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Current Status and Prospects of on Efficacy and Safety Evaluation of Insulin Biosimilars*
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Lan ( Dept. of Pharmacy, Xuanwu Hospital, Capital Medical University, Beijing 100053, China)

ABSTRACT

receiving extensive attention in clinical practice. Multiple domestic and international randomized controlled trials and

Insulin biosimilars are widely used in diabetes treatment, with the efficacy and safety evaluation

real-world studies involving over 100 samples in the past decade have shown that insulin biosimilars are generally
comparable to originator insulin in glycemic control indicators, including glycated hemoglobin, fasting plasma glucose,
and postprandial plasma glucose. However, some studies indicated divergent conclusions, four studies showed
biosimilars were superior, while one suggested originator insulin had advantages. In terms of safety, most studies found
no significant difference in hypoglycemia incidence between biosimilars and originator insulin, though certain studies
highlighted the former’ s superiority. Notably, factors such as individual patient variations, research design, and data
integrity significantly influence the evaluation results. Future research should prioritize rigorously designed, large-
sample, long-term follow-up studies to comprehensively and accurately assess the efficacy and safety of insulin
biosimilars, providing more reliable evidence for rational clinical medication.
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