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宋 征1, 徐景宏1, 王庆利2, 马 璟1

(1. 国家上海新药安全评价研究中心, 上海 201203; 2. 国家食品药品监督管理局药品审评中心, 北
京 100038) 

收稿日期 2010-6-10   修回日期   网络版发布日期   2010-12-17   接受日期   2010-11-28  

摘要  致癌性实验是药物非临床安全性评价的重要内容，用以考察药物对动物的潜在致癌作用，辅以机制研究等
以评价和预测人体长期用药带来的风险。转基因小鼠肿瘤模型的建立为肿瘤研究带来了巨大变化，转基因动物模
型也成为致癌性研究的重要选择之一。本文主要参考国际现有指导原则和已上市药品评价资料，概述当前常用转
基因动物的特征及其在药物安全性评价中的实际应用情况，为我国致癌性评价中转基因动物的应用提供参考。 
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Genetically modified mouse models in carcinogenicity assessment of 
pharmaceuticals
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China; 2. Center for Drug Evaluation, State Food and Drug Administration, Beijing 100038, China） 

  Abstract
  Carcinogenicity studies combined with mechanistic studies in nonclinical safety assessment are used to evaluate the 
potential carcinogenic rick of new therapeutic agents to humans. The generation and characterization of genetically modified 
mouse models (GMMM) of human cancer have resulted in notable improvement in tumor research. These transgenic mouse 
bioassays have been used as a substitute for 1 of 2 traditional 2-year carcinogenic bioassays. This review will focus on 
characteristics of GMMM and their application in nonclinical safety evaluations of pharmaceuticals.
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