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Current and Future Issues Regarding Active Pharmaceutical Ingredients
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Summary : A symposium entitled, “Quality Assurance for Drug Substances for Generic Medicines” was held at the 13th
Congress of the Japanese Society of Generic and Biosimilar Medicines, with the aim of identifying problems regarding
active pharmaceutical ingredients, in response to a growing number of cases involving problems with the quality of drug
substances. Following a summary of the lectures in the symposium, this paper presents outlines of the drug master file,
regulations on drug substance quality, recent problems concerning drug substances, and dependence on overseas sources
of drug substances, as selected from among the issues discussed in each lecture, with the aim of identifying issues related
to the supply of active pharmaceutical ingredients, along with an exploration of actions to be taken in the future.

Key words : active pharmaceutical ingredient, N-nitrosodimethylamine, offshore procurement, environmental
regulation, double sourcing
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