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Abstract: As a lipid metabolism regulatory element binding protein
proprotein convertase subtilisinkexin type 9 ( PCSK9) can bind and
promote the degradation of lowdensity lipoprotein receptor so as to
regulate the metabolism of low — density lipoprotein cholesterol. PCSK9
has become one of the most interesting drug targets in the treatment of
atherosclerotic cardiovascular diseases especially hypercholesterolemia) .

two PCSK9 monoclonal ( Elouximab and

Alicizumab) and one siRNA drug ( Inclisiran) have been approved for

At present antibodies

marketing. Based on the public reviewsof domestic and foreign regulatory

agencies  product specifications and relevant literature  this

articleanalysizes and summarizes the research and development progress

of PCSK9 monoclonal antibody

evaluation and its correlation with clinical safety risks in order to provide

special concerns of non — clinical safety

reference for non — clinical safety study and evaluation of similar drugs.
Key words: proprotein convertase subtilisinkexin type 9; monoclonal
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Table 1 Non - clinical studies summary of Evolocumab and Alirocumab
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