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INTRODUCTION

v"Amoxicillin/clavulanic acid is currently the most effective antimicrobial for the treatment of children with acute otitis media or recurrent acute otitis media.

v"Augmentin ES-600®, an amoxicillin/clavulanic acid (45/3.2 mg/kg) formulation approved by the FDA for pediatric use, is known to cause potentially troublesome diarrhea, which may
delay the return of children to daycare and the return of parents to work.

v" A lower dose of clavulanic acid than currently used may be associated with fewer side effects without compromising clinical efficacy.

This study employed a model-informed approach to estimate amoxicillin/clavulanic acid exposure in middle ear fluid (MEF) to evaluate the validity of
a reduced clavulanic acid dose based on in vitro exposure-response (E-R) data.

MATERIALS & METHODS
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