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藥物不良反應工作小組藥物安全警訊通告 96.03.
Linezolid安全警訊

FDA最近分析一上市後臨床研究，發現患者因導尿管引起之血液感染或導尿部位之感染而使用linezolid抗生素製劑時，相較於vancomycin、oxacillin或dicloxacillin等抗生素製劑有較高之致死率，同時強調FDA未核准該藥品用於治療因裝置導管（catheter）引起的併發性菌血症、導管部位（catheter-site）感染，或革蘭氏陰性菌感染症，倘若患者疑似革蘭氏陰性菌感染，應立即給於適當的治療。 
本院商品名為Zyvox ®
FDA notified healthcare professionals of new emerging safety concerns about Zyvox (linezolid) from a recent clinical study. This open-label, randomized trial compared linezolid to vancomycin, oxacillin, or dicloxacillin in the treatment of seriously ill patients with intravascular catheter-related bloodstream infections including those with catheter-site infections. Patients treated with linezolid had a higher chance of death than did patients treated with any comparator antibiotic, and the chance of death was related to the type of organism causing the infection. Patients with Gram positive infections had no difference in mortality according to their antibiotic treatment. In contrast, mortality was higher in patients treated with linezolid who were infected with Gram negative organisms alone, with both Gram positive and Gram negative organisms, or who had no infection when they entered the study.

Linezolid is not approved for the treatment of catheter-related bloodstream infections, catheter-site infections, or for the treatment of infections caused by Gram negative bacteria. If infection with Gram negative bacteria is known or suspected, appropriate therapy should be started immediately.
更多資訊請參考: http://www.fda.gov/medwatch/safety/2007/safety07.htm
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