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| Emerging Digital Therapeutics and Its Implications

ABSTRACT

Interest in digital therapeutics (DTx) is growing with the increasing need
for effective treatment delivered through technologies and data. DTx
are different from digital healthcare in that using DTx require clinical
evidence and diagnosis. Europe and the US are promoting DTx through
policy support and improving related systems. And global insurers are
extending collaborations and partnerships with DTx companies to bolster
their digital healthcare strategies. In this regard, the Korean insurance
industry should consider securing quality data through DTx and investing
in domestic and foreign DTx.

Digital Therapeutics (DTx)") are high—quality software, such as Al, VR, AR, games,
mobile applications, and wearable devices, that provides patients with evidence-based
therapeutic interventions to prevent, manage, or treat diseases or medical disorders.
DTx are different from digital healthcare in that using DTx require clinical evidence
and diagnosis. Typically, DTx have been used in treating diseases such as anxiety,
depression, diabetes, musculoskeletal disorder, and drug addiction. Also, DTx are
now widely used in dealing with stroke, tumors, eye disease, behavioral disorders,
digestive trouble, chronic disease, and more.

1) Since the term ‘digital therapeutics’ can be deemed as medicines such as pills and injections, which can be
confusing, the Ministry of Food and Drug Safety uses the term ‘digital treatment device’ instead (Digital Treatment
Device Approval Review Guidelines, 2020). However, digital therapeutics prevent, manage, or treat diseases like
pharmaceuticals and go through permission and approval procedures. Thus, following the opinion that using the term
‘therapeutics’ is fine, this article uses digital therapeutics.
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As DTx have been approved in Europe and the US, some insurers have begun to
cover the medical expenses for DTx. For example, US insurers, Highmark and
SelectHealth, decided to offer coverage for nine DTx products, and the German
government accredited eight DTx products for being covered by public insurance. In
the UK, three devices are eligible for insurance coverage. And in Japan one DTx
product obtained medical device regulatory approval. Furthermore, global insurers —
such as AXA, CVS Health, United Health Group, Cigna, and AVIVA - have extended
collaborations and partnerships with DTx companies to offer better healthcare
services within their digital healthcare ecosystem. For such development in the DTx
industry, favorable assessment of DTx's effects and marketability as well as policy
support and improvement in related systems played crucial roles. Specifically, the
government’s policy support and regulatory flexibility were the keys to helping DTx
settle in the market more quickly. In Korea, on the other hand, the understandings
and development of DTx are in the early stage. However, the approval guidelines for
DTx recently provided by the Ministry of Food and Drug Safety are expected to
catalyze the growth of the Korean DTx market.

As consumers’ need for digital healthcare changes from general wellness to specific
disease treatment, the importance of DTx will grow. Dtx will accumulate a vast
amount of data, given the virtuous cycle structure of DTx, where more data improve
their effects, leading to more user activities and then eliciting more data. Therefore,
as the insurance industry can link the data collected by DTx to various new
business plans, comprehending and utilizing DTx is crucial in gathering consumer
usage data. Also, as part of the insurance industry’s strategy to expand to the
digital healthcare market, it should scrutinize the Korean and global DTx trends and
make partnerships with or invest in DTx companies. In the longer term, insurers
should consider covering prescription DTx in line with DTx’s development and
approval progress in Korea.

Jaehee Son, Research Fellow
jaehee.son@kiri.or.kr
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