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Survey on Management of Authorised Person in
Domestic Pharmaceutical Firms

CHUNG-HAO LIN, CHI-WEN HSIEH, YING-HUA CHEN, LAN-HUI CHIH
AND MING-SHIN LEE

Division of Quality Compliance and Management, TFDA

ABSTRACT

To safeguard public use of medicinal products, Taiwan Food and Drug Administration (TFDA)
proactively integrated GMP management policy into international standard. As the participating authority
of the Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/
S) since 2013, TFDA has kept renewing GMP related regulations with reference to the PIC/S GMP
guide. In recent years, with the innovation of quality concept, many countries promote the practice of
Authorised Person (AP) for the purpose of ensuring each production batch of medicinal products has
been manufactured, controlled and released in compliance with the requirements of national laws and
Marketing Authorisation. In order to discuss quality system and current situation of AP in pharmaceutical
manufacturers, this study gathered information from the international practice and conducted
questionnaire survey on educational background, pharmaceutical qualification and current department
of the AP in domestic pharmaceutical manufacturers. The results from the survey of 2019 showed
that pharmaceutical manufacturers all had appointed more than one AP, which 38.1% of them were
pharmacist, and the number increased year after year. TFDA would stipulate appropriate management

system according to international trend and survey results.

Key words: authorised person (AP), good manufacturing practice (GMP)



