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It is anticipated that marketing authorization holders will be challenged in collecting information on incidents
of adverse drug reactions or suspected adverse drug reactions in future due to the widespread use of generics
and increase in home healthcare. Therefore, instead of relying solely on reports of adverse drug reaction, etc.
from marketing authorization holders, it will be desirable that all healthcare professionals appropriately
understand and utilize this system.

In the study on strategies to leverage adverse drug reaction information from medical and
pharmaceutical providers to enhance the safety in drug development, we conducted that the evaluation of the
methods for the assessment of adverse drug reaction, criteria for the adverse drug reactions whom healthcare
professionals should submit to the regulatory agency in foreign countries, the evaluation of the applicability of
a risk management plan (RMP) for the criteria for the adverse drug reactions whom healthcare professionals
should submit, the evaluation of adverse drug reaction reporting based on the drug event monitoring (DEM)
by the Japan Pharmaceutical Association and the Japanese Adverse Drug Event Report database (JADER) by
the Pharmaceuticals and Medical Device Agency in Japan (PMDA), the evaluation of the generalizability
regarding criteria for the spontaneous adverse drug reaction report submitted by healthcare professionals, the
proposal and assessment of the procedure for collecting, evaluating, and reporting adverse drug reaction by
healthcare professionals, meetings among the study members. Then, we proposed ‘the classification of adverse
drug reaction based on the severity and the seriousness’, ‘the criteria for the adverse drug reactions whom
healthcare professionals should submit to the regulatory agency in Japan’, and ‘the guideline for the procedure
regarding collecting, evaluating, and reporting adverse drug reaction by healthcare professionals’ based on
study results and discussion among the study members.

Because we proposed which cases should be reported by healthcare professionals in the present study,
the number of adverse drug reaction reporting submitted by healthcare professionals would be increased. The
aim of the present study is to promote the appropriate use of medication based on the improvement of the
quality of adverse drug reaction reports from healthcare professionals in addition to increasing the number of

reports submitted by healthcare professionals.



