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HOW TO IMPLEMENT CLINICAL RESEARCH MONITORING
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Abstract —— In clinical studies with the invasive intervention, it is necessary to monitor for quality
assurance research according to the guidelines for human research. One of the present problems is that
only a few researchers can perform monitoring due to the lack of experience. We obtained opportunities
to monitor some clinical studies conducted in anesthesiology; we were able to carry out risk-based moni-
toring in collaboration with the principal investigator. In clinical research, it is not only the science that
is significant, but also the ethical and safety viewpoints are very important. Thus, we checked informed
consent, data, randomization and serious adverse effects in the monitoring. Further, we recommended
the use of a worksheet to avert lack of data. We performed the monitoring immediately after entry of
the first subject, at the entry of half of the subjects and after the end of the study of the final subject.
Between the monitor and the principal investigator, consistently good communication was established,
which led to not only education of the monitor but also it provided know-how for the principal investiga-
tor regarding monitoring. We would like to contribute to quality assurance by using monitoring as one
support for clinical studies.

Key words: clinical research, monitoring, research assist, education for monitor
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