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Current trends and future perspectives of JP standards for biologics
Akiko Ishii-Watabe, Hiroko Shibata

Biologics in JP includes biological products produced by genetical recombination and cell culture
technologies as well as products produced from biological raw materials. In 18" JP, general
information of “A basic concept of the quality assurance on biotechnological products” will be listed,
where the establishment of control strategy based on quality risk management concept is described.
In addition, as a new category for JP, preparation of a “general monograph” for monoclonal
antibodies is planned. In this presentation, contribution of JP for ensuring the quality of biologics

will be discussed.



