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The Present Situation of the API Industry and Issues Concerning Stable Supply

=H #E5.  YosHIHIRO TOMITA
& SRR A A TR A 1%

Summary : Recent trends in pharmaceutical market globalization and medical cost optimization have drawn public
attention to the quality assurance and stable supply of pharmaceutical products. Demands for quality assurance and a
stable supply of generic drugs and their active ingredients have increased in particular as generic drugs are becoming
major players in healthcare, with a penetration rate that has almost reached 80%. However, the spread of the COVID-19
infection is posing an increasing threat to the stable supply of pharmaceutical products since its outbreak. As president of
the Japan Bulk Pharmaceutical Manufacturers Association (JBPMA), I would like to broadly present my views regarding
quality assurance and stable supply in the present situation of the manufacture and import of APIs, as well as GMP issues.
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Geographical location of EDQM inspections 2006-2018
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Fig. 5 The distribution of outcomes of EDQM inspections is given in the following chart
(EDQM inspections and trends of deficiencies Overview 2006 to 2018 »* 5 5|H)
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