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(I FE) Ideal sharing of information to improve the quality of spontaneous reporting

of adverse drug reaction by healthcare providers
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The purpose of this research plan is to promote the proper use of drugs by enhancing the
quality and quantity of adverse drug reaction reports through the promotion of adverse drug
reaction information collaboration among pharmaceutical professionals and the improvement of
the quality of adverse drug reaction reports. The data from the Japan Hospital Pharmaceutical
Association’ s “FY2020 Survey of the Current Status of Hospital Pharmacy Departments” and a
survey of insurance pharmacies belonging to Turuha Holdings, Inc. revealed the current state
of affairs, including the lack of progress in establishing an ICT-based system for sharing
information necessary for monitoring adverse drug reactions. In the survey on the current
status of education on adverse drug reaction reporting in medical and pharmaceutical
faculties, we surveyed medical and pharmaceutical faculties in Japan, summarized the points
to be considered for the implementation of medical and pharmaceutical education that
contributes to the promotion and quality improvement of adverse drug reaction reporting, and
incorporated them into the draft guidelines. Overseas trends in adverse drug reaction
education, information collaboration among pharmaceutical professionals in adverse drug
reaction reporting, and adverse drug reaction monitoring systems were surveyed from websites
and literature of regulatory authorities and medical institutions, etc., and compared with
Japan, and good examples from overseas were used as reference for drafting the draft
guidelines. We evaluated the quality of spontaneous reports of adverse drug reactions
included in JADER by two methods, and found that many reports lacked information on the time
from drug use to the onset of adverse drug reactions (Time—to—Onset). We developed a tool for
providing information to patients for monitoring adverse drug reactions using RMPs and other
tools, and discussed issues to be solved when the tool is actually used in pharmacies. Based
on the results of these studies, we compiled the “Draft Guidelines for High—Quality Adverse

Reaction Reporting”.



