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- Outlook -



Conference Program 

- Outlook -

• 106 Participants form 40 Institutions (From 105/40 last time)

• 6 PK-Sim and MoBi Workshops

– Basics, PBBM, DDI, Pediatrics, MoBi, and OSP-R

• 4 Scientific Sessions (Broader Scope, less talks)

– Session 1 & 2: Clinical Applications/ Development

• DDI, PBBM, Special Pops, Regulatory Document

– Session 3: Research & Discovery

• AI/ML, ADMETox, HT-PBPK, IVIVE, Safety/Early tox

– Session 4: Submission, Lifecycle & Approval

• 1 Software Session

– OSP Software Roadmap and Collaborative SW Development



Housekeeping



Housekeeping: Time

• Talks - Q&A

– Packed Program: Stay on Time!!! 

• 20 min Talk (will be cut after 25 min), 10 min Q&A

• All Session Chairs are expected to be strict on speking time!

– Microphones will be circulated for Q&A

• Breaks

– Coffee Breaks and Lunch

– Directly here in the Building



Housekeeping: Social Event

Join us for an unforgettable evening at La Maison Sanofi Paris!

Monday, September 29th , 2025

46 Avenue de la Grande Armée, 75017 Paris Sanofi - Google Maps

Please make sure to bring the QR code you received with you. It will be 
required to access the site.

*Transportation to the DINNER venue*

Bus departure: 18:30 from Sanofi Vitry Main Entrance.

*Return Options*

Please note that the social event will wrap up around midnight. After our dinner 
at La Maison Sanofi Paris, you're on your own for the return journey, but don't 
panic! This is your chance to experience the City of Lights by night

https://www.google.com/maps/place/Sanofi/@48.8765155,2.2497621,14z/data=!4m6!3m5!1s0x47e66fc890bd55ef:0x55f579c6b55579ea!8m2!3d48.8765155!4d2.2878709!16s%2Fg%2F11b75cp34j?entry=ttu&g_ep=EgoyMDI1MDkwNy4wIKXMDSoASAFQAw%3D%3D
https://www.google.com/maps/place/Sanofi/@48.8765155,2.2497621,14z/data=!4m6!3m5!1s0x47e66fc890bd55ef:0x55f579c6b55579ea!8m2!3d48.8765155!4d2.2878709!16s%2Fg%2F11b75cp34j?entry=ttu&g_ep=EgoyMDI1MDkwNy4wIKXMDSoASAFQAw%3D%3D
https://www.google.com/maps/place/Sanofi/@48.8765155,2.2497621,14z/data=!4m6!3m5!1s0x47e66fc890bd55ef:0x55f579c6b55579ea!8m2!3d48.8765155!4d2.2878709!16s%2Fg%2F11b75cp34j?entry=ttu&g_ep=EgoyMDI1MDkwNy4wIKXMDSoASAFQAw%3D%3D
https://www.google.com/maps/place/Sanofi/@48.8765155,2.2497621,14z/data=!4m6!3m5!1s0x47e66fc890bd55ef:0x55f579c6b55579ea!8m2!3d48.8765155!4d2.2878709!16s%2Fg%2F11b75cp34j?entry=ttu&g_ep=EgoyMDI1MDkwNy4wIKXMDSoASAFQAw%3D%3D


THE OSP COMMUNITY

Fostering Engagement and Collaboration 

for a thriving Community



Mindset for the OSP Community Conference

•  Introduction to the OSP Community

– Helping you understand Stakeholders and Dependencies

–→ Engage with people during coffee breaks and find connections for your 
topics/questions

• Current Engagement of the OSP Community

– How and where do we interact: Finding your way

– What is the OSP Growth Trajectory

–→ Engage at Posters during coffee breaks, find collaborators and get inspired to 
contribute to the growth

• Our Path Forward

– How can we sustain and build relevance for the OSP in the future of MIDD and NGRA

– Funding the OSP Community

–→ Engage with stakeholders during coffee breaks and discuss how you could contribute 
or share ideas for building a sustainable future for OSP



Vision and Mission 

of the OSP



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
https://github.com/Open-Systems-Pharmacology/Roadmap
https://github.com/Open-Systems-Pharmacology/Roadmap
https://github.com/Open-Systems-Pharmacology/Roadmap
https://github.com/Open-Systems-Pharmacology/Roadmap


The OSP Management Team

• The OSP management team manages the community and its membership. 

• It is responsible for regular review, endorsement and publication of the OSP 
development roadmap (“Executed” through Focus Groups). 

• The management team provides certification of the software platform, models 
and other systems pharmacology content such as qualifications and trainings. 

• It releases certified platform versions. 

• The team organizes contributions to the scientific and regulatory community 
and publishes white papers.



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

Open Source since 2017 on GitHub



The OSP Community Focus Groups
Representing the “Executive Arm” of OSP Roadmap Implementation

EXISTING
• DDI

• Special Populations

• Absorption

• Automation

• PD

• Statistical modelling

• First in Human (IVIVE)

• Omics

• Suite Release 
Management

• Community Engagement 
(PR)

• Biologics

NEW
• Nonclinical PBPK

• PBBM

• HT PBPK

• Qualification

• Base PBPK Methodology



The OSP “Executive Body”: Focus Groups



Focus Groups: Organization



Focus Groups: Set-up and Steering Process



The OSP Journey so far

• An open-source Multiscale Physiologically-Based & Mechanistic Modeling 
platform which has been developed and refined for 20 years!
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The OSP Journey so far
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Community Channels



Website
www.open-systems-pharmacology.org 

http://www.open-systems-pharmacology.org/
http://www.open-systems-pharmacology.org/
http://www.open-systems-pharmacology.org/
http://www.open-systems-pharmacology.org/
http://www.open-systems-pharmacology.org/


GitHub / Forum
User Community: Forum: github.com/Open-Systems-Pharmacology/Forum



LinkedIn (& TWITTER / X)



OSP Journal (Zenodo)
https://zenodo.org/communities/ospj 

https://zenodo.org/communities/ospj


The OSP Community Focus Groups
Representing the “Executive Arm” of OSP Roadmap Implementation

EXISTING
• DDI

• Special Populations

• Absorption

• Automation

• PD

• Statistical modelling

• First in Human (IVIVE)

• Omics

• Suite Release 
Management

• Community Engagement 
(PR)

• Biologics

NEW
• Nonclinical PBPK

• PBBM

• HT PBPK

• Qualification

• Base PBPK Methodology



A Growing 

OSP Community



Growth Metrics by Publications
Source 1: Global Bibliometric Analyses



Growth Metrics by Publications
Source 1: Global Bibliometric Analyses (up to 2023)



Growth Metrics by Publications
Source 1: Global Bibliometric Analyses (EXPANDED to 2025)



Growth Metrics by Publications
Source 2: China Bibliometric Analyses

…



Growth Metrics by OSP Suite Downloads
Source: GitHub

…



Growth?-Metrics by PAGE attendance ;-)
Source: PAGE OSP Booth Picture Time (we didn’t coordinate well in 2025)

…



OSP COMMUNITY:

ONWARD

Sustaining Engagement and Collaboration 

for a continuing thriving Community



Sustain 
Relevance of OSP



Sustain Relevance of the OSP Suite & Community

• Models & Software Ressources…

– …Availability

– …Accessibility

– …Acceptance



Model Availability?

Models On GitHub???



Model Accessability?

GitHub easy to use???



PK-Sim

Releases & Set-up

Platform-Qualifications

PBPK Model Library

OSP Suite Essentials

MoBi

Systems Model Library

Qualification Framework

Reporting Engine

R-Toolbox

Manual

Forum

Collaborative
Community 

Projects

DDI Enzymes Pediatrics Obesity

DDI Transporters Covid-19 Depression



Model Acceptance
Certification | Validation | Qualification

- Independent peer review by ≥ 2 reviewers
- FORMALIZATION: Accepted by OSP MT (statement → “OSP MT certified”)

Certification

- Applicability (useful for others, predictability → provide use cases)
- Reasonable results (might not be acceptable for high impact results (poor data availability, …))
- [Note: Relation to PBPK best practice document(s)]

Qualification (only qualified content can be implemented in PKSim)

- Technical robustness

Validation



Certification: Models, Tools & More

Goal: Provide review and certification as a learned society applying fully 
transparent processes

- Provide PBPK and systems pharmacology based approaches, best practices, 
systems and tools that are evaluated regarding their compliance with 
(regulatory) guidelines and state-of-the art modelling / software qualification 
approaches

- Ensure that the certification can be done in a sustainable way that allows for 
(re-)qualification with each software version release supported by automated 
processes



Certification Process



Community-Driven CoU Qualification Framework
Automatic (Re)-qualification Workflow

Model

Library

PK

DataBase

New

Model

New

Data

Model X

Dataset 1

PK-Sim Model 1

Qualification Plan

Qualification Runner & Reporting 

Engine

New ____

Release

Qualification Report

AUCR CmaxR

www.open-systems-pharmacology.org



Regulatory Submissions with PK-Sim
Just to be sure:
“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)



Further Increasing Acceptance

• FDA Model Master File (MMF)

– Master File for standardized model documentation and validation data that FDA can 
reference across multiple submissions

– Focuses on regulatory efficiency and consistency through standardization (models can 
be proprietary OR open-source)

• EMA Qualification Opinion

– Public scientific opinion confirming a model/method is suitable for specific Context(s) 
of Use in regulatory decision-making

– Once qualified, sponsors can use without re-establishing platform credibility, with all 
qualification data becoming publicly available

• …all requires effort = budget = funding



Funding OSP



Funding Sources for OSP

• Software

– In-Kind Contributions (Bulk of “Ressources”)

• Individual Stakeholders (Companies & Individuals)

– Dedicated Industry Sponsoring for Feature Development

– Grants

• Models & Qualified Content

– In-Kind Contributions (Bulk of “Ressources”)

• Individual Stakeholders (Companies & Individuals)

– Dedicated Industry Sponsoring for CoU Qualification

– Grants

–→ No steady and continuous stream of “funding”, especially for software 
“maintenance”



Initial Idea: OSP Foundation

• Institutionalization of the project “open system pharmacology” in a non-profit 
organization (NPO) to promote the public health care system (§ 52 Abs . 2 Nr. 3 
AO) and / or to promote science and research (§ 52 Abs . 2 Nr. 1 AO).

• General conditions:

➢NPO must be able to participate in legal transactions 

➢participation opportunities for non-profits and for-profits

➢donors, companies (all sizes), individuals, academic partners like universities or other research 
institutions

➢Contributions can be financial, cooperational, ideational



Implemented: CLS Foundation
(clsfoundation.org)



Implemented: CLS Foundation
(clsfoundation.org)



Implemented: CLS Foundation
(clsfoundation.org)



What can the CLS Foundation stand for?

• A means to empower the Community with the funding received from 
Foundation/Consortium Member Organizations

• Funding of: 

– Integrative Efforts for the Software/Models Ecosystem, 

• Enabling 3A: Availability, Accessibility, and Acceptance

– Qualification and Regulatory Acceptance

– Organize Events (Connect to Collaborate), 

– Synergy-Driving activities, and 

– (seed-fund?) Focus Group Initiatives



THANK YOU!
•Feedback Form

•Use throughout for any 
feedback

•Questionnaire
•For structured post-
conference feedback
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