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Background: Digital therapeutics, evidence-based software applications, offer preventive measures for various
diseases and enhance healthcare accessibility and change. This article explores the current status and future
trajectory of these devices.

Current Concepts: Digital therapeutics prioritize a patient-centered approach. Historically, healthcare relied
heavily on prescribed treatments during hospital visits. However, these devices provide objective data on
patient symptoms through real-time digital monitoring. They also foster advancements in biotechnology and
information technology, leading to improved patient care through technologies like artificial intelligence and
virtual reality apps. Rigorous clinical trials are crucial for these devices, and integrating digital technology is proving
increasingly efficient, particularly for decentralized clinical trials. Despite initial promise, challenges abound.
While an international leader in this sector gained U.S. Food and Drug Administration approval, it recently filed
for bankruptcy. Similarly, companies employing gaming techniques for attention deficit hyperactivity disorder
treatment experienced lackluster performance. In Korea, the domestic digital therapeutics ecosystem stagnates
with limited new approvals. High dropout rates and low user engagement remain major hurdles. Addressing
these issues requires a design focused on user experience and motivation.

Discussion and Conclusion: Digital therapeutic devices, coupled with digital monitoring, are poised to
revolutionize healthcare into a patient-centered ecosystem. Establishing this ecosystem demands collaboration
among patients, medical professionals, developers, and regulatory agencies. Continuous regulatory innovation,
such as shortening the medical device evaluation process from 390 days to 80 days, is vital for progress.
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Qualification as DTx

@ Is it a SaMD

@ Is it used for prevention,
management or treatment
of a medical condition

@ Does it have
evidence-based
mechanism of action?

Y
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@ DTx is mounted on PC, mobile devices, HMD, or misc. commercially

available hardware

@ Target Medical Condition: International Classification of Diseases, Korea

Standard Classification of Disease

® Types of clinical evidence to support DTx mechanism of action (select):

- Clinical practice guideline, etc. recognized by the Korean
Academy of Medical Sciences

- Clinical article published in peer-reviewed journals

- Investigation, materials from researcher’s clinical trial

Applicable to DTx Not applicable to DTx

Figure 1. Evaluation process of digital therapeutics. DT, digital therapeutics; SaMD, software as medical device; HMD, head mounted display.
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