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This research project aimed to enhance the quality of adverse drug reaction (ADR) reporting by healthcare
professionals in Japan.
Development and Implementation of ADR Screening Tools: Screening tools were designed to assist
pharmacists in detecting ADRs during medication counseling. Implementation was carried out in four
prefectures (Kagoshima, Okayama, Kanagawa, and Kochi), with each region selecting target drugs based
on local needs. Participating pharmacists used the tools during routine services, and feedback on
feasibility and utility was collected. The project demonstrated that tailored tools could be integrated into
daily pharmacy workflows to enhance ADR detection.
Guideline Feasibility and Development: The research refined a draft guideline initially proposed in 2021,
extracting 27 candidate statements related to reporting standards, quality, tools, information sharing,
education, and institutional responsibilities. Through working group discussions and five expert panel
meetings, these were revised to 23 key statements. The Delphi method was used to gather feedback from
major professional organizations. Over 70% of respondents agreed on the importance of all statements,
leading to final revisions and the creation of an official guidance document.
Educational Outreach and Awareness-Raising: The study held annual seminars, reaching over 300
participants in later years. Themes included the significance of ADR reporting, electronic submission
benefits, and the difference between the safety reporting and relief systems. Materials such as posters and
newsletters were produced in collaboration with the Ministry of Health and distributed widely. These
efforts were designed to improve literacy and promote engagement with Japan’s post-marketing
surveillance system.
Monitoring of System Awareness and Practice: Ongoing surveys conducted with hospital and community
pharmacists revealed increasing institutional support for ADR reporting. For instance, the percentage of
hospitals with centralized ADR departments rose from 32.2% in 2015 to 57.2% in 2024. Awareness of the
safety reporting system among community pharmacists also improved, although actual submission rates
remained modest.
Collection and Dissemination of Good Practices: The project held annual webinars to share effective
practices in ADR evaluation and reporting. Presentations from hospitals and universities emphasized the
role of internal monitoring systems and early detection measures. These sessions allowed for cross-
institutional learning and encouraged standardization of high-quality reporting practices.
Monitoring Report Quality Using JADER and vigiGrade: Using data from Japan’s national ADR database
(JADER), the study applied the vigiGrade scoring system to assess the quality of submitted reports. A
positive trend was observed, particularly for vaccine-related ADRs. A comparative analysis between
patient-submitted and professional reports from 2019 to 2024 identified differences in case types,
demographics, and drug classes. The COVID-19 pandemic significantly influenced reporting trends, a
finding now submitted for academic publication.
Significance: This multi-year initiative successfully integrated guideline development, practical
implementation, education, and data analysis to improve the quality and reliability of ADR reports in
Japan. The resulting guidance document provides a practical framework for healthcare professionals and
institutions to ensure timely and accurate reporting, thereby strengthening the national

pharmacovigilance infrastructure and ultimately contributing to better patient safety.
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