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Clinical Efficacy and Safety of Dose Escalation from 0.2 mg to 0.4 mg of
Pemafibrate XR in Patients with Hypertriglyceridemia

Takayuki NIMURA / Satoru JOSHITA

Abstract

Lowering low-density lipoprotein cholesterol (LDL-C) reduces the risk of cardiovascular events; however,
hypertriglyceridemia has recently gained attention as an important residual cardiovascular risk factor
beyond LDL-C. Pemafibrate, a selective peroxisome proliferator-activated receptor alpha modulator, has
been approved as a treatment for hypertriglyceridemia with a more favorable safety profile than conventional
fibrates, and an extended-release (XR) formulation allowing once-daily administration became available in

2023.

In this study, we retrospectively evaluated changes in clinical laboratory parameters in 59 patients with
dyslipidemia and hypertriglyceridemia who underwent dose escalation of pemafibrate XR from 0.2 mg to 0.4
mg daily. Following dose escalation, serum triglyceride (TG) levels significantly decreased from 273 mg/dL
to 162 mg/dL (P <0.001). In addition, alanine aminotransferase (ALT) levels significantly decreased from 28
U/L to 25 U/L (P =0.002), and alkaline phosphatase (ALP) levels decreased from 74 U/L to 62 U/L
(P <0.001), suggesting favorable effects on hepatobiliary parameters. In contrast, no significant changes
were observed in total cholesterol (TC), high-density lipoprotein cholesterol (HDL-C), low-density
lipoprotein cholesterol (LDL-C), aspartate aminotransferase (AST), or serum creatinine (Cre). Furthermore,
no serious adverse events or treatment discontinuations associated with dose escalation were observed.

These findings suggest that dose escalation of pemafibrate XR to 0.4 mg is an effective and well-tolerated
therapeutic strategy for patients with hypertriglyceridemia, providing real-world evidence for its clinical

utility.

Keywords: Dyslipidemia, pemafibrate, extended-release formulation




