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Adsle] 20261 13129 @8] 5ol ols Ao AgdAd’ g <& 1>
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(ko] wint @)
CAGR
(2021-2026)

d5d 2019 2020 2021 2023 2026

L] 1,069.8 1,615.7 2,379.5 4575.7 9,592.4 32.2%
4 320.9 4776 693.1 1,295.3 2,605.2 30.3%
OLA|lO
}#] t 107.0 155.7 2209 394.7 7422 27.4%
£l 33
7]}
= 30.6 43.6 60.5 103.8 183.3 24.8%
=
A A 1,528.3 2,292.5 3,354.1 6,369.5 13,123.1 31.49%

Z %] Markets and Markets(2021)
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CAGR
TE 2019 2020 2021 2023 2026
(2021-2026)

3= 234.0 358.0 532.4 1,034.6 2,124.9 31.9%
=324 A
?—;_ oHO 204.2 313.2 468.6 930.5 2,050.1 34.3%

o

= 175.6 251.9 352.5 612.4 1,113.9 25.9%
T 557

A 5 166.2 244.0 349.5 636.0 1,236.7 28.8%

== 4% 133.5 197.6 285.4 5279 1,050.6 29.8%

AE A3 107.2 161.0 235.8 4487 929.8 31.6%

FEA R 77.1 112.3 159.5 285.5 542.3 27.7%

A3 Aol 64.0 94.9 1375 255.8 513.4 30.1%

e
0]
E. 51.2 74.0 104.4 184.4 343.1 26.9%

OF XL 2o
"']E il 19.1 271 376 63.9 112.8 24.6%

9=
71 37.8 53.4 73.6 123.9 215.3 24.0%
jlg.j&a . . . . . . (0]
A A 1,269.8 1,8875 2,736.6 5,103.6 10,233.0 30.2%

Z %] Markets and Markets(2021)
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Abstract

Improvement of domestic regulation based on analysis
of global regulations for digital therapeutics

Lee Han ]Ji

Department of medical device engineering and management

The Graduate School, Yonsei University

(Directed by Professor Sung Uk Kuh, Won Seuk Jang)

In line with the global scale distribution of smartphones, the
platform for digital therapeutics has been well established. Also, the
global digital therapeutics market i1s showing rapid growth due to
the high cost-effectiveness of digital therapeutics mainly in North
America and Europe, in accordance with the heightened burden of
medical expenses brought on by the rising occurrence of chronic
diseases.

This study aims to establish improvements on regulations to let
domestic digital therapeutics be swiftly introduced to the digital
therapeutics market in accordance with the rapid growth of said
market. We compared and analyzed the data gained from our
research on the introduction of digital therapeutics to the relevant

markets of major countries (United States, Germany, and the United

_8"_



Kingdom) and the method for creation of a clinical basis. In the
aforementioned nations, it was confirmed that digital therapeutics
which was approved were covered by insurance, and that provision
of clinical evidence was mandatory during the approval process.
Also, the safety and wvalidity of the corresponding device was
verified by securing a period in which evidence can be prepared
when there were little clinical evidence available.

In conclusion, we identified the need to establish improvements on
regulations for the introduction of domestic digital therapeutics by
means of comparison and analysis of the current status and surveys
of major countries, and deduced an improvement plan of said
regulation. To 1improve the regulations of domestic digital
therapeutics, (tentatively named) the ‘Health Technology Assessment
for Digital Therapeutics’ was suggested, which is a conjunction of
the Innovative medical Technology Assessment and the designation

of innovative medical devices which makes use of existing systems.

Key Words : Digital Therapeutics, Innovative medical device,
Innovative medical Technology Assessment,

Regulation, Reimbursement
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