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Strategy and case studies in preclinical safety evaluation of new antibody drugs
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Abstract: Antibody drug conjugates (ADCs) and Bispecific Antibodies are emerging as the promising class of new
biopharmaceutical which have become a research focus in antibody engineering. Due to its specificity and less adverse effect, these
new antibody drugs have a wide application future in cancer immunotherapy. From the nonclinical safety perspective, ADCs and
Bispecific Antibodies present unique challenges to standard toxicology testing due to the complex components and mechanism of
action. The impact of these biochemical differences on the safety must be considered when determining the types of nonclinical
safety studies. The aim of this article is to review the unique characteristic, mode of action, determinants of toxicity, and preclinical
studies of ADCs and Bispecific Antibodies to discuss how recent advances in our understanding of drug-mediated toxicity can be
used to guide the types of preclinical safety studies.
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