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1. Dose

It’s not does the drug work?

rather

What is the right dose?
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Adverse Drug Reactions – 15 drugs  

~ 41% of case reports
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2. Target

Drug target typically well defined
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3. Efficiency 

PK bridging is an efficient approach to select

the right dose
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4. Application

PK bridging can account for majority of differences 

between adults and children

PKPD relationship often similar
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5. Evidence supporting approval

Precedence for PK bridging

PK

Bridging 
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Ratio (paed/adult) for products approved at the studied dose
Mulugeta et al: Journal of Clinical Pharmacology 2016, 56(11) 1326–1334
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Pro: Paediatric medicines development should be     

limited to pharmacokinetic bridging trials

Right paediatric dose can be identified efficiently by

PK bridging
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Thank you



Ratio (paed/adult) for products approved with different dose
Mulugeta et al: Journal of Clinical Pharmacology 2016, 56(11) 1326–1334
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Ratio (paed/adult) for products without  pediatric indication
Mulugeta et al: Journal of Clinical Pharmacology 2016, 56(11) 1326–1334
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