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藥物不良反應工作小組藥物安全警訊通告 96.02.
口服輪狀病毒疫苗造成腸套疊之不良事件

FDA於2007年2月13日發出警訊，有28例使用口服輪狀病毒疫苗(商品名為RotaTeq()後發生腸套疊的事件。腸套疊若發生腸子阻塞或扭轉可能非常嚴重，甚至威脅生命。由於此藥於去年才經FDA核准上市，目前FDA正嚴密觀察此藥造成腸套疊或其它嚴重不良反應的發生。

本院使用的口服輪狀病毒疫苗為Rotarix®，研究結果發現與placebo相比，發生腸套疊沒有顯著的差異，所以尚不能證實Rotarix®與腸套疊的關係。醫療人員若懷疑腸套疊或其它嚴重不良反應的發生可能與使用口服輪狀病毒疫苗有關，應立即通報ADR。醫療人員請衛教家長若家中小孩有發生胃痛、嘔吐、腹瀉、血便、腸蠕動改變等現象，應立即通知醫師，以評估腸套疊發生的可能性。

FDA issued a Public Health Notification to inform health care providers and consumers about 28 post-marketing reports of intussusception following administration of Rotavirus, Live, Oral, Pentavalent vaccine (RotaTeq). Intussusception is a serious and potentially life-threatening condition that occurs when the intestine gets blocked or twisted. 

Because vaccine adverse events are not always reported to FDA, there may be additional cases of intussusception following vaccination of which we are unaware. This information is important in helping FDA and CDC assess whether RotaTeq may be associated with an increased risk of intussusception and, if so, to what degree. Healthcare professionals and others are encouraged to report any cases of intussusception or other serious events that may be associated with the use of RotaTeq to the Vaccine Adverse Event Reporting System (VAERS). Parents should contact their child’s doctor immediately if the child has stomach pain, vomiting, diarrhea, blood in their stool or change in their bowel movements, as these may be signs of intussusception.


更多資訊請參考:http://www.fda.gov/medwatch/safety/2007/safety07.htm#RotaTeq
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