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Software system for pharmaceutical safety reports in XML- Enhancement of retrieval functions
based on data model -

OKAWAMOTO AKIHIRO1)OKADA MIHOKO1)TAMAI KYOKO2)UCHIDA MASAHIRO2)
KOIDE DAISUKE3)KAIHARA SHIGEKOTO4)

Graduate School of Medical Professions, Kawasaki University of Medical Welfare, Okayama,
Japanl)

Department of Pharmacy, Kawasaki Medical School Hospital, Okayama, Japan2)

Graduate School of Medicine, University of Tokyo, Tokyo,Japan3)

Postgraduate School, International University of Health and Welfare, Tochigi,Japan4)

Abstract: A software system to facilitate creation, transfer, accumulation, and retrieval of
pharmaceutical safety reports is presented. The system has been developed based on ICH standards.
Also, the tree-structured view based on ER model as well as an implementation of edit function
enable end users to view or create safety information. Additionally, the input assisting and search
functions that uses MedDRA/J which is ICH's international chemical terminology, enable prompt
and accurate handlings in accordance with the needs of field site. This system is aimed to assist
effective usage and creation of report on adverse drug reaction at medical facilities.

Keywords: pharmaceutical safety reporting, SGML DTD, ICH guidelines, MedDRA/J
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