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Disclaimer

Views expressed in this presentation do not necessarily reflect
the official policies of the Department of Health and Human
Services; nor does any mention of trade names, commercial

practices, or organization imply endorsement by the US
Government.




There Is a gap In pediatric drug dosing

Medical Countermeasure (MCM) in
National Stockpile with Pediatric Indication

_ MCM
MCM approved in approved in
specific pediatric 2909, all pediatric
age groups 0 patients
Not approved
in pediatric
patients

U.S. Government Accountability Office Report National Preparedness: Efforts to Address the Medical Needs of Children In a Chemical, Biological, Radiological, or Nuclear Incident, April 2013




Overcoming the pharmacokinetic challenge In
pediatric drug development
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Figure 2 modified from Hillgren KM et al. Clin. Pharmacol. Ther. 2013



Overcoming the pharmacokinetic challenge In

pediatric drug development

I Methods
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Transcript levels of 4 transporter genes showed

age-dependent changes
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Net secretory clearances of 4 drugs increased with age,

paralleling protein expression levels

Developmental changes in OAT1/3 net secretory clearance
estimated from published PK data of 4 drugs
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Integrating transporter absolute abundance and ontogeny data
iInto PBPK modeling could improve prediction of pediatric dosing
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Pediatric Physiologically-based
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Figure 1 modified from Hillgren KM et al. Clin. Pharmacol. Ther. 2013
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