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Absorption and BE: All Sites 
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Oral Products 



Conflation of the Terms* 
 

üDrug 

üDrug Product 

 
*this ambiguity reaches back as far as Section 6 of the Pure Food and Drug Act of 1906, 
 ǿƘƛŎƘ ŘŜŦƛƴŜǎ άŘǊǳƎέ ŀǎ άŀƴȅ ǎǳōǎǘŀƴŎŜ ƻǊ ƳƛȄǘǳǊŜ ƻŦ ǎǳōǎǘŀƴŎŜǎ ƛƴǘŜƴŘŜŘ ǘƻ ōŜ ǳǎŜŘ ŦƻǊ ǘƘŜ 
 ŎǳǊŜΣ ƳƛǘƛƎŀǘƛƻƴΣ ƻǊ ǇǊŜǾŜƴǘƛƻƴ ƻŦ ŘƛǎŜŀǎŜ ƻŦ ŜƛǘƘŜǊ Ƴŀƴ ƻǊ ƻǘƘŜǊ ŀƴƛƳŀƭǎΣέ 
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Fasted  & Fed GI Motility Patterns 

Fasted Fed 



Early Studies on Motility Phase Dependent Gastric 
Emptying  & Intestnal Transit 



Early CAT Model  (Cimetidine)* 

* Oberle, cited 



Motility & Phase Dependent Plasma Levels 



Motility Dependent Gastric Emptying 
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Dispersion and CSTR Approaches* 

*Yu, L. Et. Al.  Adv. Drug Delivery, op. cit.. ( 



Elaboration of CAT Models 

Intestinal Motility 
ÅFasted State 

ïSegmental 

ïPeristaltic 

ÅFed State 

 



Stomach Functional Parts 



Fasted State Gastric Emptying 1990 (200 ml) 



Fasted State Gsastric Emptying (Motility) Variation 



Fast Forward to 2016 



Dose Time (to)Relative to Fated State Phase  



Simulated BE Trials: Gastric Emptying Variation in 
Plasma levels as a Function of to*  

*to Dose relative to motility phase 


