Pharmacokinetics, Pharmacodynamics, and Safety of Bulevirtide 10 mg Once Daily for 6 Days In WED-313
Participants With Severe Renal Impairment and in Matched Control Participants With Normal
Renal Function S =L
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CO"CI usions « Hepatitis delta virus (HDV) infection is the most severe form of viral hepatitis, affecting as many as 10 to
Following 6 d ¢ hulevirtide (BLV 20 million people globally’ BLV PK Concentrations Median (IQR) Total BA Plasma Concentrations on Days 1 and 6 of Dosing
QOIS ays of bulevirtide ( ) - HDV infection is associated w_ith a more rapid progression to fibrosis gnd cirrhosis, earligr onset of _hepatic »— Matched Control »— Severe Rl — Matched Control __ Severe RI
10 mg subcutaneous (SC) once-daily complications, and a greater likelihood of liver transplant compared with other forms of viral hepatitis?
(QD) dosing, there were no differences « BLV is a 47—amino acid lipopeptide that binds to the sodium taurocholate cotransporting polypeptide § Day 1 Day 6 Day 1 Day 6
. . . I 3 —
in BLV pharmacokinetic (PK) exposures (NTCE) re.c.e.ptor and blocks entry of HDV into hepatocytes | | | | : -
: . : — By inhibiting NTCP, BLV causes dose-dependent, asymptomatic, and transient elevations in BAs, — -
in participants with severe renal y IV B . y S . =
_ _ _ which could possibly increase with RI®* § _ % 200 —
impairment (RI) compared with matched - BLV 2 mg QD is approved in the European Union, Great Britain, Switzerland, Australia, and the Russian 0 100 — =
controls (MCs) Federation for treatment of HDV infection in adults with compensated liver disease** = = = _—
« Transient elevations in total bile acids - Prev.ious clinica_l studies of BI._V In peqple with HDV did not include participants. with severe Rl Ea E § 150 — 1
(BAs) were observed after dosing in the « Evaluations exploring the potential benefit of an increased dose of 10 mg QD are in progress g. 7 Eﬁ
& ] (] u — E
severe_RI etlnd M((j: grolups,I W|tqh§ rezt::rtn to Objective & 10= = /
approximate predaose ieveis witnin O . : . .. . = — 1 )
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