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introduction Objective Methods

|
C O n CI u s I O n S « BLV 2 mg QD is approved in the EU and in non-EU countries for treatment of CHD in adults » To apply paediatric pharmacokinetic (PK)-pharmacodynamic (PD) * In the paediatric population PK-PD model of BLV, the dosing regimens investigated were as follows: » Simulated PK profiles and steady-state exposures were compared with exposures in adults who
with compensated liver disease'’ extrapolation and exposure matching to identify BLV doses that — Age-based dosing: 3 to 6 years of age (y), 1 mg QD; 6to 12y, 1.5 mg QD; 12 to 18 y, 2 mg QD received SC BLV 2 or 10 mg QD in Phase 2 and 3 studies (MYR202, MYR203, MYR204, and MYR301)
- Ongoing investigations are evaluating the efficacy and safety of BLV 10 mg QD in adults*® would achieve similar exposure levels in children and adolescents — Body weight—based dosing: 10 to 25 kg, 1 mg QD; 25 to 35 kg, 1.5 mg QD; 235 kg, 2 mg QD « ABLV trough concentration at 50% of the maximum effect (ECsocrr) in adults with CHD treated with BLV
. Simulated age-based and body + The low prevalence of CHD in children hinders the potential for clinical trials in this as those seen in adults treated with BLV 2 or 10 mg QD __ Flat subcutaneous (SC) dosing: 1 mg QD, 1.5 mg QD, 2 mg QD was previously estimated via a longitudinal hepatitis delta virus viral load model (see Poster WED-310
population,®” which limits the development of treatments for this population for more details)

* In this study, the adult BLV ECs, ctr Was compared with the simulated paediatric exposures
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