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Endotoxin and the Quality Control of Medicine

Ken-ichi Tanamoto

In gram negative bacterial infection, endotoxin is thought to play a principal role in severe

pathogenic changes such as hypotension, shock, disseminated intravascular coagulation and multiple

organ failure. In the field of quality control of medicine, endotoxin is known as “pyrogen” and it is an

important issue to prevent the contamination especially for the injection.

Since endotoxin is derived from widely existing bacteria in the environment, contamination occurs

easily. In addition, the elimination or inactivation of the toxin is difficult because the toxin survives as a

quite stable substance even if the bacteria are sterilized.

This review outlines the properties of endotoxin both chemically and biologically, and the quality

control of medicine, detection method and measures against the contamination of endotoxin are

discussed on the basis of accumulated scientific knowledge of endotoxin.
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