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Abstract

Bacterial Endotoxins Test (BET) prescribed in the Japanese Pharmacopoeia (JP) was
harmonized with the U.S. Pharmacopeia (USP) and the European Pharmacopoeia (Ph.Eur.).
Advances in science and technology have provided BET to perform high-precision
measurements of endotoxins using recombinant reagents. USP provided guidelines for
recombinant factor C (rFC) a non-animal-derived reagent critical to development of vaccines
and other sterile pharmaceutical products in May of 2020. Ph.Eur. published new general

chapters on test for bacterial endotoxins using recombinant factor Cin July of 2020. Today’s



presentation is an overview of the JP18’s general information on bacterial endotoxins test and

alternative methods using recombinant protein-reagents for endotoxin assay in June of 2021.



