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Survey on the Applications for Addition or Change of
the Source of Active Pharmaceutical Ingredients of
the Imported Drug Products in 2020 and 2021

MEI-LING CHAN, MEI-CHEN HUANG, YI-CHU LIN, MING-MEI WU,
JO-FENG CHI AND CHIEN-LIANG LIN

Division of Medicinal Products, TFDA

ABSTRACT

China and India, the global main sources of active pharmaceutical ingredients (API), announced
policies that enacted a lockdown or restricted medicine exports due to the outbreak of the COVID-19
pandemic, which caused a panic caused by the drug shortage in the global drug supply chain. This study
investigated a total of 237 applications for the addition or change of the sources of API of imported drug
products in Taiwan from 2020 to 2021. The result showed that the current API manufacturers out of
13% and 14% of the applications are located in China and India, respectively. Moreover, the site of the
highest number of cases involving the addition or change of the source of API is China (40%), followed
by the second-highest ones from India (8%). Consequently, China and India are the main countries for the
applications of the addition or change of the API sources of imported drug products in Taiwan in the 2020
to 2021, regardless of COVID pandemic. Besides, the required documents, concerning “comparison and
evaluation of the finished preparations according to the characteristics of the dosage forms”, according
to the regulations in the article 49-1 of Regulations for Registration of Medicinal Products, provided by
applicants were not consistent while 63%, the highest proportion, applicants provided the certificates
of analysis with currently approved and proposed API manufacturers and 13% applications provided a
dissolution test of drug products. Therefore, it could be considered to revise the related regulation in the
future to provide a more precise basis.

Key words: the source of active pharmaceutical ingredient, drug supply chain, COVID-19



