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This is an Open Access article distributed under the terms of the Creative Com-
mons Attribution Non-Commercial License (https://creativecommons.org/licens-
es/by-nc/4.0) which permits unrestricted non-commercial use, distribution, and
reproduction in any medium, provided the original work is properly cited.

Insomnia is a prevalent sleep disorder characterized by difficulties in falling asleep, frequent awakenings, or
waking up too early. These disturbances adversely affect patients health. Although numerous insomnia
treatment guidelines recommend cognitive behavioral therapy for insomnia (CBT-I) as the primary treat-
ment approach, its clinical effectiveness has been hampered because of challenges such as insurance con-
cerns, limited healthcare accessibility, inadequate compensation for providers, and a shortage of specialists.
To address these limitations, CBT-I should be implemented as a digital therapeutic modality. International-
ly, products such as Somryst, Sleepio, CBT-I Coach, Night Owl-Sleep Coach, and Minddistrict have been
utilized. In South Korea, emerging digital therapeutic devices such as Somzz and PilLow Rx are also being
introduced. In this review, we explored the current status of digital therapeutic modalities for insomnia in
both international and domestic markets, aiming to provide insights into the future prospects in the realm
of insomnia treatment in the modern digital healthcare era.
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Assessment of Eligibility for
Digital Therapeutic Devices

v

1) Is it a software
medical device?

2) Is it applied to patients
for the purpose of preventing,
managing, or treating diseases?

3) Is there scientific (clinical)
evidence for the therapeutic
mechanism of action?

Cho JW et al.

1) Digital therapeutic devices are software installed on
general-purpose hardware such as PCs, mobile devices, and
HMDs (Head Mounted Displays).

2) Target Disease: International Classification of Diseases,
Korean Standard Classification of Diseases

3) Types of Scientific (Clinical) Evidence for Mechanism of
Action (Selectable)
- Clinical Practice Guidelines (CPG) recognized by the
Korean Medical Association and others
- Clinical papers published in peer-reviewed journals
through expert review

- Exploratory, investigator-initiated clinical trial data

[ Applicable to digital therapeutic devices j [ Not applicable to digital therapeutic devices ]

Figure 1. Criteria and procedure for determining the eligibility of digital therapeutic devices as stipulated by the Ministry of Food and Drug
Safety (FDS) of the Republic of Korea. Extracted from the FDS guidelines.™
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Coach®] i0S HA-& 20134 5¥9l, Android H#-& 20134
9ol 747} ZAIE L, AREL = BEHT} AR5k
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86
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AH54]) dCBT ZRIYO R 85(56Y) ZRIHO R 74
go] ok o A W&, A 2, 41 Agh o]k &
2, A A= 59 CBT-1 8.4

S W 2703) Fof| et A 2

of, A A x7lo] FojAH =3 AHA
Aljo] ¥HAIO) = A7|7F QlaL W Jgo] AhbEw 4
WA 23 8 Y AHEE oot

Night Owl-Sleep Coach®] tgt &4 LA 1= Sleep
2018 Conference (American Academy of Sleep Medicine
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