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Introduction. 90% of filtered uric acid is reabsorbed through renal uric acid transporter. Epaminurad, a novel uricosuric agent, exhibits potent inhibitory effects on the human uric acid transporter (URAT1). 
Aims. This study aimed to evaluate the impact of renal function on the pharmacodynamic and pharmacokinetic characteristics, as well as the safety of a 9 mg dose of Epaminurad.
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Methods. This was a phase 1, open-label study involving oral administration of Epaminurad. Participants were categorized into three groups based on renal function: normal, moderate A (30 ≤ eGFR < 60 mL/min/1.73 m²), and moderate B (60 ≤ eGFR < 90 mL/min/1. 73 m²). Each group aimed to enroll 6–10 participants. Blood and urine samples were collected to assess the pharmacodynamic and pharmacokinetic properties of Epaminurad, while safety was evaluated through adverse event monitoring and laboratory tests.
Discussion. A total of 27 subjects completed the study, including 12 with normal renal function and 9 and 6 subjects in the moderate renal impairment groups, respectively. Following a single 9 mg dose of Epaminurad under fasting conditions, no clinically significant differences were observed in pharmacodynamic, pharmacokinetic, or safety profiles across renal function groups. Patients with mild-to-moderate renal impairment can safely receive a 9 mg dose of Epaminurad without requiring dose adjustment.
