受試同意書主要應載明事項
受試同意書之敘述應口語化，且應予試驗計畫書一致，亦不應誇大試驗用藥之療效

	主 要 載 明 事 項

	1.該藥品目前研發情形(Worldwide regulatory status should be described)

	2.二十四小時聯絡人及電話號碼(Name and phone number of 24 hour contact person)

	3.試驗藥已知常見的副作用及少見但後果嚴重之副作用及發生率

(Common side effects and incidence should be described)

	4.描述應口語化(Use of colloquial description)

	5.試驗藥使用方法(How and when to take the study drug should be described)

	6.嚴重不良反應發生時廠商的責任(Compensation and/or treatment in case of trial-related injury should be described)

	7.試驗受試病人數目(Patient number should be described)

	8.疾病常用及其他的治療方法(Usual treatment and alternative therapy should be described)

	9.病人應有的權利(Patient’s right (ask questions and withdraw) should be described)

	10.何種情況下病人可退出試驗(Withdrawal criteria should be clearly described)

	11.自願性之參與，受試者可隨時退出試驗(Participation is voluntary and subject may withdraw at any time)

	12.禁止的合併用藥(Prohibited concomitant medication should be described)

	13.預期的危險(Foreseeable risks to the subject and, when applicable, to an embryo, fetus, or nursing infant)

	14.試驗資料機密性(Confidentiality should be described)

	15.和試驗計畫書不應有出入(Should be consistent with protocol)

	16.試驗目的(Purpose of trial should be described)

	17.試驗為期多久(Trial duration should be defined)

	18.不可誇大試驗藥的療效(Should not exaggerate efficacy of study drug)

	19.重要的排除/納入標準(Important exclusion/inclusion criteria should be clearly described)

	20.預期的醫療福祉(Reasonably expected benefits should be described)

	21.受試者責任(Subject’s responsibilities should be described)

	22.預期可獲得的酬勞(Anticipated prorated payment should be described)

	23.預期支付的費用(Anticipated expenses should be described)

	24.試驗中所接受的治療(Trial treatment should be described)

	25.治療及處置方式(Trial procedures to followed, including all invasive procedures)

	26.資料可被監測者、稽核者、人體試驗委員會、政府查核者檢視(Monitor, auditor, IEC, and regulatory authority granted direct access to subject’s records)

	27.有新資訊會隨時通知受試者(Subject informed in a timely manner if relevant information becomes available)


