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Overview Analysis of Good Clinical Practice
Inspection

SHAO-CHEN CHEN, TING-YA CHANG, MEI-CHEN HUANG, YI-CHU LIN,
JO-FENG CHI AND CHIEN-LIANG LIN

Division of Medicinal Products, TFDA, MOHW

ABSTRACT

Good Clinical Practice (GCP) inspection refers to the on-site inspections conducted by health
authorities to verify the quality of clinical trials implementation. During the inspection, inspectors
are dispatched to verify source data, records, investigational products, trial personnel, facilities, and
equipment to ensure that clinical trials are conducted in compliance with applicable regulations and
ethical standards. This study reviewed the GCP inspection results from 2022 to 2024, by summarizing

LR I3

common deficiencies in three main areas: “subject data,” “computerized data and information systems,”
and “management and handling of investigational products.” The findings serve as a reference for the
Taiwan Food and Drug Administration, as well as for personnel involved in clinical trials to continuously

improve and enhance the quality and standards of clinical trials.

Key words: Good Clinical Practice (GCP), GCP inspection





