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Abstract: Biopharmaceuticals have achieved increasingly significant therapeutic effects in the treatment of tumors, autoimmune
diseases and other complex diseases. However, there is a risk of immunogenicity when using biopharmaceuticals for treatment,
which can reduce drug efficacy and affect treatment outcomes, even cause severe adverse reactions. Reducing or eliminating the
immunogenicity of biopharmaceuticals on the basis of maintaining their pharmacokinetic properties and therapeutic efficacy has
become an important aspect of the drug development process. Understanding the complex mechanisms driving the immunogenici-
ty of biopharmaceuticals and developing effective strategies to reduce immunogenicity risks are crucial for improving drug effica-
cy and safety. The article reviewed the development of mechanism of immunogenicity in biopharmaceuticals, discussed the fac-
tors that affected immunogenicity and focused on strategies used to reduce immunogenicity in drug development, in order to pro-

vide a reference for the research and development of biopharmaceuticals.
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Fig.1 T cell-dependent and independent pathway involved in an immunogenic response of biopharmaceuticals
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Table 1  Factors affecting the immunogenicity of biopharmaceuticals
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