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Evaluation of the Quality of TFDA-Accredited
Non-Clinical GLP Testing Facilities in 2014-2016

PO-SEN WANG, TSAI-LUEN LUE, CHIH-PING HUNG, SHU-FEN WANG
AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

In 2014-2016, fifteen TFDA-accredited non-clinical Good Laboratory Practice (GLP) testing
facilities underwent in situ inspections to validate the quality of their work. In total, 24 in situ inspections
were performed over the three years, with an increase in the number of inspections each year. A total of
176 non-conformance reports (NCR) were obtained. The most frequent NCRs were related to Chapter 7
“Protocol and Conduct of a Nonclinical Laboratory Study” (49 NCRs), followed by Chapter 5 “Testing
Facilities Operation” (36 NCRs). The inspectors also found 34, 25 and 25 NCRs in Chapter 2 “System
Management and Personnel”, Chapter 4 “Equipment” and Chapter 8 “Record and Final Report”,
respectively. All the NCRs were subsequently corrected by the testing facilities and no serious violation of
the GLP or fraudulent data was observed, indicating that the accredited facilities met a certain standard of
quality. The results of the inspections serve to enhance the supervision and management of the accredited
testing facilities, as well as provide them with references to continuously improve the quality of their
work.

Key words: non-clinical good laboratory practice, inspection



