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PBPK-QSP modeling fuses information on bio- 
logical systems and pathways, together with  
compound specific data, to enable mechanistic 
based simulation, prediction, analysis and  
translation.

Our PBPK-QSP team generates up-to-date content 
compatible with the global regulatory environ-
ment, scientific advancements and the needs of 
the pharmaceutical industry. We offer PBPK-QSP 
analyses primarily using the open source software 
tools PK-Sim® and MoBi®, and we are active 
members of the Open Systems Pharmacology 
Management Team.

We have experience in modeling both small  
molecules and biologics. The PBPK-QSP services 
will be tailored to suit your specific needs and, 
given our unique blend of expertise can include 
on-site trainings/support, hands-on modeling, 
preparation and review of submission ready  
reports, and expert advice.

We offer support for a range of applications  
including:

 

Special populations, e.g.
Informed pediatric drug development and 
support of the PIP/PSP
PK predictions in pregnant women and  
assessment of breast milk and fetal exposure
Optimized drug therapy in elderly by  
predicting PK during the course of aging

Biopharmaceutics and Generics, e.g.
Informed generic drug development and  
alternative approaches to demonstrate bio- 
equivalence
Biopharmaceutic modeling in formulation  
development
Prediction of local drug exposures in specific 
organs such as skin, eye, and lung

Drug-drug interactions (DDIs), e.g.
Optimized DDI trial designs
Evaluation and risk assessment of DDIs

Quantitative systems pharmacology (QSP), e.g.
Informed biomarker strategy
Evaluation of potential drug combination 
therapies 
Predictions of clinical outcomes to increase the 
biological understanding and support decisions 
on clinical trial design elements


