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A Review of Changes in Pharmaceutical GMP and the Effectiveness of
its Checking Function
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Summary : While pharmaceutical companies are responsible for providing a supply of high-quality drugs in a stable
manner, in recent years, cases of supply instability have continued to occur, for reasons such as product recalls of
prescription drugs.

In this paper, the author reviews the effectiveness and problems of the checking function of GMP, based on deficiencies
in manufacturing control and quality control that could actually occur at drug manufacturing sites, as well as the causes of
recall cases, while considering the backgrounds of, and trends in rules and regulations concerning pharmaceutical GMP.
While the checking function in GMP is properly effective for errors of omission, such as errors and misunderstandings
in operation and testing, as well as for quality defects in products, it is not very effective for fraud, such as deliberate
falsification and fabrication of records. Thus, it is also necessary to provide a checking function from a viewpoint that
differs from existing GMP.
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