto] dABAR = B o R ste JaRAE
AABIL e eS| staich 1387] wel dAEA ge FAA] A-85e

1
gi9t 23 A3E QIZe] sto] A871H

2 W) o1, YPAFS ARk
Stk 1) A, o] 4] AL 7147 Wl tXYNRY7|E Anege] o=
7)(SaMD)E AR ALEFol o] dUst StEgolo] F&EA] ek, P,

AHPEE, B=H SOl AT = QU] ‘ﬂi-ErOH HAEA =S AR o Sl S
tFeE vttty @A HAEA B F2 HEtd ofEEAlolde] FER =
QAR 7] et 7, A, AR dEAe 52 oF VeRe 7eE
&= 9t} 173)

171) ©] 7ol =gl A" AL E o] 9|7 7]7|(Software as a Mechcal Devices, SaMD)"& “o}=
dojo] F&=A g 957]719] AREH Bioks 7152 7AW SHA FH A
EQojgto g o]Rojx 9g7|7]|"et A3ttt oo EHO]W“ AlZookzobi A, N EA R
7171 37} AL 7o) E8191(2020.8.), 3.

172) 97|14 © voprt JuH 9] J8-5 floto] HAEART7IE YA Ato] adk 257
712 3tk Aol Aottt sl qlrtk olof oA AR 9], 'AE X&57]7]9]
AZ}EY Agukot, AZFHIAAEIFYA, 2022, 774.

173) FAAR0022110), 2022 AVGEL] 44 ALABAY YA DAY A2 AL (hurp:
//www.whosaeng.com/133139, 2023.4.3. F&8%).



HAY YN 2 97

2. &EA 70| =22l

7F gAE X & &4 7te| =]l

o

gAgAEE 9g57]7] AZEojd] &3ttt oo wet thZe] Tho]EgilEo]
AR RO A-H ol glo] £33 TS 3tk 987]7] AZE0] 5714
Al 710 E81R1(2007), HHIY Q=8 f ke XX (2013), J5717]19] AAESA
(RWE) 28] tigt 7lo]=21R1(2019), 21&7]712] Afo]HEQE 57} AAL 7ho|=afel
(2019).

A, 9=m717] AZEL0] §7FAA ZIe| =Skl 2007 AP E 0] 20198 7HA]
4o A APEdE, 25717] AZE 0|9 oot B4, A 55 7I&
A AR, A5 AREA A RIETA, H5 2 Fa4d I HA, 4
I FA FaA FRl 59 Y82 AL Qlth o] Zlo|EERIoA 28 7]7] AXE
glofo] fiTel= Admr|7lolA YT 4= = YFEA, B A1AEA PO%
AHSE&B7t AFHE A, P4 L YA & HHO] AR APHTt o] &
AT S Bl JE7)7] ATE0]9] P S5 A A B, C THOE
FEETH7H T3 QAT Bt AR 2wr1719 A a4 Eele 915
O2717] 8|7} A1 AAL Soll BeE 7178 A29% A|125 Vo whah QA ER,
WA, Q7] 7S et ARE AES) ot e Ad B s
AY d&ste 593 2ZE o= UAl] A ASSHA 9L 7]1&9] AHolE
5= ol&sto] EAT £ Sle 59 E40] qlo] AFFA A Eet ofyzt

L 1 Er}rs)
tho =, 201390l AFgE HHIY 98 f QFaYe] A% 202010 778 = o]

o= *{r\‘%\]ﬂf—‘—

174) 95717] AZE] A 55 BV |EL U2y ATHA[EFEAA, o7r]7] 4AX
Ego] 37} AlA} 7ho|E81R1(2019.9.), 139).

A 2A0ILE AR W7 2E TH540) gig i
B HZBIX| B2 S0 YE 7540l US 2-3
c H2SH 4 EE AYO| BT TS50 US 45
E

175) AFEQ|FEAAA, 2=7]7] AnEo] 37k 4AAE 710 =21R1(2019.9.), 56™.



98 FHAAR7|E AYAT Al elst Yot AR-LXERZE Fee=z

2Hd om-g 49 gm7|7] sfgolR ¥ FEG 55 B WIS S7HAL
2 FATE Het S 9 AR WokE tEd o] Aol 9=7]7]d
ot HHMY &g W} 9=7]7]of sfgeiA] e HHY P FEste] AA]
e, AR Ag77)71E FACE Aojsh: Hetd ¢f, A Ad = g
3 5= S5t 9=7171014 S HlolE 52 ol #A] = EASks HHf
d 9, mHId EREo] Ero] A, Z2H Fo] AZdFo] Ygr)V|E AL 5
UEE b= HHFY <, =Y EHEo] WaE AlA 55 oldsto] ur7|=
AREShE HHF 9, SR “416& 44 A = A8HS AlSchs ZHY
ol Utk 1P FARE= AV RAHRE AlFols HHMY f, B ERE
93t A=Y AF glo] A7t A3 E v HHNE PR, AplE
AAE 5 w7 WO AFE Asdtete] HEshs HHY 9, o=l 2t
BAS Qe 3P 59 BARAEE AlFE] Al ARl HHFY f, A
£ E4AFsHs 2Hd 9 Bo] k170

thZo &, 20199 ARE 2571719 AAEFARWE) A8 thgt 7tol=eiel
2 AR H|o]E|(Real World Data, RWD)2} AAREZS7|(Real World Evidence, RWE)
o] AT} IS wolaL, AAESAC A8 AARETolE 9 IARS THEL:
UutA o7 077]7]9] QFATt RR/3E Biel7] sl AIARS AASHARL o
717] WA EL Whet 717k} v-go] AmEm, thefdt AeE ] E4o] R
A FZ = Sirk o]& lg| o] Zho=RielS AAETEoE(RWD)2} AAHESA
RWE)I7E ol-&ste] 2=7]7]9] b RS ASotL, #4H8 H HUHY
of tigt ARE AZot, AFAHEY AA & Aol Hagh ARAQ Ve
AstaAr otk B3 w7, m7)7] oA, B FEEA T oAt ofsiuA|
AREolAl 2=717] Aol a3t ARYS Aokt ==o] 2 vt IHARNS AT
otaA} gl o] o, 2)57]719] QP 2 §E4S YT gt B O AALET|

olHE ME A/dstaat stz 9= =717 A0zl 3f 25717 BIAIEA

i=

h

o!r
rlr

176) AEQFEQA, HMY o8 ¢ T A#(2020.2), 5¥ oJ3}.

177) AAREHlolE = A4 2= g0l =277 ALt T 2R do[EE Lo, 2 T2
Aoz Rne Syt 183 AARRTolEE 7 B4t mEH SAE AAESA
gtk olof disiils AFLoRERAA, 9=7]719] ANEFTARWE) &8 tgt 7foj=et
?1(2019.2.), 19 ©Jst.



Hag IUHEM 4&E 99

S50l o] d 2 ik SPRIA GRS AE Ei SRS AEC] SRS ool
o] QPRI SRAL U5 U HlolEE Aste] S Aol AT
AZEle] thyol HL, sirhEe oms)7lE o 7t uel WA A
RPAZA TolES SR Aol 591 ultiao] Tt

whxjgo 2, 2019de] AR 2022%0] AAHE ol=717]9] Afelifet #7}-4]
A TtolEgtele olg7]7] AoHusle] A RANE AN, ole} Tlst 274k
shost 3719k PAE St ARARE AN, o] Jlo|ERRIE =7]7] AfolH]
ol PAst WS ANISHL s, ol IME $1o] olz7]7] AxEge] )74
A} 7tol=tRlolA] AN cuiAl) Sidwe] Bgo] FUsHA FeHLt 1w ol
7122 oJ7]7] AelHuet Folz At SINES A, , stz TR A Ay
2 oJ27]7]9] AolH|Ret WSl A8AS] Azt S Ei A, AA15] G7
2} o), AAT2S] B7H E40] Mol USL, SR B ol@]7] AolH]
BOL W AA8A] AA|Hol1 AuIst ARl oJskd B4V R S, A
S oJ27]7] AolHel Aol ALgRe] UAIAQ] B, ofaby FX

HolAL Aulskal BAZEe] BHo] UL 4

d
0
(o]
=y
ok
O
g

. OAERR7)7] A A 57 9 A AA 24 Thol=akal

A FHT A5 ER HABARIY] M- 7 H BIAEARA
2 Zhol =Rl S AASHL Qitk. 2021WKE A7HA], UG, L3S AR,
UE AREl, 780, =780l digt & Zhol=atelE AlFgsto] HHsI
th. o] ZholEERIES B E4 285 /MAS A% tAEAR71719] P &
s H7HEH, RAIEAGA A Al LA | GAIE AR A AlEH
AER AIESEE AT BEE Ve AlEE B2 OR Qitt o] Thol=ERRIoqA AlAH

< HAEAR 7l 25 25d d=27)7|= EFEAL 1o, Aol Hel P gd

178) A1FJFERMAA, 9871719 AAEFSARWE) A& gt 7lo]=2R1(2019.2.), 148,

179) Aol EQF QAR IMDREY] “Q&7]7] Ae|HHQE &l & XA (Principles and Practices
for Medical Device Cybersecurity, 2020)" 5.1 HQF QFAIGH 9 of7[El%] T]R[Q1Q] Alo|HH
o A xS L3t Ao|ct

180) AF2|FEAAA, 2=7]7]9] AfelHERE 3171 Al 7lo]=21R1(2022.1), 8 o3k



100 FHAR7|E AHAT A Salst ot AR-CXEXZE SH2=

A S5 B8 B7Rs0e Wl ek o] HAEX R 227
A A0z A2l wek AAFAL A Thet 2 AFS TFHES
31 Qieks) 1) QPABE A, 2) GHAB7IB B 2 244, 3) SRAB
Y- HIA D FEATAY A L 49, 4 YYNBE IA=I1E Belshe
deldtel 49 W A9, 5) QAAES ShEs A A % 24 6 PANEY
=2 9 W, 7) RS d=A710) AAI8EA, chEs e He5e xe
Steh, 8) YAAIEE 271719 A8 o] HAY thao] ol
Folst A1 A S Athe] Hg71E ALY L 1A, ) WY
AB7RE 10) QAEFERIET A A8V 88 5 T,
1) BEYE- QAAS E-l BERRY, 12) IS FA4G 8 AG A
T, 13 FA -2 7%, 14) 24 BIE B D HAPEEA L
of WErh, 15) FAHE-S TG AN W BE D B, 10 Y
A5 AA, 17) e mAe] Thet 7o 18) YA T 4] Almo] Bt
AR, 19) T QARG TR T, 20) 1 dhol PAPAIEL QbskaL H3pH o
2 3] Slste] WRA AR,

3. &N Atdd| A4

20239 2€ 159, AYA= EHS AR 549 2ok dS U 159 gAd
Az7)7|1= 71t 3 7171 A EAEH(CBT-2 2HMY o= gt
AFL R, 6~9F7F AARRE BE=w, P54 W wadH TR0 T o) ghEg

=85 ARE =ttt o] HAE AR77IE /Nt A= 20229 1€5E 787
3709] HolA WIS A6k, B2 off 9ol T EHS e dfe =
71719] Fa43 S PSS AT SSUGAIRAAIG S Al 2RE St
Atk LAl o]olA 109, AoFA ] AnE0] 9g7]|7] FE57HE AHSHIAL
124 1599 g419%717] SHAAFE7E qAIFLE A Eo] 1 2} 20234
181) AFFEMAA, EHS- (2021), EFZ ARAl- (2021), YEE AR~ (2021), 3%

Foll- 2022), -2 A UAGARI)] HIH -5 B L DIAGATA 24 vol
Eﬂo (2022) % 2R



HaZ LY 4E 1017

29 1599 tRg 77712 3715 wokrhisy

4. 24

92) WA AEARS] I dXEART]] ST Tlol=eRlolA] 14
81, TEQe] Zleud A3 skl 9R7]7] 2xEe] S7HA ol Set
oL, mujel o2 FAne A3, 2271719 YAAEEARWE A8 that 7ol
Eekl, o)2717]9) Afo]suel 7H4IAL Thol=etel 52 AL Agstel %
o} 9lg7]7] 2mEge] S7H4IA TolEeele o)g7]7] AmEFlE Fofat,
PAY 5RO TR AN, Yt YA SRS sk, ok o2
A QraT] AL o=r)7]o] Hgshe mutel Aat ol=7)7lo] s e
BEkY Qo] FE/IES AN Blnd ) A AEs)7e] 4AES
(RWE) 280 Thst 7ol =akele el27]7] YAAHY BAE A4ste] Antgdo]
gl 272 £ olwslv)9) AT SEAL AST, 0% WANH Ao
£90] @ Uit AR 715 Hstuat Ak o Uopt oJzs)7] AmE ol
S7HA Fol=Relol A AXE See] AL 712E lR71719) Aol mal
Holo] NS FHekIA 3 ©J2717]9) AolHEet S7HA Fo|=eielE ik
oF Flol=elele B4 HAPARY oJ7s)7] of¥ B, J=s)] SIS 9
QP G4 B, 57 ol% AT BeIA sk BRI mUHY L 1ote]
g4 5o e W £go] B W FAH WHES AT & U Aol
Jeu g gaolzs)7le) ok dAEART)7Y) A4S thely o]
R Tlol=elolold AT B AR, Telw ne o $ag 9wy 2
EgJoo] et Faole by W A0 BEVIES T slolsekelo]
FASHE Ao] Bt ARl Hstol W] ko)t Wastele Het g2,
Fhol=eel Qo AAEE ol27]7] 2EESolo] that 9B FE} o} Erf=
EEEE Qb TR A4 Y)Eat Wl delAE Agust Bast et

Q.

182) AFOJRERIA BEANR(2023.2.15), =W 7iA ft HAGARZT =Y A F55]
¥






bN
M6 anomsie asem x gais wor o cngnizs suo0s

as

ﬁ
2
of






Mi5%

HE | 2i=EH bluE Ao ZorH

JOII

1. 0|29 AIC|Z 77| A HA=H

7} 214171 A1=H A $-9] Hist

U= 9] =AY, 214171 A= AT A FAl 2w )79 Higt A=
A &5 EASEAL A EY =7 7IAEAE "4l mr|v2 A
A 7IEE2 2140171 AZHIA FH7gsiaL Ueh183) 2|3l Silowr|]z2 RS
WA} 5= A7} o] & A5, 60 Hioll & %izéé} = ofal Qlef.i8d) At
Silo=T7|= A e, 770l digt AL AAHAPE 7Hs sl 185)
SHARL 71 2lm717] As7F HHIM 5 AAE Eﬂxﬂ‘*ﬂ‘% A AAE 7172
dEF o7 dSAY|E A2 ofytth Silowr)7|= AS BHEE 71E9] 187t
7|E} AAE SSAACk ettt1s0) A=, FDAZF 20179 9E, AlAl H2= SA%E
A" 277]7]%] reSET> De NovodARE Bofl 517HEQIT).187) 12|11 2018 12
183) 929t w59 F4logr]7] AW 844 71, dAEsA, A 7S TIees
FARSIHIL Brloke RO RE ol 8- 94 A1F 977)7] AT Hlw, BA4Y
AT A2d A3E, 2022, 139
184) 21A17] A=Y Sec. 3051 (d)(D).

185) 214171 &Y Sec. 3051 (o).

186) ZWH 4195 7]71= 71710 @} De Novo, AR A1A1(510(), A1EHA s7HPMA)S] EAk
£ AX

187) Pear Therapeutics &H|°]X|(https://peartherapeutics.com/fda-obtains-fda-clearance-first-
prescription-digital-therapeutic-treat-disease/, 2023.4.3. &F<L).



Al

2 5402
ol 717l ¢

106 HTE7|E UYMAT 74 &f2|5t Hot oI-CX|HX|
4, FDAE 5L YA reSET-O2h= HAEAE7|71E S2Uot%=T,
ar|712 AL v o]F, 510k FAE Eof 149 ¥l 57HE Wglrt.188)
EE, reSET-0F /Ndotaat sk 7192 20179 9Y, AZEo] H-QlE T2
W(Pre-cert Program)©] Fo{d 7|40 2 AAE7|E 513 01L},189) o] L2 ]HO
o7y wds ZRIHOZA o] 7|79 FQlite A T glof Helrh
AREQo] M-QlF 2R FA9T77]7] AHS Sl AlFel ofd 719S Bt
oto] H7et 49 718& 5ok 7IholA AR o AR wiE 5<lgh
ol%, AAESARWEE st olF HASALEHN AZES 0] 977]7] EA4
7 SHel A2 [5ta2A} AJRYE ARio]QIE}. o] ZETIHLE 21417
A& AT A AHARICE FEYL, Ef= SR AHolth AR
S ke HuAE ol HAAT fa4 SHolA o A Y-S A 5
W=s I 8L & 2ZES0] gA9 87t 7I%, 2354 dlolHY] B4
A ZE s WA A= AW BRAE YS|aL Qlrh190 o] Tz 9
BT RS JHT AZE B3l of2A wrgEA= t XA E o o
HQr},
FA, 214171 A=K Sl FAILRT1712 AAE e, 717]of diste] S-AH
AR} Al&7dho] 7Hs St that 22 oliE +E 4= Stk 1) FDASKS] Hisky
AFUACIA AlF : AEAA= FDASE A7 A28 4= Qltk. 2) 21s]7F ZFofA]
FDAZ} 3 Az GAl il 510(), PMA 59 XS 417
DA EAI7E )IoH FDAE Al &
S1&stal, AFAT FH SATAA A
AR AlS: FDAZE A AAE S
ot
AR

LRE =S 3
Al
SAtt. 5) FAFHAILRQMS)ONA =
H T8E St =il

I lo) A

SRS HopRG

o2 Azttt 3) gdtol Bt /AL
@A 2710 Holg 9] YRE 5
/ﬂzﬂe 22401 /\ 01_r,__§ o] ]-q 4) FDA % 1‘:j‘r

Algsto] olof ot TEE W 5=

AARE A Hoh 19D o] A, AEAAL 717 AAE

188) Medical Device Network &H|°|X](https://www.medicaldevice-network.com/news/sandoz-

pear-reset-o-app/, 2023.4.3. FEHLH)

189) Pear Therapeutics <3| X|(https://peartherapeutics.com/pear-therapeutics-selected-part
icipate-fda-precert-pilot/, 2023.4.3.&H<%).

190) FDA, “The Software Precertification(Pre-cert) Pilot Program : Tailored Total Product Lifec

2022 Fx.

ycle Approaches and Key Findings



HoE 2=

o]

A, o 2 U Bl WA Ak Kol BED S 9

o

o]t

:

u} AxEge] 95717 Ao g0 el WA wst

o4 2147] A A o, ok oY) A8zt F1Eat AAte] gle]
87]4 wiske Holl QR AT 21417] AR Ao <8 7o) 9w
Mol WP B AL FEY wolk. 712 Fp&ci 717 HolAE
AmES o7t WAIEo] 91X gkt 2147] AnWe £9) olnlvlE EREA
e ALEY0}S PO 2A oS A2t ALEol 57]7]0] W] 43}
A Hoict E3F BARAE Lo B4t 44 Tt AAT YAAY)
27 oA A A% ANEEARWDE B8] AT 2ATHE £3
QUek.192) T3 o] FHEE 7|22 ofF slol=erlSo] AAHE Folth. @A
AXEFo] 9J77]7]0] B &8 w+ QAN S WA A =77t A Folrk
o}y 2MEQ] A-9l% LTI AAle] 28 olF Az 74 AP e
A grokeh S 9w A, @%91 AR AHE Bato] ofme ALEF ol
gm7179) MR BAS FAHCR PAgonn F4o] AL 74t 3
A W ABAS SRsA 3 Ao el ofFo] AAY LxEgof
o=7)7] WAL o) vigoz AxwEo] o] AkAS Teit FAT A
Eo] =7 27t et

’rl
NHJ

12

2. QR0 ALEYO| 7R Y

2T AIBEI U= FH9 MDRS 2=7]7] 2] 780l AZESoIE AL,
95717 B0l AZEQO}E A5, olE Er= 7RIt oo w=H,
ATE o= A=7 Amr]7|2A AZE o7t AlFshe FEY $85k wet
A= 5FL Class 1, Ila, 1Ib, [NIE FEIIE MDRES obF] A3 %7]2hA o]
22 gte ol BH $Oo= FU 57Fs0] oBA A= B HES Al EA
191) FDA, “Breakthrough Devices Program. Guidance for Industry and Food and Drug Administ

ration Staff’, 2018 ZX.
192) 214171 A& Sec. 3022.

107



108 FHAz7|s AHAT A alst ot AR-CXEXZE SH2=

+ AARE & o= Holny. T8y o] #EA-Y €8, MDR2 EU W =7k

oA ddH FEEE 7HAAL Sl AHAel] WEe AnE o] 1A HER 2 ¥F

RS WE b ARBEEA], &2 AEH e RUEZsk=H ARREEA
o AZEolo] A=E ok, Yl Sl Tt FAI7E olFof A okl
Atk HollA A ALY Fo] tha thEr) AZEolE dBH o= FAFH
Th= HollAl BUQl A4 o] Bt B etstal avbAd 4= glovt, dEE 1149
€ oHleldE 7Ied TEEEd IE #A% disel of#HE kAU ol
SH2 2ZEY 09 Ao S0l T 24 7oA FAIF o= ofd ¥ g5
ALg ool ut g 23S 7PHA] 27

—

3wty
7} AZEQo] 9757]7] Ao+H+A

[} 0| BF 57171 Foste 49 T 2EEYo] 227170 e
4o A4S T3 G AL A DA ey ZHolA] ALK Bt Ak
o= 9o Moz y|49] Mol AXERo]} AA|she ejgin) ujFo] T

T WS BolEth S8 v AZES] 9g87|7|9} H|®T]7|E FEoHH

=3

A o1& FoJsta, FHS dTH o7 ATEY S 7|72 FH5HEA Y=
5o 7=l WE oE ATARE Fttks Aol7t 71 sttt olF A A9l el
gt 7142 Ael7E AR 2ZEgo] 277]7]9] oot e HECIY 7
&8 e Argel 7L Stk Aol F58 2aTt Stk Al 2ZEH 09
S 7ledde] £=8 AT o, ofuet e HotAS = o 8

r
r
N
o~
1o
A
i,
rlo
i)
e Lt
)
lo
fl
fo
-
ri,
i



Ho% 22 109

amEgo] 92779 AT SENS BUSIE 12 129 Jr7)vl%
Tk THE Zio] itk AmESe] 9271719 RS AnEgelsl Aol P
of thel Aok JE B nHsle] Bl W, W F 5 ALEFolo] A8

48R SIS FAsH Mok wast lrk B3 4 faAE 717 7}1‘* !
7(4

el
-
o,
_ﬂ.i
= Jl)“
_ rE
E
rJ
(e
=
ox
(n
i
oX,
e
oix
Qg
rlr
i
L
ro
i)
o,
jg
i
rﬂ
o,
)

u]=29] 2147] X A
RWEE Z8s17] 95t &A 138 F1L T 7to|=aRlE Ak = H, 79

] MDRO] B2z tigt A7olut AH, B2 SAe] 2] Hel| Alssie HH

ol
ko
H1
2
&
O
>.
t:
m
i)
9
1o
do
el
H1
i
-
MT o J
_o|L
ES
fr
uZi
1;
5
i)
Ko

AREQ o] 9g7]7]o] gt Al HHEEA 9 S84 Q14

&EE ZAof Sk EAAFE AR dF
= Ol T 2Ae AutEEs FAFEE 1 U R AASor & AAYH B
o O 39 o]9of| Bioh=s FAA]l ARHE AlFoh] HoiMe FAY
HEAT IS AAISoF ok WHH, AZEQ o] 7|9 WA S w1
HelA= A FAES TE S g dizolth kARt 419 dE A7
FAT AL e £ AL FAY FAES A7IEE ARl AE the
Z7)oHoF & ke Stk Io® E-oka, AZE o] 2=7]7]9] 29} fsie
TES Al BoEA AEA BT diHS ok 92 99| kA
I P R FEE Ao GeA A Aotk ol 7|2E Qw9 b}
FEA diste] thA HAE B |ES 1tk ATEF 0] H-9F T2 T}
2 B AR E vhste] 4143 AlESE F45He Zlo] 354802 A9

S94e AdHoe SEse P Rold

o,



110 FHAR7|E AHAT A alst ot AR-CXEXZE SH2=

R2 | CIXIZRIR (A7) TRIS Yot BEMN 7|2y

Slot 22 wlTHA Horge Telshd, o) WES AnElS ARr)7 MY
o27)7]2 HAIskL A, o127]7] ARmEelt FoiIA] that WE Ao
Rk webd A WEAa ek Suiold ol=r7] AnEdole] te A9
39 42 o271l AMskE Aol e Aog Relth A, 9Jz7]]
ATEGo] /b A4 Fo B FHONA Az717] 2EES ool thete] 21
S BBk Qout, oA AnEele] TAYHES WIR/SYF/ 2k Ao
2 78 $3 9l 40 3T &, o87)7] AxEFlS 4AKoR 18T
% gl HoFROR Byl oldeh. JelT 789 FHe] H A3 349l F39
TAle] T A= vlEeAL ok

—_

Oli

o

39
s

!

ES 9mT]7] AZEO] AT IE Rade BEe & 71
A=2771dH E2 B9 ARl AT A Al A ol A%t Tl
2 =717 £ZE o] 37 AAF 71 =R 9&27]7]9] HARSSARWE) &
off tiek 7tel=atel SollA & 4 ot s 149 T84S 1T o, Holx
AR o] ¥ Aol olE BAlske Aol AEY Aer Helt 53], o] 4
9=7)7] AnEdolo] E4S aleste g I V1SS Aol ddxes
g o7t ok o] B2 71 o] viE w, A ASSER AL Q=
%

UAEAE]Y] P B D ARABAZA 2 Flol=eiele] 4aA 7

=
N
i

ofo

HAloj5717] A4 SR Am BA027]719) Ak
7] 918 whislelet. @717 9 7l%o] @A A18E]
714 Aeld AZke @AskA B3slo] 809l To] oz ARe] WYelT, ol- A

m
rd
=,
>,
&
I
R
%0
rr
= e



RN ASE F THAIZ A9RTE
71717 %71 W @Al sk = AL olE AsHe 719e] dgolA &
Qurg v QY Folth. T AFo] ThlE AlolRT|sW e FolEd

il Al
£ AX7] g&o] ko2 o] A7} ougt mFEE VA1 EXE AF AEEA
okt 4 Qinka Eok Aoyt o] Al # JAIE 55 AlSsHA =UH v,
2 71A] F93 HoA A 74 glo] APH Fog HQIr} 193

geF, AlES] Al&Rt NI AMS-S SAstalt s, A H4lel=r]7]00
gt s7HdAF SElE AlA ez ddstole eE BAsh= Aol o HiZ|sHA]
oF27t et 3 @A) =171 HelA Sl Qe dlRT7IATEY AR
719 AT A=E A4 a8 Aes AAHse »
A ATE 7oA ERAR AlETS

7199] 7158 FASL AZE o) sg7Igo] WS 5 Y Hee P v
]

[e]
(]
r'O

r
o

o,
rlr
paus
)
_|_4
=)

%
ol
A,

5O

i)

tlo
SL
rol
I
‘jﬁ
)
i
rlr

o

193) olol TieiHE gPgolA Asiait.






22

ay
g
re

5 HIA

N 9, rOAY Azs71o) ARE A8, AR, 2022

gre) 2] /1R R, 2020 SHSEF ©)R717] As7E ABA - FAB 8
MBYE,, Vol.3 B, ABIREIAN AEOIREIAHI, 2020.

FLANEAATY, T4 ARAS BF B4 L wA W, 2020,

d
0
o
B
=
M,

i
M

oN
=)
ult)
~~
2
)

& HAEAEAY Ao} 7I&”, AAFEI|A] A49H ABE, 2022.

2, "bAdg X&57]7] /i 5, Bio-economy brief, FrHto] 2 HA|A
TAIE, 2022.

g, “9g5r]7] AYHAI Wk S AGst =AL A W, Hee=S
Al464, 2020.

gref4l, “AQE7|E R Aot R FFIERAE BEE 1F, AAEA A162

3, 2017.

AOR7|EH7IAAS] AR A - 5 Alxete] HuE FHOR"

st A32W A4S, 2021

R, HAE A8A9 As)7t 5, AAFEIA A49H ABE, 2022.

&

1 11y
oft
2
~
o)

ot

SE W B YA

=

FDA, “Developing a Software Precertification Program: A Working Model”, versio



114 HHAR7|s LB Al S2lat Yot AF-UXERZE See=

n.1.0, 2019.

FDA, “FDASIA Health IT Report”, 2014, (https://www.fda.gov/about-fda/cdrh-rep
orts/fdasiahealth-it-report, 2023.3.1. Z&8%)

FDA, “Full Field Digital Mammography System - Class II Special Controls Guidanc
e for Industry and FDA Staff’, 2012.

FDA, “The Software Precertification (Pre-Cert) Pilot Program: Tailored Total Prod
uct Lifecycle Approaches and Key Findings”, 2022.

FDA/FC/ONC, “FDASIA Health IT Report-Proposed Strategy and Recommendatio
ns for a Risk-Based Framework”, 2014.

Fumihito, Takanashi(B4:5 %), “Update on Medical Device and IVD Regulation
in Japan, 2020(https://www.pmda.go.jp/files/000234056.pdf, 2023.2.25.
A5

IMDRF SaMD Working Group, “Software as a Medical Device (SaMD): Key Definiti
ons’, 2013.

IMDRF, “Software as a Medical Device (SaMD): Application of Quality Managemen
t System”, 2015.

IMDRF, “Software as a Medical Device: Possible Framework for Risk Categorizatio
n and Corresponding Considerations”, 2014.

Institute of Medicine, “Medical Devices and the Public’'s Health”, The National
Academies Press, 2010, doi:10.17226/13150.

Institute of Medicine, “Public Health Effectiveness of the FDA 510(k) Clearance
Process’, The National Academies Press, 2011, doi:10.17226/12960.

Medical Device Coordination Group, ‘Guidance on classification of medical devi
ces”, 2021.(https://health.ec.europa.eu/system/files/2021-10/mdcg_202
1-24_en_0.pdf, 2023.3.1. HFHE)

Medical Device Coordination Group, ‘MDCG 2019-11, Guidance on Qualification
and Classification of Software in Regulation (EU) 2017/745 - MDR and
Regulation (BU) 2017/746 — IVDR”, 2019(https://ec.europa.eu/docsroom
/documents/37581/attachments/1/translations/en/renditions/native, 20

23.3.1. 2FHH).



o
=]
O
rat

Medicines and Healthcare products Regulatory Agency, “Digital Technology Asses
sment Criteria (DTAC)"(https://transform.england.nhs.uk/documents/60/
DTAC_version_1.0_FINAL updated_16.04.0dt, 2023.3.1. HZH<L).

EHERE (2012.10.12), “EHED XHEEALR" (https://www.kantei.go.jp/jp/101_kishi
da/actions/202210/12iryoudx.html, 2022.12.30. HSH<L).

HHER(2012.10.12.), “Ef 3 -EEDXOHEEIC HWT7, (https://www.cas.go.ip/jp/
seisaku/iryou_dx_suishin/pdf/siryou3.pdf, 2022.12.30. 58<%)

EHERR(2022.11.24.), “EED X HEEAE", 2022.11.24.(https://www.cas.go.ip/ip/s
eisaku/iryou_dx_suishin/index.html, 2022.12.30. &4 %).

BEENH(2022.2.18.), 105 RIEIRFF MR =0 = CR2E) - 72 s v 7 7 /v v — DR
PORROEFEMEE®EZ S -7, 707 7 AEREROKDBHEE IR T2
T OIS (https://www.jpma.or.jp/information/evaluation/symposium/
rfemr00000000ymw-att/2022_0218_02.pdf, 2023.2.2. F&H%).

BEENH(2022.2.18.), 105 IR MR =0 = CR2E) - 7Y s v 7 7 /vy — DR
PORROEFEREEYFZ2 2 -", “Tur 7 AERERORREE T2
T O (https://www.jpma.or.jp/information/evaluation/symposium/
rfemr00000000ymw-att/2022_0218_02.pdf, 2023.2.3. &EH%).

BAEFBEQ017.12.22.), TEEMEFEACEGENE~ 7 0 — VR % R 2 72
i~ D—EPBETIZ 2V TRFE) (https://www.mhlw.go.jp/file/06-Seisakujo
uhou-10800000-Iseikyoku/0000194059.pdf, 2023.2.4. H&EH<L)

B4 584 (2018.7.23.), “RIEERDFBFAIBRFEME 2 > —2 7 - BR2 REERD
iz BT 2 AR 0 F I >\ T (https://www.mhlw. go.jp/content/106
01000/000337597.pdf, 2022.12.30. HEHZ).

B4 55 f845(2020.11.24.), “DX(Digital Transformation) Action Strategies in Healthc
are for SaMD(Software as a Medical Device)’(https://www.mhlw.go.jp/co
ntent/11124500/000737470.pdf, 2023.2.24. HE3%).

JBA4: 35 18174(2020.3.27.), “55 2 8Ial - R - EEFRMSHEEATS e &R (https://www.k
antei.go.jp/jp/singi/kenkouiryou/suisin/ketteisiryou/dai28/index.html,
2023.2.4. HAFH%).

F4: 55 EE(2021.4.9.), “fER - BEREEMS (https://www.kantei.go.jp/jp/singi/kenkou



116 FHAR7|E AHAT A alst ot AR-CXEXZE SH2=

iryou/suisin/ketteisiryou/kakugi/r030406senryaku.pdf, 2023.3.30. &4
A
).

F4 55 8E(022.12.23.), “REEFESFAIFEREMED > Y — 3 77 (https://www.mhl
w.go.jp/stf/shingi/other-kousei_408914_00001.html, 2022.12.30. &4
A
=).

BAEFE1E(2023.1.17.), “Tur 7 rEBEHEENT — s ~x—2", (https://www.mbhl
w.go.jp/stf/seisakunitsuite/bunya/0000179749_00004.html, 2023.2.5. %
TH4%)

FE4 3R, ‘EFEEE7 v7 7 21250 T (https://www.mhlw.go.jp/stf/seisakunits
uite/bunya/0000179749_00004.html, 2022.3.2. ZEH<%).

SRS A E S - 4 iEEER(Q2021.3.3), “7Rr T anE B SECET AR
7 4 7 (https:/ /www.mhlw.go.jp/content/11120000/000764274.pdf, 202
3.2.3. HSHE).

i
it

Dang, Amit/Arora, Dimple/Rane, Pawan. “Role of Digital Therapeutics and the
Changing Future of Healthcare”, Journal of Family Medicine and Primary
Care Vol. 9, no. 5, 2020.

Katsunori, Masaki/ Hiroki, Tateno/Akihiro, Nomura/Tomoyasu, Muto/Shin, Suzu
ki/Kohta, Satake/Fisuke, Hida/Koichi, Fukunaga. “A Randomized Contro
lled Trial of a Smoking Cessation Smartphone Application with a Carbon
Monoxide Checker”, NPJ Digital Medicine Vol.3 no. 1, 2020.

Kazuomi, Kario/Akihiro, Nomura/Noriko, Harada/Ayako, Okura/Kiyose, Nakaga
wa/Tomoyuki, Tanigawa/Eisuke, Hida. “Efficacy of a Digital Therapeutic
s System in the Management of Essential Hypertension: The HERB-DH1
Pivotal Trial”, European Heart Journal 42, no. 40, 2021.

Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “Digital Therapeutics in Hyperte
nsion: Evidence and Perspectives’, Hypertension Vol. 79 no. 10, 2022.

Kazuomi, Kario/Noriko, Harada/Ayako, Okura. “The First Software as Medical

Device of Evidence-based Hypertension Digital Therapeutics for Clinical



o
=]
O
rat

Practice”, Hypertension Research Vol.45 no. 12, 2022.

Wang, Changwon/Lee, Chungkeun/Shin,hangsik. “Digital therapeutics from benc
h to bedside”, npj Digital Medicine Vol.6 no.38, 2023.

i T PIEROF A FRELTOT Y IV LT 2 —T 1 7 2 (DTODHE,
STI Horizon, Vol.8 no. 2, 2022.

7|Et

AERE D HEXFE

TR (2022.1.10), 2022 AAEF] 43 AFFBAIH TAE DAY AR Al
ZF”(http://www.whosaeng.com/133139, 2023.4.3. FS3%).

oietel=r FAE2]3(2023.2.15), "= A HAEAR7]7] 87F B (htps:/ /ww
w.korea.kr/news/policyBriefingView.do?newsld=156552779, 2023.3.10.
FHFTHE).

HTA 0] E(2022.8.11.), "HAIEA®Al= AAefo] opdUt}, &5 AR Qlulet-- g2
= O 3AIH AleF, (https://medigatenews.com/news/3004105377, 2023.
3.19. FEHH)

AEJFEIAA AR (2022.12.4), “HUA, 92532 HALEA =]
AE3} AW (https://www.mfds.go.kr/brd/m_99/view.do?seq=46880&src
hFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_
itm_seq=0&company_cd=&company_nm=&page=1, 2023.3.30. |ZH<%).

Al EojoREobAA] HEAR(2023.2.15), “EHE A Y5t OAEAE/ 7)Y A
g25)

FANE021.2.22), “A=717] AAF 37F /L F7PHARRY (hetp://www.whosaen
g.com/124875, 2023.3.30. HEHZ).

S Ho]A]

CureApp EH0|Z], “About CureApp, History (https://cureapp.co.jp/en/overview.
html, 2023.3.10. FFHL).



118 FHAR7|s AHAT A alst ot AR-CXEXZE SH2=

CureAppHT ZH|0|X], “CureApp HT & 3" (https://cureapp.co.jp/productsite/html
/. 2023.2.4. HTHEH).

CureAppSC SH|0|%|, “BiERk", (https://sc.cureapp.com/d/about/, 2023.2.4. %]
£44)

Digital Therapeutics Alliance SH|°]A], “Understanding DTx — What is a DTx?",
2023(https://dtxalliance.org/understanding-dtx/what-is-a-dtx/, 2023.1.
9. HFHH).

FDA &H|0]A], “21st Century Cures Act’(https://www.fda.gov/regulatory-informat
ion/selected-amendments-fdc-act/21st-century-cures-act, 2022.12.30.
FFHE).

FDA &H|0]X], “Breakthrough Devices Program”(https://www.fda.gov/medical-de
vices/how-study-and-market-your-device/breakthrough-devices-progr
am, 2022.12.30. FFH%H).

FDA &H|0]X], “Clinical Decision Support Software-Guidance for Industry and
Food and Drug Administration Staff”, 2022(https://www.fda.gov/media/1
09618/download, 2023.3.1. HFH%).

FDA &H|0]X], “FDA Digital Health Innovation Action Plan’(https://www.fda.gov/
media/106331/download, 2022.12.30. FEH<L).

FDA €90]X], “Food and Drug Administration Safety and Innovation Act (FDASI
A)’(https://www.fda.gov/regulatory-information/selected-amendments-f
dc-act/food-and-drug-administration-safety-and-innovation-act-fdasi
a, 2022.12.30. HFHEH).

FDA EH|0]|A], “General Wellness: Policy for Low Risk Devices-Guidance for Indus
try and Food and Drug Administration Staff’, 2019(https://www.fda.gov/
media/90652/download, 2023.3.1. F&H%).

FDA E#0]X|, “Global Approach to Software as a Medical Device”(https://www.fd
a.gov/medical-devices/software-medical-device-samd/global-approach
-software-medical-device, 2023.3.10. FZH%).

FDA &#|0]A], “Policy for Device Software Functions and Mobile Medical Applicat

ions-Guidance for Industry and Food and Drug Administration Staff”,



o
=]
O
rat

2022(https://www.fda.gov/media/80958/download, 2023.3.1. ZH<%).

FDA EH|0]A], “Reclassification’(https://www.fda.gov/about-fda/cdrh-transpare
ncy/reclassification, 2022.12.30. &<,

FDA &3|0]A|, “Digital Health Software Precertification (Pre-Cert) Program: Partic
ipate in the Test Plan”(https://wayback.archive-it.org/7993/2020122211
0638/http://www.fda.gov/medical-devices/digital-health-software-prec
ertification-pre-cert-program/digital-health-software-precertification-
pre-cert-program-participate-test-plan, 2022.12.30. ZZ38%).

IMDRF €H|0]|Z], “About IMDRF’(https://www.imdrf.org/about, 2022.12.30. &
4.

Medical Device Network &3°]A|(https://www.medicaldevice-network.com/new
s/sandoz-pear-reset-o-app/, 2023.4.3. FEHE).

NICE &H|0]X], “Evidence standards framework for digital health technologies”,
2022(https://www.nice.org.uk/corporate/ecd7, 2023.3.1. HZHL).

Pear Therapeutics ZH|0|X|(https://peartherapeutics.com/fda-obtains-fda-clear
ance-first-prescription-digital-therapeutic-treat-disease/, 2023.4.3. %
FHH.

2455 EE S0l A], “E 3T A (https://www.mhlw.go.jp/stf/seisakunitsui
te/bunya/kenkou_iryou/iyakuhin/, 2023.2.3. F&3d%).






Abstract =

The Rationalization of Regulations for Advanced Medical
Technology Clinical Research
- Focusing on Digital Therapeutics

Min Young, Choi - Eun Kyung, Choi * Seung Min, Nam

This study was conducted with the aim of deriving the basis for legislative
and institutional improvement measures appropriate for the current Digital
Therapeutics Technology. Based on this research purpose, through literature
research and expert advisory, we focused on how Korea's regulations regarding
Digital Therapeutics can be appropriately changed.

At first, Chapter II examines the concept and type of Digital Therapeutics and
current status of clinical research conducted in Korea. Subsequently, Chapter
IIT analyzed Digital Therapeutics related Policies and Laws in the United States,
the EU, and Japan. In Chapter IV and V, we reviewed Korea's law and systems
related to Digital Therapeutics and presented basic policy directions for drawing
up a plan.

In conclusion, the suggested policy directions are as follows. First of all, Korea
law specifies software as a‘medical device'under the Medical Device Act("9]&7]7]
1), but there is no legal provision for what medical device software is. Therefore,
in terms of clarity and consistency of regulations, it seems reasonable to establish
a substantial definition of ' medical device software’in the Medical Device Industry
Promotion and Innovative Medical Device Support Act("]&7]7] AF4H ). Next,

it is proposed to establish a standard for determining the safety and clinical
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effectiveness of medical device software in the Medical Device Industry Promotion
and Innovative Medical Device Support Act or the Enforcement Decree. Finally,
to promote the rapid development and sale of the products, it would be more
desirable to find a way to systematically realize the special permission review
cases already stipulated in the law rather than to finish the examination of

innovative medical devices as soon as possible.
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