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Role and Regulatory Status of Digital Therapeutics
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Abstract

Digital therapeutics have emerged as a new treatment method due to ICT advancements, offering evidence-based interventions
for disease prevention and treatment. The Ministry of Food and Drug Safety (MFDS) has proactively supported the development
and approval of digital therapeutics by publishing guidelines since August 2020. This has led to the approval of various products
aimed at improving conditions such as insomnia. However, there are still barriers to entry and a need for improvements in the
reimbursement system. Digital therapeutics represent a promising technology that can be directly used by patients. Monitoring
clinical efficacy and expanding accessibility are crucial for creating a sustainable ecosystem. The government should improve
regulatory frameworks to help domestic companies compete globally.
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Fig. 1. Global digital therapeutics market size and outlook.
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Fig. 2. Domestic digital therapeutics market size and outlook.

S gAY A8717)17h wEA] BhAe] 158 4 e
A=A S5 Aoz AL A5 717] A= B/38HA]
7l dl B E5& L Yok 7 Qlo) 54 DiGA
o 2023\ 64 23 7|Eo 2 FAE AEF-S F S3HAE
AR 7HE R AFS F ATH@T S5 AlE 187), 715
A& 29700k J 555 AlF 1871] 2|4 E+= Table 1}
dom, 4178 AT o AF
=&tk

HAd 218717] 4H39] ofsiE thHslr] sl 201749 A
A= A v]edg] AF3A ]9l DTA (Digital Therapeutics
Alliance)2] 241 Zw|o]x|(dtxalliance.org)<] Product
libraryol = 7 Uelol 4 AFSE1E 2% HAd 18717]
%oﬂ EH%]- AH A = o] ou]— =5E zﬂJ« ]_—r olom=a xl—

A
g Qlek UHL FDA% 20179 99 °f= AR ol :@Lz}
%

Sol g i HsH: 3

L EIH A F TeSET& —47\

e

NI mlm
oo o

TeSET-O'S 20201—401] %L% ]E",ﬂol Somrys
SIick H714-471h b AR gulel 28
7t iz} obd Az Ege] Hejrte 2
% QLSS S17Hek Aleleln & 4 glck
b= FDAR o]k tAd 2|5 7]7]¢}
Al FEoll tieh A4 BAUES AL WiEs
318 F1 HES BIAA g E
SEA v el 2 5E Algst
of that Q] 5212 B85 sk
o] nl=9] HAE A5717] ZFobE Al

U2 ool 11% o
AN

[
i

i)
ok
o of
ol
o

my
flo
i
N

i)

ok
o = @

-

2
o

17

o

|
N

=
~
[
T

of Iot
b
=
i

[
N
N R |

v rr
FE _\"l"l_‘ Wi

)

S

\S)

w

o
ol
kY

o
i
i)
[



Annals of CardioPulmonary Rehabilitation 2024:4(2):44-48

SHIEl : CINE X 27)719] At 51t pig

) =]

g okt A 31%, JeF Ado] 29.6%, THdEe A7t AloFA] o] 5{7FE e 4719 YR A8 717] AlF B
25%, FlolE] 47 2 H490] 14.4%5 XHAI51aL Sl =717 FRHALBI AES Sol HolR e o
AA- G/ HrtAa A [HE 3] €419)8 7% 10. 13, 25.
N 2602 A v} itk 4719] 517bE AF F 452 57t
2) 3l o A= ST— Lol )
& A< EasyBreath = S ol AH8HE AlFe = A
U= ol HAE 257170l thet 4telE §/435H oFxjo| A S171eE ARG AL THwal dw A el A A, HY,
el A= A S AEH o2 sl a1 Jlom, A= 71E & 71 S o A ARV et IS tie
A 22717 7HQIF) Aot AR/ SBHEACIRS] R EEAG BULS S0l Batel QAL E SH AL 5
©), BUSA Vel WAE BUL WDV SR FEU S AUS B2 ke ansgololrt B AE
B7F A=S F-50to] 71E 390U 9] AL 7I7HE 8098 ¢ S8R Y S A EH6E B A E e R
F5E WAL ERE 90 Folch Hef s0%o] AL Al 7] 5o FAALE B4 L2 BaolA Bk
el ©|2717] s7tek e 2500] Held YARAGRA & Bl TSIk A Ak YANBAL 518 ke
TANECA)S] SA10|2716%7t 5o IS AReE Y UxE ME/71E 2024 1Y 71F 8070.2, 417 4lat
71&0) o240l 717 AEE AT S Holck oo AF S0l WA, TEAY D AL Rofol = o
Table 1. DiGA Permanent Registration List
Brand name Indication Period of use
deprexis Depressive disorder 90 days
elevida Multiple sclerosis 90 days
HeoolBetter Diabetes und Depression Type 1/2 DM and depressive disorder 90 days
HelloBetter Panik Agoraphobia 12 weeks
HelloBetter Stress und Burnout Stress and Burnout 11 weeks
Invitro-Die Therapie gegen Angst Agoraphobia, social phoba, panid disorder 90 days
Kaia Ruckenschmerzen-Ruckentraining fur Zuhause Back pain 90 days
Kalmeda Tinnitus 90 days
Kranus Edera Erectile dysfunction 12 weeks
Mindable : Panikstorung und Agoraphobie Panic disorder and agoraphobia 90 days
Selfapys Online-Kurs bei Generalisierter Angststorung Generalized anxiety disorder 90 days
somino Sleep onset and sleep maintenance disorder 90 days
velibra Adults anxiety disorder 90 days
Vivira Juyemle, adult, and unspecified osteochondrosis of the 90 days
spine
vorvida Mental and behavioral disorders due to alcohol: 90 davs
Harumful use, and dependence syndrome Y
zanadio Obesity 3 - 12 months
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Conducting a Functional Analysis
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Fig. 3. Substance use disorder treatment app, reSET.
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