Dose rationale for finerenone in paediatric patients with chronic kidney disease 
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[image: ]Introduction. Chronic kidney disease (CKD) is the third fastest-growing cause of mortality worldwide (Raina et al, 2025). Finerenone has shown significant renal and cardiovascular benefits in adults with CKD (Bakris et al, 2020). However, its role in the treatment of children with CKD remains to be explored.
Aims. To explore the dose rationale for finerenone in children with CKD (2-17 years), assuming comparable exposure-response relationships across adult and paediatric populations. 
Methods. A population PK model (Snelder et al, 2020) was used to extrapolate adult PK to children, considering the effect of body weight on disposition parameters. Virtual cohorts were used to simulate finerenone exposure across populations (adults n=821, 63.7–125.7 kg; children n=900, 10–100 kg). AUC₀‑₂4h and Cmax were calculated, with AUC considered the primary efficacy driver. Weight-banded and mg/kg dosing were tested in paediatric subjects with different degrees of renal function, as defined by eGFR.
Results. A weight-banded regimen was identified, resulting in comparable exposure across the populations. For low eGFR (30-59 mL/min/1.73m2), doses ranged from 2.5 to 8.75mg; for high eGFR (60-120 mL/min/1.73m2), from 5 to 16.25 mg. Median [90% CI] AUC₀–₂₄h ranged from 280–335 μg·h/L and 485–564 μg·h/L, for low and high eGFR, respectively.
Discussion. The proposed regimen provides exposure comparable to adult reference ranges and supports a potential paediatric CKD study. It may also inform safety evaluation and the development of age-appropriate formulations.
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