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Evaluation of the Quality of TFDA-Accredited Food,
Medicinal Products and Cosmetics Laboratories

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

Division of Risk Management, TFDA

ABSTRACT

In order to verify the quality of TFDA-accredited food, medicinal products and cosmetics
laboratories, TFDA performs in situ inspections based on international standard ISO/IEC 17025: 2005
yearly. This study reviewed in situ inspection non-conformance reports (NCRs), and categorized them
according to ISO/IEC 17025: 2005. As of the end of 2017, 87 food laboratories (1,131 test items) and 37
medicinal products and cosmetic testing laboratories (372 test items) were accredited. Four hundred and
fifty in situ inspections were performed over three years, with an increase in the number of inspections
each year. Out of a total of 2,780 NCRs reported. 165 NCRs were related to “Control of records”
(Session 4.13), followed by 139 NCRs to “Document control” (Session 4.3), concerning “Management
requirements” (Chapter 4). As to technical requirements (Chapter 5), 1,073 NCRs were related to “Test
and calibration methods and method validation” (Session 5.4), followed by 644 NCRs to “Assuring
the quality of test and calibration results” (Session 5.9). All the NCRs were subsequently corrected by
the laboratories. The results of the inspections serve to enhance the supervision and management of the
accredited laboratories, as well as provide them as references to continuously improve the quality of their

works.

Key words: food, medicinal product and cosmetic, laboratory accreditation, ISO/IEC 17025:
2005, inspection



