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試驗偏差及不遵從計畫自我檢核表
Protocol Violation/Deviation/Non-Compliance Self-Check List

	IRB編號
IRB-TPEVGH No.
	
	通報序號
Notification number
	第__________次

	· 計畫主持人/試驗委託者發現試驗計畫未依照本委員會審查通過之計畫書執行或未遵循國內/國際人體試驗相關法規時，須於計畫主持人得知日起15個工作日內主動填寫通報試驗偏差及不遵從計畫通報表向本委員會通報。Where identifying any protocol deviation from approved protocols or any noncompliance with domestic/international human trial regulations, the principal investigator or sponsor shall fill out a Notification of protocol Violation/Deviation/Non-Compliance voluntarily within 15 working days from the date when PI knows and report to IRB.

	所通報問題/事件結果(可複選)Outcome of the problem/event(check all that apply)
□受試(檢、訪)者並未因所通報問題/事件受不良影響Participant was not adversely affected by the problem/event
□危及生命Resulted in life threatening
□延長住院Resulted in prolonged hospitalization
□暫時失能Resulted in permanent disability
□自動復原Resolved spontaneously
□經處理或治療後復原Resolved with treatment
□停止提供受試(檢、訪)者研究介入Participant discontinued study intervention
□受試(檢、訪)者退出研究Participant withdraw from the study
□死亡，請提供造成死亡之詳細說明及文件Participant died, if checked, please provide a detailed description of the circumstances that led to the death
其他，請述明Other, please specify：_________________________



