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Comprehensive clinical evaluation of new lipid-modulating drug PCSK9 inhibitor
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Abstract: Objective To provide scientific support for the selection of drug list and clinical rational drug use in medical institutions
at all levels, this paper carried out a multi-dimensional clinical comprehensive evaluation study on PCSK9 inhibitors. Methods
According to the evaluation framework of “A Quick Guideline for Drug Evaluation and Selection in Chinese Medical Institutions (the
Second Edition)”, the study was considered from five dimensions: pharmaceutical characteristics, clinical effectiveness, drug safety,
economy and other attributes. The following drugs were comprehensively evaluated: Evolocumab (trade name: Repatha, 1 mL : 140
mg per vial), alirocumab (trade name: Praluent, 1 mL ! 75 mg or 1 mL : 150 mg per vial), tafolecimab (trade name: Xinbile, 1 mL :
150 mg per vial), ebronucimab (trade name: Yixining, 1.5 mL : 150 mg per vial), ongericimab (trade name: Junshida, 1 mL : 150 mg
per vial), recaticimab (trade name: Aixinan, 150 mg per bottle), and inclisiran (trade name: Leqvio, 1.5 mL : 284 mg per vial). Results
According to the evaluation and calculation, the comprehensive scores of the above drugs from high to low are: 77.5 points for
Inclisiran, 76.9 points for evolocumab, 73.94 points for alirocumab, 72.65 points for tafolecimab, 68.34 points for recaticimab, 66.77
points for ebronucimab and 66.38 points for ongericimab. Conclusion Inclisiran, evolocumab, alirocumab and tafolecimab have
strong clinical recommendation value; Compared with other PCSK9 inhibitors, recaticimab, ebronucimab and ongericimab have no
obvious advantages in the current clinical drug selection due to their short marketing cycle and insufficient accumulation of evidence-
based medical evidence.
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Table 1 PCSKY9 inhibitors included in evaluation
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Table 3 Pharmacokinetic parameters of PCSK9 inhibitors
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] 24 4h  509.00 ng'mL"! 7.98 500.00 9h 40.0 86 5.0

lonaTEWE IS 8] Cona- ML ZGWEIR L AUC-ZAIN BHER R THIAR;  Ves-F BRI AR 110-F W] CL-IBRRE; FAX WA L.

tmax-peak time; Cpax-maximum plasma concentration; AUC-area under drug time curve; Vss-average apparent distribution volume; #>-half life; CL-

clearance; F-bioavailability.
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Table 4 Specific scoring results of pharmaceutical characteristics of PCSK?9 inhibitors
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Table S Specific score evaluation of effectiveness of PCSK?9 inhibitors
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Table 6 Specific safety scores of PCSK9 inhibitors
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Table 7 Specific economic evaluation scores of PCSK?9 inhibitors
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Table 8 Specific scores for other comprehensive attributes of PCSK9 inhibitors
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Table 9 Summary of scores for PCSK9 inhibitors
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