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Conference Program 

- Outlook -



Conference Program 

- Outlook -

Å106 Participants form 40 Institutions (From 105/40 last time)

Å6 PK-Sim and MoBi Workshops

ïBasics, PBBM, DDI, Pediatrics, MoBi, and OSP-R

Å4 Scientific Sessions (Broader Scope, less talks)

ïSession 1 & 2: Clinical Applications/ Development

ÅDDI, PBBM, Special Pops, Regulatory Document

ïSession 3: Research & Discovery

ÅAI/ML, ADMETox, HT-PBPK, IVIVE, Safety/Early tox

ïSession 4: Submission, Lifecycle & Approval

Å1 Software Session

ïOSP Software Roadmap and Collaborative SW Development



IƻǳǎŜƪŜŜǇƛƴƎ



Housekeeping: Time

ÅTalks - Q&A

ïPacked Program: Stay on Time!!! 

Å20 min Talk (will be cut after 25 min), 10 min Q&A

ÅAll Session Chairs are expected to be strict on speking time!

ïMicrophones will be circulated for Q&A

ÅBreaks

ïCoffee Breaks and Lunch

ïDirectly here in the Building



Housekeeping: Social Event

Wƻƛƴ ǳǎ ŦƻǊ ŀƴ ǳƴŦƻǊƎŜǘǘŀōƭŜ ŜǾŜƴƛƴƎ ŀǘ [ŀ aŀƛǎƻƴ {ŀƴƻŦƛ tŀǊƛǎΗ

aƻƴŘŀȅΣ {ŜǇǘŜƳōŜǊ нфǘƘΣ нлнр

пс !ǾŜƴǳŜ ŘŜ ƭŀ DǊŀƴŘŜ !ǊƳŞŜΣ трлмт tŀǊƛǎ{ŀƴƻŦƛ π DƻƻƎƭŜaŀǇǎ

tƭŜŀǎŜ ƳŀƪŜ ǎǳǊŜ ǘƻ ōǊƛƴƎ ǘƘŜ vw ŎƻŘŜ ȅƻǳ ǊŜŎŜƛǾŜŘ ǿƛǘƘ ȅƻǳΦ Lǘ ǿƛƭƭ ōŜ 
ǊŜǉǳƛǊŜŘ ǘƻ ŀŎŎŜǎǎ ǘƘŜ ǎƛǘŜΦ

ϝ¢ǊŀƴǎǇƻǊǘŀǘƛƻƴ ǘƻ ǘƘŜ 5Lbb9w ǾŜƴǳŜϝ

.ǳǎ ŘŜǇŀǊǘǳǊŜΥ муΥол ŦǊƻƳ {ŀƴƻŦƛ ±ƛǘǊȅ aŀƛƴ 9ƴǘǊŀƴŎŜΦ

ϝwŜǘǳǊƴ hǇǘƛƻƴǎϝ

tƭŜŀǎŜ ƴƻǘŜ ǘƘŀǘ ǘƘŜ ǎƻŎƛŀƭ ŜǾŜƴǘ ǿƛƭƭ ǿǊŀǇ ǳǇ ŀǊƻǳƴŘ ƳƛŘƴƛƎƘǘΦ !ŦǘŜǊ ƻǳǊ ŘƛƴƴŜǊ 
ŀǘ [ŀ aŀƛǎƻƴ {ŀƴƻŦƛ tŀǊƛǎΣ ȅƻǳϥǊŜ ƻƴ ȅƻǳǊ ƻǿƴ ŦƻǊ ǘƘŜ ǊŜǘǳǊƴ ƧƻǳǊƴŜȅΣ ōǳǘ Řƻƴϥǘ 
ǇŀƴƛŎΗ ¢Ƙƛǎ ƛǎ ȅƻǳǊ ŎƘŀƴŎŜ ǘƻ ŜȄǇŜǊƛŜƴŎŜ ǘƘŜ /ƛǘȅ ƻŦ [ƛƎƘǘǎ ōȅ ƴƛƎƘǘ

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



aƛƴŘǎŜǘ ŦƻǊ ǘƘŜ h{t /ƻƳƳǳƴƛǘȅ /ƻƴŦŜǊŜƴŎŜ

Å Introduction to the OSP Community

ïHelping you understand Stakeholders and Dependencies

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

ÅCurrent Engagement of the OSP Community

ïHow and where do we interact: Finding your way

ïWhat is the OSP Growth Trajectory

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

ÅOur Path Forward

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

ïFunding the OSP Community

ïĄ 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



±ƛǎƛƻƴ ŀƴŘ aƛǎǎƛƻƴ ƻŦ ǘƘŜ h{t
ƘǘǘǇǎΥκκƎƛǘƘǳōΦŎƻƳκhǇŜƴπ{ȅǎǘŜƳǎπtƘŀǊƳŀŎƻƭƻƎȅκwƻŀŘƳŀǇ 

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

ÅThe OSP management team manages the community and its membership. 

ÅIt is responsible for regular review, endorsement and publication of the OSP 
development roadmap όά9ȄŜŎǳǘŜŘέ ǘƘǊƻǳƎƘ CƻŎǳǎ DǊƻǳǇǎύΦ 

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

ÅIt releases certified platform versions. 

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



¢ƘŜ h{t /ƻƳƳǳƴƛǘȅ [ŀƴŘǎŎŀǇŜ
{ǘŀƪŜƘƻƭŘŜǊǎ ƻŦ ǘƘŜ hǇŜƴ {ȅǎǘŜƳǎ tƘŀǊƳŀŎƻƭƻƎȅ ŎƻƳƳǳƴƛǘȅ ŀƴŘ aŀƴŀƎŜƳŜƴǘ ¢ŜŀƳ

Open Source since 2017 on GitHub



The OSP Community Focus Groups
wŜǇǊŜǎŜƴǘƛƴƎ ǘƘŜ ά9ȄŜŎǳǘƛǾŜ !ǊƳέ ƻŦ h{t wƻŀŘƳŀǇ LƳǇƭŜƳŜƴǘŀǘƛƻƴ

9·L{¢LbD
Å55L

Å{ǇŜŎƛŀƭ tƻǇǳƭŀǘƛƻƴǎ

Å!ōǎƻǊǇǘƛƻƴ

Å!ǳǘƻƳŀǘƛƻƴ

Åt5

Å{ǘŀǘƛǎǘƛŎŀƭ ƳƻŘŜƭƭƛƴƎ

ÅCƛǊǎǘ ƛƴ IǳƳŀƴ όL±L±9ύ

ÅhƳƛŎǎ

Å{ǳƛǘŜ wŜƭŜŀǎŜ 
aŀƴŀƎŜƳŜƴǘ

Å/ƻƳƳǳƴƛǘȅ 9ƴƎŀƎŜƳŜƴǘ 
όtwύ

Å.ƛƻƭƻƎƛŎǎ

NEW
ÅNonclinical PBPK

ÅPBBM

ÅHT PBPK

ÅQualification

ÅBase PBPK Methodology



¢ƘŜ h{t ά9ȄŜŎǳǘƛǾŜ .ƻŘȅέΥ CƻŎǳǎ DǊƻǳǇǎ



Focus Groups: Organization



CƻŎǳǎ DǊƻǳǇǎΥ {ŜǘπǳǇ ŀƴŘ {ǘŜŜǊƛƴƎ tǊƻŎŜǎǎ



The OSP Journey so far

ÅAn open-source Multiscale Physiologically-Based & Mechanistic Modeling 
platform which has been developed and refined for 20 years!

& =
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MoBi PBPK-

QSP Tool 
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The OSP Journey so far

ÅAn open-source Multiscale Physiologically-Based & Mechanistic Modeling 
platform which has been developed and refined for 20 years!

& =
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QSP Tool 
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PK-Sim / MoBi 
Development 
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Release of 
fully modular 

OSP V12

>3000 Downloads 
for OSP V12 

(released 
02/2025)

=ƳƦƦŝǙŎƆįƝϐ
áƀįǡŝ

2000 2003 2003 нлмт

2023

First PBPK
Publications

> 520 Publications 
(now ~100 /year)
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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)



h{t WƻǳǊƴŀƭ ό½ŜƴƻŘƻύ
ƘǘǘǇǎΥκκȊŜƴƻŘƻΦƻǊƎκŎƻƳƳǳƴƛǘƛŜǎκƻǎǇƧ 

https://zenodo.org/communities/ospj


The OSP Community Focus Groups
wŜǇǊŜǎŜƴǘƛƴƎ ǘƘŜ ά9ȄŜŎǳǘƛǾŜ !ǊƳέ ƻŦ h{t wƻŀŘƳŀǇ LƳǇƭŜƳŜƴǘŀǘƛƻƴ

EXISTING
ÅDDI

ÅSpecial Populations

ÅAbsorption

ÅAutomation

ÅPD

ÅStatistical modelling

ÅFirst in Human (IVIVE)

ÅOmics

ÅSuite Release 
Management

ÅCommunity Engagement 
(PR)

ÅBiologics

NEW
ÅNonclinical PBPK

ÅPBBM

ÅHT PBPK

ÅQualification

ÅBase 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)



DǊƻǿǘƘ aŜǘǊƛŎǎ ōȅ tǳōƭƛŎŀǘƛƻƴǎ
{ƻǳǊŎŜ мΥ Dƭƻōŀƭ .ƛōƭƛƻƳŜǘǊƛŎ !ƴŀƭȅǎŜǎ ό9·t!b595 ǘƻ нлнрύ



Growth Metrics by Publications
Source 2: China Bibliometric Analyses

Χ



Growth Metrics by OSP Suite Downloads
Source: GitHub

Χ



Growth?-Metrics by PAGE attendance ;-)
{ƻǳǊŎŜΥ t!D9 h{t .ƻƻǘƘ tƛŎǘǳǊŜ ¢ƛƳŜ όǿŜ ŘƛŘƴΩǘ ŎƻƻǊŘƛƴŀǘŜ ǿŜƭƭ ƛƴ нлнрύ

Χ



OSP COMMUNITY:

ONWARD

Sustaining  Engagement  and Collaboration  

for a continuing thriving Community



Sustain 
Relevance of OSP



{ǳǎǘŀƛƴ wŜƭŜǾŀƴŎŜ ƻŦ ǘƘŜ h{t {ǳƛǘŜ ϧ /ƻƳƳǳƴƛǘȅ

ÅModels & Software RessourcesΧ

ïΧ!Ǿŀƛƭŀōƛƭƛǘȅ

ïΧ!ŎŎŜǎǎƛōƛƭƛǘȅ

ïΧ!ŎŎŜǇǘŀƴŎŜ



Model Availability?

Models On GitHub???



aƻŘŜƭ !ŎŎŜǎǎŀōƛƭƛǘȅΚ

GitHub easy to use???



PK-Sim

Releases & Set-up

tƭŀǘŦƻǊƳπvǳŀƭƛŦƛŎŀǘƛƻƴǎ

PBPK Model Library

OSP Suite Essentials

MoBi

{ȅǎǘŜƳǎ aƻŘŜƭ [ƛōǊŀǊȅ

Qualification Framework

Reporting Engine

R-Toolbox

aŀƴǳŀƭ

Forum

Collaborative
Community 

Projects

DDI Enzymes tŜŘƛŀǘǊƛŎǎ Obesity

DDI Transporters Covid-19 5ŜǇǊŜǎǎƛƻƴ



Model Acceptance
Certification | Validation | Qualification

- LƴŘŜǇŜƴŘŜƴǘ ǇŜŜǊ ǊŜǾƛŜǿ ōȅ җ н ǊŜǾƛŜǿŜǊǎ
- FORMALIZATION: Accepted by OSP MT (statement Ą άh{t a¢ certifiedέύ

Certification

- !ǇǇƭƛŎŀōƛƭƛǘȅ όǳǎŜŦǳƭ ŦƻǊ ƻǘƘŜǊǎΣ ǇǊŜŘƛŎǘŀōƛƭƛǘȅ Ą ǇǊƻǾƛŘŜ ǳǎŜ ŎŀǎŜǎύ
- wŜŀǎƻƴŀōƭŜ ǊŜǎǳƭǘǎ όƳƛƎƘǘ ƴƻǘ ōŜ ŀŎŎŜǇǘŀōƭŜ ŦƻǊ ƘƛƎƘ ƛƳǇŀŎǘ ǊŜǎǳƭǘǎ όǇƻƻǊ Řŀǘŀ ŀǾŀƛƭŀōƛƭƛǘȅΣ Χύύ
π ώbƻǘŜΥ wŜƭŀǘƛƻƴ ǘƻ t.tY ōŜǎǘ ǇǊŀŎǘƛŎŜ ŘƻŎǳƳŜƴǘόǎύϐ

Qualification (only qualified content can be implemented in PKSim)

- Technical robustness

Validation



/ŜǊǘƛŦƛŎŀǘƛƻƴΥ aƻŘŜƭǎΣ ¢ƻƻƭǎ ϧ aƻǊŜ

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



wŜƎǳƭŀǘƻǊȅ {ǳōƳƛǎǎƛƻƴǎ ǿƛǘƘ tYπ{ƛƳ
Wǳǎǘ ǘƻ ōŜ ǎǳǊŜΥ
άh{t ŦƛƭŜ ŦƻǊƳŀǘǎ ŀǊŜ ŀŘŘŜŘ ǘƻ C5!ϥǎ ǿƘƛǘŜ ƭƛǎǘ ƻŦ ŦƛƭŜ ŦƻǊƳŀǘǎ ŦƻǊ ŜƭŜŎǘǊƻƴƛŎ ǎǳōƳƛǎǎƛƻƴǎέ

ÅThe following OSP file 
formats are included:

Å.pksim5(PK-Sim project file)

Å.mbp3 (MoBi project file)

Å.pkml (OSP model exchange 
format)

Å.json (PK-Sim project 
snapshots file)



Further Increasing Acceptance

ÅFDA Model Master File (MMF)

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

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

ÅEMA Qualification Opinion

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

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

ÅΧŀƭƭ ǊŜǉǳƛǊŜǎ ŜŦŦƻǊǘ Ґ ōǳŘƎŜǘ Ґ ŦǳƴŘƛƴƎ



Funding OSP



Funding Sources for OSP

ÅSoftware

ïIn-YƛƴŘ /ƻƴǘǊƛōǳǘƛƻƴǎ ό.ǳƭƪ ƻŦ άRessourcesέύ

ÅIndividual Stakeholders (Companies & Individuals)

ïDedicated Industry Sponsoring for Feature Development

ïGrants

ÅModels & Qualified Content

ïIn-YƛƴŘ /ƻƴǘǊƛōǳǘƛƻƴǎ ό.ǳƭƪ ƻŦ άRessourcesέύ

ÅIndividual Stakeholders (Companies & Individuals)

ïDedicated Industry Sponsoring for CoU Qualification

ïGrants

ïĄ bƻ ǎǘŜŀŘȅ ŀƴŘ Ŏƻƴǘƛƴǳƻǳǎ ǎǘǊŜŀƳ ƻŦ άŦǳƴŘƛƴƎέΣ ŜǎǇŜŎƛŀƭƭȅ ŦƻǊ ǎƻŦǘǿŀǊŜ 
άƳŀƛƴǘŜƴŀƴŎŜέ



Lƴƛǘƛŀƭ LŘŜŀΥ h{t CƻǳƴŘŀǘƛƻƴ

ÅLƴǎǘƛǘǳǘƛƻƴŀƭƛȊŀǘƛƻƴ ƻŦ ǘƘŜ ǇǊƻƧŜŎǘ άƻǇŜƴ ǎȅǎǘŜƳ ǇƘŀǊƳŀŎƻƭƻƎȅέ ƛƴ ŀ ƴƻƴ-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).

Å General conditions:

üNPO mustbe ableto participate in legal transactions 

üparticipation opportunities for non-profits and for-profits

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

üContributions can be financial, cooperational, ideational



Implemented: CLS Foundation
(clsfoundation.org)


