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Vision and Mission of the OSP
https://github.com/Open-Systems-Pharmacology/Roadmap 

Robust and reliable, easy-to-use modeling & simulation tools, 
processes and models for pharmaceutical and other life-sciences 
applications qualified and accepted by a scientific community from 
academia, regulatory agencies and industry available and open to 
everyone.
Provide a platform for joint development, review & qualification, and 
application of state-of-the-art tools for PBPK and Systems 
Pharmacology modeling and an open library of models for 
application as well as method & tool qualification purposes. Promote 
the idea of pre-competitive open collaboration for the advancement 
of modeling & simulation sciences in pharmaceutical and life science.

https://github.com/Open-Systems-Pharmacology/Roadmap
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The OSP Community Landscape
Stakeholders of the Open Systems Pharmacology community and Management Team

Open Source since 2017 on GitHub



The OSP Community Landscape
Stakeholders of the Open Systems Pharmacology community and Management Team

• DDI
• Special Populations
• Absorption
• PD
• Statistical modelling
• First in Human (IVIVE)
• Omics
• Suite Release Management
• Automation/Qualification
• Community Engagement (PR)
• Biologics
• Nonclinical PBPK
• PBBM
• HT PBPK



The OSP Community Landscape
User Community: Forum: github.com/Open-Systems-Pharmacology/Forum
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Community Collaboration(s)

Let’s FILL this Space
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Sprouting Leaves
Chemicals & Pharmaceuticals Software development

Drug dosing - pharmacokinetic and 
pharmacodynamic simulations

In silico assessment of 
drug-drug interaction 

Model-based translation between 
populations

Disease, drug effect and trial modeling

Route and organism specific 
toxicokinetics simulations 

Structure – 
toxico/pharmacokinetics 

simulations & read-across 

In vivo toxicity and adverse 
outcome modeling  

Formulation design and 
bioequivalence simulations 



Sprouting Leaves
Chemical Risk Assessment

• PBK simulations for more than 200 
chemicals for IV and oral exposure 
scenarios in humans and compared 
to in vivo data in the literature.
•

Systematically tested different 
parameterization strategies.



Sprouting Leaves
(Q)IVIVE
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“Food for Thought”
How to Continue 

from here



Regulatory Submissions with PK-Sim
OSP file formats are added to FDA's white list of file formats for electronic submissions

The following OSP file formats 
are included:

•.pksim5 (PK-Sim project file)

•.mbp3 (MoBi project file)

•.pkml (OSP model 
exchange format)

•.json (PK-Sim project 
snapshots file)

https://www.fda.gov/media/85816/download



Food for Thought

• Remain Relevant!
• EASE OF COLLABORATION
• Easy Access
• Ease of Use
• Ease of sustained re-use (across projects)
• Relevant and robust qualified models and databases
• Sustained development and maintenance of code and (model) 

databases
• Remain impactful: integrate and leverage technological 

innovations

Think about what you learn

à Think about what you are still missing (Free Feedback)


