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Through industry-academia collaborations conducted with system vendors, ePRO

systems were implemented in 26 Investigator-initiated clinical trials, 24 observational studies, 14

interventional studies, 8 randomized controlled trials, and 5 registry studies. By disease area, 17

studies in psychiatry, where subjects® subjective data are particularly important, five in breast
surgery, three in hematology, two in women®s surgery, oncology, pediatrics, and urology have been
completed, implemented, or continued utilizing ePRO data. In this study, the development of
documentation related to CSV and Software Development Lifecycle led to an increase in the utilized
of ePRO in investigator-initiated clinical research.
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