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DCT-related regulations in foreign countries

Regulatory authorities in Switzerland and Denmark have issued guidance document on DCT
respectively. In May 2023, The US Food and Drug Administration issued a draft guidance on DCT
for pharmaceuticals and medical devices, which outlines specific points to note, such as the
submission of study plans including information on satellite facilities for inspections, the impact of
remote assessment and access to subjects, as well as clarification of the responsibilities of those

involved.

Studies on the implementation status of DCT in Japan and overseas

We obtained information on the implementation status of DCT from Clin.Trials.gov,, a global clinical
trial database, and Japan’s database, JapicCRI and JCRT, with key words related to DCT. A
significant increase in the number of DCTs are recognized along with the COVID-19 pandemic both
in overseas and Japan. Though the target diseases areas are similar, the use of digital tools such as
wearable devices are less in Japan compared to overseas. (Sato T., et al., BMJ Open 9 e074334(2023)
doi: 10.1136/bmjopen-2023-074334)

We conducted interviews with personnel from several pharmaceutical and medical devices
industries and CRO regarding the status of DCT implementation in Europe and the United States.
We are currently preparing manuscripts for publication.

We also conducted questionnaire surveys on among staff involved in conical trials at medical
institutions in Japan. It was confirmed that interest and awareness of DCT has increased since
COVID-19 pandemic, but the number of respondents who have actually been in charge of DCT was
limited. While it is expected that Direct to Patient, transportation of investigational drugs to
patient’s home, will reduce the burden on clinical trial personnel, issues such as concerns about
medication instructions and the burden of contract with delivery c9ompanies were also defined.
(Sato et al, Regulatory Science of Medical Products 14, 35-52 (2024))

Research trends related to IoMT and IoHT

A citation network analysis of scientific literature was used to investigate research and development
trends for IoMT and IoHT related technologies. Online medical care, remote monitoring using
wearable devices, physical activity tracking and VR therapy were identified as the top IoMT and IoHT
technologies used. These technologies were related to fields such as psychology, orthopedics and
neurology. (SatoT., et al, Frontiers in Medicine, 9, 903188 (2022) doi: 10.3389/fmed.2022.903188)

Issues regarding the implementation of DCT in Japan
Based on above and discussions with stakeholders including those who involved in investigational
drug transportation and home nursing, we summarized the issues regarding the implementation of

DCT in Japan: the development of systems at medical institutions, the establishment of relevant
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regulations including the use of home medical care, and the improvement of IT literacy among those

involved in clinical trials and patient subjects.



