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Over five years have passed since the implementation of the Risk Management Plan (RMP) system in
Japan. To enhance the effectiveness of this system, we need to take a balance of the improvement of each risk
management activity and the burden on related parties, healthcare professionals, pharmaceutical companies,
and patients, in conducting such activities. Against this background, this research project investigated the
issues on the RMP system in Japan aimed for its improved implementation focusing on (1) optimization of
risk minimization measures through their prioritization and evaluation of the effectiveness, (2) visualization
and standardization of routine pharmacovigilance activities, and (3) enhancement of utilization of RMP and
related documents for risk minimization among healthcare professionals.

As for the optimization of risk minimization activities based on the RMP, first, we collected information on
the recent efforts by the regulators and related parties in Europe and the US (e.g. EMA, FDA, CIOMS) as
well as related domestic and international literature. Next, we evaluated the effectiveness of additional risk
minimization measures, information materials for specific products, in terms of delivery/receipt and
understanding of the material, and implementation of countermeasures according to the material. Cross-
product review of information materials for risk minimization with the aim of improving the recognition and
use by healthcare professionals was also conducted.

For the improvement of pharmacovigilance based on the RMP, we focused on spontaneous reports of
suspected adverse reactions, on which less attention was paid in previous studies, forming the basis of routine
pharmacovigilance activities. Actual situation and challenges in terms of procedure in spontaneous reporting
within pharmaceutical companies and medical institutions were investigated through hearing and
questionnaire surveys. With the aim of improving and visualizing routine pharmacovigilance activities, a
draft document describing the basic concept of signal management in Japan was prepared by reference to
the view and the implementation status in Europe and the US.

Based on the study results for the above issues, through discussion among the researchers and with other
relevant parties, a proposed measure toward the improved implementation of RMP system in Japan was

prepared.



