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A Study on the Implementation of GDP on Medicinal
Products in Taiwan

CHI CHUNG, KO-WEI LEE, CHI-WEN HSIEH AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

To ensure the quality of medicinal products during storage and transportation after leaving the
manufacturing plants and strengthen the management of the entire supply chain, many countries have
implemented Good Distribution Practice (GDP) guidelines. On 16" July 2015, the Ministry of Health and
Welfare (MOHW) announced the “Guide to Good Manufacturing Practice (GMP) for Medicinal Products
(Part III: Distribution)”. Subsequently, the “Implementation Items and Schedule of the Guide to Good
Manufacturing Practice for Medicinal Products (Part III: Distribution)” was announced on 18" February,
2016. The Taiwan Food and Drug Administration (TFDA) started conducting GDP inspections since 1*
July, 2016 to establish a complete supply chain management of medicinal products and ensure the quality
and safety of medicinal products. In this study, we discussed the planning of the promotion of GDP and
analyzed the current GDP inspection status. From the survey results, it was observed that most companies
are aware that the government is promoting the implementation of GDP for medicinal products and
show positive support. However, their knowledge of the GDP and quality system is weak. Therefore, the
authority should continue to hold training courses to assist and strengthen their knowledge and operational
work.

Key words: good distribution practice (GDP)





