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In 2018, an Independent Data Monitoring Committee and Data Center were set
up for this randomized controlled trial. The trial protocol was completed and the principal
investigators selected a strategic information platform. In addition, an Electric Data Capture for
this study was constructed. An ethical review of the protocol for this study was submitted to the
Saitama Medical University Ethics Review Board. The protocol was approved by the Institutional
Review Board. In 2019, enrollment of patients who meet the eligibility criteria for this study
began. However, from April 2020, it was decided to suspend clinical trial registration as a
countermeasure against the COVID-19. In March 2021, the target number of registrations was 100,
while the number of re?istrations for this study was 37. Therefore, the extension of registration
for this study was applied to the Institutional Review Board, and the extension of registration for
this study was approved.
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