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I. Abstract Body (up to 250 words)

Medical devices are divided into two categories, which are disposable and non-disposable. These medical devices are usually sterile by the manufacturer and hospital, respectively. However, sterile products do not mean they are safe to use and may cause post-surgery infection due to other contamination that cannot be removed by the sterilization process. For an instant, endotoxin is being released by dead and disintegrated gram-negative bacteria after the sterilization process. Endotoxin is a pyrogen that highly associated with sepsis infection, which has no direct cure and biomarker. According to the European EN 455-3 standard, an upper limit of 20 endotoxin unit (EU) per device has been set for a medical device to be classified as non-pyrogenic where an insufficient toxin is available to induce fever or inflammation. Medical device manufacturers play an important role in supporting infection control by setting up a stringent manufacturing environment to produce non-pyrogenic medical devices or medical devices with low endotoxin content (<20 EU/device).
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