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Creation of study design and evaluation method for Phase I clinical trials in
the development of new infectious disease vaccines
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The purpose of this study is to create a new trial design for Phase 1|
studies of infectious disease prevention vaccines. Literature on Phase I trials, especially focused
on the prevention of SARS-CoV-2 infection, was reviewed. The majority of the vaccines were of new
modalities; however, they were developed very rapidly because they had been tested for other
viruses. Since prophylactic vaccines are administered to healthy volunteers, toxicity evaluation is
stringent, and guidance from the U.S. FDA is typically followed. We analyzed the results of clinical

trials and identified the frequent occurrence of decreased hemoglobin, hypernatremia, and
hypokalemia, subsequently developing modifications for the evaluation of these parameters.
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Umbilical cord-derived MSCs therapy for steroid-resistant acute GVHD (Phase I).
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