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Using a Physiologically-based Pharmacokinetic Absorption Model to
Establish Clinically Relevant Dissolution Safe Space for Oseltamivir in Adult
and Pediatrics
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» To establish a physiologically-based pharmacokinetic (PBPK)
absorption model for biopharmaceutics for both OP and its
active metabolite oseltamivir carboxylate acid (OC) in adults and

Figure 2: Population and virtual BE analysis between reference products using pivotal
dissolution profile (pink curve) and theoretical slower dissolution profile (green curve) In

Table 1: Validation of PBPK absorption model for biopharmaceutics in
adult and pediatric population
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20% for both OP and OC in adults and + 25% in pediatrics (Figure 1 and Table 1).

v The virtual BE analysis indicated that drug products with the dissolution boundary at 9% slower than dissolution profile of
pivotal bio-batch could maintain BE to RLD in adults. In contrast, a stringent trend of dissolution boundary (safe space) was
observed for pediatrics (8% slower for 8-18-year-old adolescents, 6% slower for children, infants and neonates).

CONCLUSION(S)

This study highlights the utility of PBPK absorption modeling and simulation for biopharmaceutics in prediction of BE and
providing a quantitative basis for setting clinical relevant specifications for dissolution for OP in both adults and pediatric
populations.
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