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藥物不良反應工作小組藥物安全警訊通告 96.02.
紅血球生成刺激劑Erythropoiesis Stimulating Agents (ESAs)
安全警訊

FDA於2007年2月16日發出警訊，公佈紅血球生成刺激劑Erythropoiesis Stimulating Agents (ESAs)， 使用在未接受化學療法之癌症貧血病人的大型臨床實驗結果。在此實驗中，接受Aranesp的病人，死亡率較高且與安慰劑組相較需要輸血的比例並沒有減少。Aranesp 的實驗結果可能適用於其他的 ESAs。另外，實驗結果顯示使用在未接受化學療法之癌症貧血病人， ESAs 可能沒有任何好處甚至會引起嚴重的傷害。本院ESAs商品名為Aranesp(，Recormon(。
FDA notified healthcare professionals of the results from a large clinical trial evaluating use of an erythropoiesis-stimulating agent (ESA) to treat anemia in cancer patients not receiving chemotherapy. In this study, patients received either Aranesp, an ESA, according to the approved dosing regimen or placebo. Patients treated with Aranesp had a higher death rate and no reduction in the need for transfusions compared to those treated with placebo. The findings in the Aranesp study may apply to other ESAs. Additionally, the findings show that treating anemic cancer patients not currently on chemotherapy with an ESA may offer no benefit and may cause serious harm.
更多資訊請參考: http://www.fda.gov/medwatch/safety/2007/safety07.htm#ESA
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