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藥物不良反應工作小組藥物安全警訊通告 96.04.
Bevacizumab (Avastin®)引起之藥物不良反應
    FDA於2007年4月21日發佈藥物安全警訊，癌症治療的單株抗體- bevacizumab (Avastin®)，可能會造成氣管與食道間瘺管(tracheoesophageal fistula)的藥物不良反應。在一些臨床試驗中發現，肺癌或是食道癌的病人使用Avastin®，不論是否有合併使用放射線療法，皆有產生氣管與食道間瘺管(tracheoesophageal fistula)的案例報告發生。
    Avastin®並未被FDA核准用於小細胞肺癌的治療上。在過去的使用上，使用Avastin®治療直腸結腸癌或是其他類型的癌症時，也曾經發生腸胃道瘺管的副作用，故Genenteche公司計劃在Avastin®包裝上加註警語，提醒醫療人員注意此項嚴重的藥物不良反應。
    本院2006/11/01~2006/12/31共有35位病人使用Avastin®，並沒有使用在小細胞肺癌的病人。本院使用Avastin®的病人中並無相關之藥物不良反應(ADR)通報案件，不過還須請各臨床科醫師審慎觀察。
[Posted 04/21/2007] Genentech and FDA notified healthcare professionals of important new safety information regarding tracheoesophageal (TE) fistula formation in a recent clinical study in patients with limited-stage small cell lung cancer (SCLC). This multicenter, non-randomized, single-arm phase II clinical trial study combined chemotherapy and radiation plus Avastin. There have been two confirmed serious adverse events of TE fistula (one fatal) reported in the first 29 patients enrolled in this study. A third, fatal event (upper aerodigestive tract hemorrhage and death of unknown cause), was also reported, in which TE fistula was suspected but not confirmed. All three events occurred during the Avastin maintenance phase of the study in the context of persistent esophagitis. Additionally, six other cases of TE fistula have also been reported in other lung and esophageal cancer studies using Avastin and chemotherapy alone or with concurrent radiation treatment. 

Avastin is not approved for the treatment of SCLC. The current prescribing information includes a description of gastrointestinal tract fistula formation in patients with colorectal cancer and other types of cancer treated with Avastin. Genentech intends to revise the Avastin package insert to include more detailed information regarding the incidence of all cases of fistula in patients treated with Avastin.
更多資訊請參考：http://www.fda.gov/medwatch/safety/2007/safety07.htm#Avastin
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