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On Preclinical Safety Evaluation of Antibody Drug Conjugate
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Abstract: Antibody drug conjugate (ADC) is produced by coupling high cytotoxic chemical with monoclonal
antibody (mAb) through a linker. By being conjugated with antibody targeting to the tumor antigen, the chemical
is delivered to the surface of tumor cells, and kills the tumor cells. ADCs possess the properties and advantages
of both monoclonal antibodies and chemical drugs, and their safety and effectiveness are improved greatly. Due
to the complex structure, specificities in antigen recognition epitopes, linking sites, linkers, and small molecular
chemicals, the safety evaluation studies of ADCs have some special considerations. In this paper, the main
considerations and research strategies of preclinical safety evaluation of ADCs are introduced from the following
aspects, including animal species selection, general toxicity study, toxicokinetic study, tissue cross reaction,
immunogenicity test, safety pharmacology, genotoxicity study, and so on.
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