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Development of central monitoring method to improve clinical trial efficiency
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We developed an effective DM methodology to achieve a hybrid type of on-site
and central monitoring, with data management managers (CDMs) intervening in the monitoring
operations. The reliability of the data to be checked by central monitoring was confirmed, but the
conditions and environment of the measurements were critical. More important than confirming the
collected data was the process of setting up a research plan and collection items, and collecting
data using a unified measurement method and the same interpretation. Setting up collection items and
collection data using data standards and collecting data using established measurement methods

would make monitoring and DM more efficient and contribute to improving the reliability of clinical
research.
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