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Carcinogenicity Assessment and Risk Management Strategy for Biological Products Zhang Sucai, Miyada, Sun Yunxia, 
Sun Tao 

December 2022 Drug evaluation study 

Quantitative Determination of Anti-CTLA-4 Monoclonal Antibody in Cynomolgus 
Monkey Serum by ELISA 

Li Qinglian, Wang Bin, Xu Nanan, 
Wang Ning, Sun Yunxia, Li Kang 

July 31, 2021 Journal of Pharmaceutical Analysis 

Determination of concentration of anti-PD-1 monoclonal antibody in cynomolgus 
monkey serum by ELISA 

Gao Yan, Xu Nanan, Wang Ning, 
Song Jing, Zhang Cuining, Sun Yunxia, 
Li Kang 

April 30, 2021 Journal of Pharmaceutical Analysis 

Introduction and discussion of FDA's procedure for "Special Protocol Assessment" 
for carcinogenicity testing and related regulations 

Huang Li, Zhang Sucai, Dai Xuedong, 
Sun Yunxia, Sun Tao, Yao Dalin 

September 14, 2020 China Pharmaceutical Affairs 

Discussion on the implementation of ICH S1 guideline based on the new drugs 
approved by US FDA in recent fi ve years 

Zhang Sucai, Yao Dalin, Sun Yunxia, 
Sun Tao 

November 2019 China Pharmaceutical Affairs 

Preliminary analysis of leukemia cases in long-term toxicity test of Chinese herbal 
compound preparation in rats 

Wang Fang, Zhang Sucai, Wang 
Beibei, Zhang Huiming, Wang Hemei, 
Sun Yunxia 

November 2019 Proceedings of the Fourth Annual Academic 
Conference on Toxicology and Safety Evaluation
of Traditional Chinese Medicine and Natural 
Medicine of Chinese Society of Toxicology (2019) 

Enlightenment from a number of oral preparation compound Chinese herbal natural 
medicine 26-week long toxicity in rats 

Jinling Ma, Yunxia Sun November 2019 Proceedings of the Fourth Annual Academic Con-
ference on Toxicology and Safety Evaluation of 
Traditional Chinese Medicine and Natural 
Medicine of Chinese Society of Toxicology (2019) 
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Analysis of Intestinal Bacteria Data and Its Application in Traditional 
Chinese Medicine 

Weiqing Kong, Yunxia Sun November 2019 Proceedings of the Fourth Annual Academic Con-
ference on Toxicology and Safety Evaluation of 
Traditional Chinese Medicine and Natural 
Medicine of Chinese Society of Toxicology (2019) 

Practice and Thinking of Non-clinical Safety Evaluation of Lysomavirus Drugs Zhang Sucai, Gongtian, Zhang Dongxia, 
Qite, Sun Yunxia, Jiang Dejian 

September 2019 Central South Pharmacy 

Progress of Transgenic Animal Models for Preclinical Drug Carcinogenicity 
Testing in China 

Yang Yanwei, Liu Susu, Lv Jianjun, 
Wang Sanlong, Zhang Su Cai, 
Liu Quanming , Fan Changfa 

August 2019 China Pharmaceutical Affairs

Comparative Study on Immunogenicity and Kinetics of Exenatide Microspheres
in Cynomolgus Monkeys 

Li Hongzhen; Xia Yan; Danny; Ji Jie July 2019 Sichuan Journal of Physiological Sciences 

Analysis of Suspected Hemolytic Reaction in Long-term Toxicity Test of Chinese 
Herbal Compound Preparation in Rats 

Wang Fang; Zhang Su Cai; Yunxia 
Sun 

May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Study on the Test Method of Type IV Allergic Reaction in Mice Jiandong Wang; Zhang Su Cai May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Bone marrow collection from cynomolgus monkeys and its effect on animal 
blood cells 

Qite; Zhang Dongxia; Zhang Su Cai May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Introduction and Practice of ICH Guidelines for Carcinogenicity Testing May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Some Thoughts on Preclinical Safety Evaluation of Several 
Antibody-conjugated Drugs 

Zou Jiajie, Yunxia Sun May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao
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Preclinical safety analysis of recombinant human albumin drugs Zhang Dongxia; Zhang Su Cai; 
Miyagita; Yunxia Sun

May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Considerations for Preclinical Evaluation of CD3 Bispecifi c Antibody Jinling Ma, Yunxia Sun May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) and students from Dawan District, Guang-
dong, Hong Kong and Macao 1 Proceedings of 
the First Summit Forum on Pharmaceutical Industry

Analysis and management of preclinical and clinical adverse reactions 
of tumor immune checkpoint inhibitors 

Zou Jiajie, Yunxia Sun May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Signifi cance of Plasma Concentration and Tissue Distribution Analysis of CAR-T 
Product in Non-clinical Evaluation 

Wang Ning; Yunxia Sun May 2019 Academic Conference on Drug Toxicology and 
Safety Evaluation of Chinese Society of Toxicology 
(2019) & Proceedings of the First Summit Forum 
on Biomedical Industry in Dawan District, Guang-
dong, Hong Kong and Macao

Nonclinical Safety Evaluation Practices and Challenges for Ocular Administration Sun Yunxia, Li Heping, Liao Qin October 2018 Central South Pharmacy 

Key Points for Analysis of Rodent Carcinogenicity Test Results in Non-clinical Safety 
Evaluation of New Drugs 

Zhang Sucai, Gu Lingling, Yao Dalin, 
Sun Yunxia, Sun Tao 

December 2018 Chinese Journal of New Drugs 


