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This research aims to develop the analysis tool using machine learning technologies to generate
and evaluate valid safety signals from clinical trial data and real world data.

In the first year of the research project, we obtained the electronic medical database provided MDV
including more than 20 million patients for two years and applied association analysis into the
database.

The analysis machine showed a comparable positive predictive value when the adverse reaction
sections of package inserts are referenced at the PMDA website.

In the next step, improvement of the analysis machine and development of pattern recognition
algorithm is planned after obtaining clinical trial data.
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This research aims to develop the analysis tool using machine learning technologies to generate and evaluate valid safety signals from
clinical trial data and real world data.

In the first year of the research project, we obtained the electronic medical database provided MDV including more than 20 million
patients for two years and applied association analysis into the database.

The analysis machine showed a comparable positive predictive value when the adverse reaction sections of package inserts are
referenced at the PMDA website.

In the next step, improvement of the analysis machine and development of pattern recognition algorithm is planned after obtaining
clinical trial data.
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