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ABSTRACT In order to clarify the scope of extended dosing, recommend the
methods of extended dosing, elaborate on the key points of ethical review,
discuss the supporting policies of the study sites, and protect the rights and
interests of the subjects receiving extended dosing, China Anti-Cancer
Association has joined hands with the clinical trial institutions of well-known
cancer hospitals in China to carry out studies and draft this consensus. We wish
the consensus could give advice and guidance for clinical trials of registered

anti-tumor drugs.
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	引言
	肿瘤新发病人逐年升高，注册类抗肿瘤药物临床试验日趋增多，监管部门审批流程的优化缩短了抗肿瘤药物上市时间，药物临床试验完成后或注册类药物上市后延伸给药是申办方、临床试验机构和伦理委员会共同面临的问题。为了明确抗肿瘤药物延伸给药的范围，推荐延伸给药的方式，阐述伦理审查要点、讨论研究中心的支持政策，以及保护受试者在延伸给药中的权益等，中国抗癌协会肿瘤临床试验稽查协作组（CACA-CTAG）联合国内知名肿瘤医院临床试验机构着手研究和起草本共识。
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