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Overview

ÅBackground to the PEARRL network

ÅRationalising Pre-clinical species selection in oral drug product 

development ςfocus on large animal models considerations

ÅSelected examples of in-vitro in-silicoapproach
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Rationalising the selection of animal models 
in oral drug product development
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Pigs vs humans: how do they compare
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Å 20 drugs could be identified
ÅOutliers: for CYP2C &CYP2D (Diclofenac 

and Metoprolol
Å Better than rodents correlations

­ the pig was a suitable to predict bioavailability in human



PbPK modelling to guide bio-enabling formulation design

ÅPorcine model to characterise relationships in vitro ςin vivo of novel 
fenofibrate formulation

Å Initial absorption phase and 
Cmax well predicted

Å Bioavailability under-predicted
Å Increase in fed state 

bioavailability predicted

ÅInitial absorption phase and Cmax well 
predicted

ÅBioavailability well predicted

ÅAbsence of food effect predicted

hΩ{ƘŜŀ Ŝǘ ŀƭΦΣ 9Wt. hŎǘ нлмр
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PBPK modelling tools In drug development
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Role of the in vitro-in silico modelling 
in rational pre-clinical species selection
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