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The Questionnaire Survey for Understanding Current Situation of
Specified Clinical Research Based on the Clinical Trials Act
at Fukushima Medical University Hospital
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ABSTRACT

The Clinical Trials Act was enforced in 2018. At that time, an operating system was newly
constructed at Fukushima Medical University Hospital, in order to properly carry clinical stud-
ies in compliance with the law. However, investigators in our hospital seemed to get confused
because managements based on the study plans were different for each study, and there were
many complicated procedures required by the new law. Therefore, flexible support and corre-
spondence were needed.

We carried out a questionnaire survey for all 19 principal investigators (PIs) who were
conducting clinical studies according to the Clinical Trials Act in order to understand the cur-
rent situation regarding implementation of their studies. This survey included desired duration
until the approval of necessary documents by secretariats, burden on required paperwork asso-
ciated with the law regulations, and acquisition of related funds for the studies that were
already being conducted.

In total, 17 of the 19 PIs completed the survey (89.5%). The actual lengths for the final
approvals of necessary documents were between 2 and 3 weeks, with which many PIs were sat-
isfied. Approximately 80% of the PIs thought the required paperwork was troublesome. Fur-
thermore, around 70% of the studies conducted in our hospital according to the Clinical Trials
Act were unfunded. This may be one of the factors that reduce the motivation of researchers.
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In conclusion, the results of our survey revealed the necessity for further reduction of the
amount of required paperwork as well as the need for additional funds in order for researchers
to actively conduct clinical research according to the Clinical Trials Act.

(Jpn Pharmacol Ther 2022 ; 50 suppl 2 : s166-71)
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