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We conducted following studies (D-®) with Prof. Mitsukazu Koichi (Japanese Society of Hospital
Pharmacists, JSHP), Prof. Kenji Kihira (JSHP), Prof. Fumito Tsuchiya (JSHP), and Associate Prof.
Taku Obara (Tohoku University Hospital) to clarify the actual use of ADR Reporting System and to
promote ADR Reporting System among Japanese pharmacists and medical institutions.

(@D Questionnaire survey regarding actual use of ADR Reporting System among pharmacists
A survey was conducted on 45007 pharmacists who are members of the JSHP. Of 3845 valid

respondents, the overall percentage of pharmacists who did not understand the ADR Reporting
System and the percentage of pharmacists who did not have experience of submitting reports from
their institutions was 23.1% and 57.6%, respectively. A total of 39.9% of respondents stated that
they did not submit reports from their institutions because “the relationship between the drug and
ADR was unclear”. Results of this survey revealed that ensuring awareness and clarification of the
definition of cases for which reporting by the system is requested, by clarifying that cases can also
be reportable from medical institutions under the system when the causal relationship between the
use of the drug and the ADR or suspected ADR is unclear, for example.

@ Provision of Information regarding ADR Reporting System and Case Studies

Based on our study results, information on details of ADR Reporting System including the
definition of cases for which reporting by the system is requested and developed cases were provided
by a presentation in meetings or journals.

@ Exploring for the method to find ADRs in Tohoku University Hospital

Several databases (incident reports, pharmacists’ intervention reports, and inquiries to drug
information section) in Tohoku University Hospital were useful to find more ADRs independently
from spontaneous ADR reports.

@ Questionnaire survey regarding actual use of ADR Reporting System at medical institutions

A survey using a questionnaire on collecting/managing ADR information in the hospital was

conducted among a total of 167 pharmacy departments in medical institutions. Of 124 facilities, 62
facilities were aware of in-hospital occurrence of ADRs subject to reporting based on the ADR
Reporting System (facilities aware of ADR). The percentage of facilities aware of ADR was higher
among facilities that have a specific department that centrally controls information of ADRs
(control department) and facilities that have established specific procedures for collecting
information on ADRs. Fifty four of the 62 facilities aware of ADR or approximately 40% of the
analysis set reported ADRs as medical institutions (reporting facilities). Among the reporting
facilities, the percentage of those with the control department or specific procedure was high. As a
method to collect/manage in-hospital ADR information within medical institutions, having a control
department or establishing specific procedures may lead to the effective understanding of ADRs
within medical institutions as well as promote reporting based on the ADR Reporting System.

® Evaluation of the Usability for Japanese Adverse Drug Event Report database (JADER)

Limitations of the JADER (ex. case that infusion reaction was reported weeks after taking
anticancer drugs was included in the database) and difference of the data quality among reporters

were clarified.
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