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Responsibilities of monitoring in clinical trials by GCP ordinance: a view on
monitoring from practical experience as a clinical development participant

Takashi Nishikawa

Trustee, Tokyo University of Pharmacy and Life Science, 1439-1 Horinouchi, Hachioji, Tokyo 192-0392, J apan

According to the Good Clinical Practice (GCP) ordinance enacted in April 1998, an important
responsibility of pharmaceutical institutions is to monitor new drugs based on direct access to source
documents. Too few pharmaceutical companies and institutions currently have coordinators stationed for
clinical trials, however, and the monitors are not sufficiently qualified to process clinical trials as defined

by the GCP ordinance, essentially rendering monitoring in effective. To mak:

e extensively improve clinical

trials and obtain reliable results, monitoring must be accurate.



