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An Analysis of the Common Findings in GMP
Inspections by Foreign Regulatory Authorities

WEI-YU HUANG, YU-CHUN LIANG, CHI-WEN HSIEH,
YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA, MOHW

ABSTRACT

Drugs can be used to cure diseases, however, they can cause serious impact on life if the
manufacturing processes are not well controlled. Recently, there have been reports regarding incidents
of defective drugs due to failure to follow the Good Manufacturing Practice (GMP). To safeguard the
quality and safety of drugs, routine inspections and for-case inspections are continuously conducted by
the Competent Authorities to ensure that all drugs on the market are produced in accordance with the
GMP standards. This study analyzed the common findings and the top ten critical findings in domestic
and foreign GMP inspections of the Food and Drug Administration of US, the Medicines and Healthcare
Products Regulatory Agency of UK, the Health Products Regulatory Authority of Ireland, and the
Therapeutic Goods Administration of Australia. The results showed that the common findings are mainly
related to the pharmaceutical quality system, and the critical findings are mainly on “failure in the
implementation of the pharmaceutical quality system”,” missing of investigation in the root causes or
implementation of the appropriate corrective and preventive measures of deviations, product defects and
complaints”,” failure in the implementation of the procedures for product release “ and etc. This study
serves as a reference for Taiwan Food and Drug Administration to understand the common findings of on-
site inspections on the manufacturers worldwide. It also serves as a training material for the manufacturers
for self-improvement to produce high-quality drugs, and therefore to ensure drug safety for the general
public.

Key words: Good Manufacturing Practice (GMP), Pharmaceutical Quality system (PQS)



