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Simulations Plus ĮTechnology Offerings
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GastroPlus®

Mechanistically based simulation software 
package that simulates intravenous, oral, oral 
cavity, ocular, inhalation, dermal, subcutaneous, 
intraarticular and intramuscular absorption, 
biopharmaceutics, pharmacokinetics, and 
pharmacodynamics in humans and animals.



2020 generic drug company survey

² Surveyed >30 generic drug companies 
licensing GastroPlus and/or working with our 
consulting teams

² Invited responses to:

Ĩ Guide GastroPlus R&D activities heading into 
2021

Ĩ Describe use cases and regulatory interactions 
with GastroPlus to support ANDAs or 505j 
requirements
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In Vitro In Vivo
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Formulation

The goal: predict In Vivo PK



In Vitro In Vivo
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Formulation

The goal: predict In Vivo PK
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Predict In Vivo PK: framework
Immediate release 

Modified release 

PBBM ĨIVIV Relationship

PBBM ĨIVIV Correlation

IVIVR is not defined 
by a mathematical 
equation relating in 
vitro/in vivo

IVIVC is defined by 
an equation relating 
in vitro/in vivo

Virtual Bioequivalence

CRDS
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PBBM & GastroPlus

PBPK


