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藥物不良反應工作小組藥物安全警訊通告 97.03.
Botox可能產生呼吸失調和死亡之藥物不良反應
美國食品藥物管理局(FDA)於2007年2月7日發佈警訊，是關於病人使用botulinum toxins types A and B產生系統性的不良反應，包括呼吸失調和死亡。

這些不良反應可能和肉毒桿菌毒素於注射部位擴散至全身引起中毒反應有關，其中大多是發生在小孩用於治療腦性麻痺伴隨四肢麻痺。
FDA未核准botulinum toxins用於腦性麻痺伴隨四肢麻痺，因此美國FDA建議應加強此類藥品之警語標示。
台灣行政院衛生署(DOH)於2008年01月25日發佈警訊，因有時注射肉毒桿菌毒素部位可能靠近食道，引起肌肉麻痺及吞嚥困難，因而可能引起食物誤入呼吸道及肺部，引起吸入性肺炎。
目前衛生署共接獲14例不良反應通報，常見之不良反應包括胸悶、尿滯留等，其中並無死亡案例。
衛生署呼籲醫師使用肉毒桿菌毒素藥品時，應謹慎評估其用藥之風險與效益，避免不必要之使用，以降低不良反應之發生。
院內品項為Botulinum toxin Type A (Botox®)。

[Posted 02/07/2008] FDA issued an early communication about an ongoing safety review regarding Botox and Botox Cosmetic. FDA has received reports of systemic adverse reactions including respiratory compromise and death following the use of botulinum toxins types A and B for both FDA-approved and unapproved uses. The reactions reported are suggestive of botulism, which occurs when botulinum toxin spreads in the body beyond the site where it was injected. The most serious cases had outcomes that included hospitalization and death, and occurred mostly in children treated for cerebral palsy-associated limb spasticity. Use of botulinum toxins for treatment of limb spasticity (severe arm and leg muscle spasms) in children or adults is not an approved use in the U.S. See the FDA's "Early Communication about an Ongoing Safety Review" for Agency recommendations and additional information for healthcare professionals.
更多資訊請參考: 
1. http://drug.doh.gov.tw/bulletin_cnt.php?PHPSESSID=6afklffqqteuq136p3o6lai4b3&Pact=bulletin&id=262
2. http://www.fda.gov/medwatch/safety/2008/safety08.htm#botox
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