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Conference Program
- Outlook -

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

A 6 PKSim and MoBi Workshops
I Basics, PBBM, DDI, Pediatrics, MoBI, andROSP

A 4 Scientific Sessions (Broader Scope, less talks)

I Session 1 & 2: Clinical Applications/ Development
ADDI, PBBM, Special Pops, Regulatory Document

I Session 3: Research & Discovery
AAI/ML,ADMEToxHTFPBPK, IVIVE, Safety/Early tox

I Session 4. Submission, Lifecycle & Approval

A 1 Software Session
I OSP Software Roadmap and Collaborative SW Development

&
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Housekeeping: Time

A Talks- Q&A

I Packed Program: Stay on Time!!!
A20 min Talk (will be cut after 25 min), 10 min Q&A
AAIll Session Chairs are expected to be stricsppekingtime!

I Microphones will be circulated for Q&A

A Breaks

| Coffee Breaks and Lunch
I Directly here in the Building

&
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Housekeeping: Social Event
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THE OSP COMMUNITY

Fostering Engagement and Collaboration
for a thriving Community
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A Introduction to the OSP Community
I Helping you understand Stakeholders and Dependencies

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

A Current Engagement of the OSP Community
I How and where do we interact: Finding your way
I What is the OSP Growth Trajectory

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

A Our Path Forward

I How can we sustain and build relevance for the OSP in the future of MIDD and NGRA
I Funding the OSP Community

I A Engage with stakeholders during coffee breaks and discuss how you could contribtﬂ P @
or share ideas for building a sustainable future for OSP |
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Vision and Mission
of the OSP
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Robust and reliable, easip-use modeling & simulation tools, processes and
models for pharmaceutical and other lifsciences applications qualified and
accepted by a scientific community from academia, regulatory agencies and
iIndustry 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 peampetitive open collaboration for the
advancement of modeling & simulation sciences in pharmaceutical and life

sclence.

&
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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

A The OSP management teamanages the community and its membership.

A It is responsible for regular review, endorsement and publication oa5&
developmentroadmam ¢ 9 ES Odzi SR (G KNRdzZK C2 Odza DN dzLJ

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

A It releasescertified platform versions.

A The team organizesontributions to the scientific and regulatory community
and publishes white papers.

&
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MICHAEL SEVESTRE

Design2Code Inc.

O

& https://github.com/Open-Systems-Pharmac...

Open-Systems-Pharmacology

Repositories 125  Packages People 46

Open Systems Pharmacology

Latest suite release can be found here:

@@ http://setup.open-systems-pharmacology.org

MANAGEMENT TEAM

ROLF BURGHAUS
Systems Pharmacology & Medicine,
Bayer AG

STEPHAN SCHALLER
CEO, esqLABS GmbH
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The OSP Community Focus Groups
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Dedicated Focus Groups have been established to conceptualize, design and
progress the individual areas, the Management Team will coordinate the
interplay of focus areas and interfaces between them

Focus groups shall be the owner of the development in the respective focus area, they are expected to conceptualize

and coordinate activities of the respective field.
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ABase PBPK Methodology

Quantitative DDI predictions (CYPs as well as transporters) are one

of the key applications for PBPK and are a prerequisite for

——r designing efficient clinical development programs and studies. A
comprehensive library of well documented, qualified perpetrators
and victims is a prerequisite for acceptance of DDI predictions from

regulatory authorities.

* Improve and facilitate use of IVIVE in PK-Sim

* Provide guidelines on how to conduct IVIVE in PK-Sim
IVIVE « Facilitate integration of in vitro data in prediction of DDI (e.g.
integration of fraction metabolized)

« Extrapolation of Caco-2 permeabilities to effective permeabilities

The addition of new or updated virtual populations is required to
expand the application scope of the software in a consistent
manner across users. The overall objectives are to define a process
Special for
populations 1. technical generation of populations destined for the OSP Suite
and,
2. evaluation of those populations.

This protocol will allow populations to be added more efficiently.

Statistical Modeling is a strategic theme of the OSP MT. Statistical
modeling is a key enabler for PBPK and QSP M&S. Respective

Statistical . : N L
capabilities are required for all application areas to quantitatively

Modellin : N o
J assess population variability and uncertainty in prior knowledge

and posterior results.

2F h{

Sebastian Frechen
(@sfrechen)

Donato Teutonico
(@teutonicod)

Andrea Edginton
(@Aedginto)

Christian Diedrich
(@DiedrichC)
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- Everybody from OSP community can contribute to a focus group
- At least one member from the OSP MT has to act as sponsor of a focus group (not necessarily
on participating in the work of the focus group)

Compositi

- Focus groups are the operating bodies of the OSP MT

- They act on the mandate of the OSP MT and report directly into the MT (internal topic
development)

- Topics are not restricted and can range from Modell certification process to Marketing

- Through a clear project structure small teams should be empowered to elaborate clearly defined
topics for further decision in OSP MT

Purpose

GULTEE Nl | - Clear and aligned Focus Group Charter
ts / - Self organizing units
Organizatio - Close tracking of all ongoing activities through regular updates in OSP MT
n - Transparent documentation (google drive) (further administrative harmonization to be discussed)

O,
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Focus Groups: Organization
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Focus Group Set-up > Focus Group Steering )

FG Sponsor presents

proposal to MT.MT Focus
reviews proposal: Group
- Topic suited to be Approva Reviews
- solved in FG? - et
- FG team composition? Proj
- Timeline? progress
- In alignment with
roadmap?
""""""""""""""""""""" 0] 11T 0] (= s 2
completeness,
overlaps with ™ Prepares
other focus e , pre-read
OSP MT groups and : .*frequ.-'red.' :_... s for
. project plan +, Discusses next
Coordinator feasibility L': open issues | OSP MT
(Sponsor has to | with : meeting
be provided by . requestor |
= e e 0 IR S . L T Voo Requasts regutarupdates | |
OCUS Group - preﬁllR Focus | | iy for OSP MT. Establishes
roup Request — ' ST eline FG — MT interface (first
Sponsor n . If required: : r
seEjn?tptlzt(e}Si’nﬁﬂT -------- Provides fUrther - - - - - =~ = = w o w oo F;;ng;l T contactforMB) 1 | .
Gatekeeper gnformation and, P gr Refines
Focus Group or +alignson | Stop _| project plan
L ead initiative based on : changes | activities and set-up Prepare
MT proposal. | : project team OSFF’J MT
gt ———— dat
Focus Group Hpaates
Team /
Contributors
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The OSP Journey so far

A An opensource Multiscale PhysiologicaBased & Mechanisti®lodeling
platform which has been developed and refined 20ryears

3%<>@<>ﬁ<> @P@)\;L@
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OPEN SYSTEMS
PHARMACOLOGY

/ (¥
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. . . ) (-
A¥i ORG ¢ 6 £);rBBeK MoBi PBPK- PK-Sim & MoBi "= OSP MT W hite OSP
DS 08 NY O Rékzicatdns  QSP Tool made open- CROs start Paper (Mission & Qualification

D2002j 08¢ releaed aYg Ué‘f’ 61 é%gﬁﬁ@béFﬁ Vision)* Framework
| O0O0SpbBOLE, a

>3000 Downloads eOUaog6 i a4as |
for OSP V12 Release of =YRRg220US OSP dominant
(released > 520 Publications fully modular =Yz y 8 Us 2 OSLS Bogndalion PBPK_ Tool in s
02/2025) (now ~100 /year) OSP V12 (IB6 60382 & ESEbYshed China** o
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The OSP Journey so far

CPT: Pharmacometrics &
Systems Pharmacology

Perspective [ OpenAccess (@ () &

Open Systems Pharmacology Community—An Open Access,
Open Source, Open Science Approach to Modeling and
Simulation in Pharmaceutical Sciences

Jorg Lippert 24 Rolf Burghaus, Andrea Edginton, Sebastian Frechen, Mats Karlsson, Andreas Kovar,
Thorsten Lehr, Peter Milligan, Valerie Nock, Sergej Ramusovic, Matthew Riggs ... See all authors ~

First published: 31 October 2019 | https://doi.org/10.1002/psp4.12473 | Citations: 81

CPT: Pharmacometrics &
Systems Pharmacology

PERSPECTIVE = OpenAccess (& 3@ &

Harnessing Open-Source Solutions: Insights From the First
Open Systems Pharmacology (OSP) Community Conference

André Dallmann 2 Denise Feick, Pavel Balazki, 5alih Benamara, Rolf Burghaus, Marylore Chenel,
Siak-Leng Choi, Henrik Cordes, Mariana Guimaraes, Abdullah Hamadeh ... See all authors -~

First published: 03 April 2025 | https://doi.org/10.1002/psp4.70028
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Website

WWW.opensystemspharmacology.org

Su) EII:EEMS:ES“TLEU':?. ESSENTIALS NEWS & RELEASE  TUTORIALS PUBLICATIONS & MODELS MANAGEMENT TEAM  NEWSLETTER

OPEN SYSTEMS PHARMACOLOGY

PK-SIM® AND MOBI® FOR PBPK AND
QUANTITATIVE SYSTEMS
PHARMACOLOGY

Reliable, powerful and easy-to-use modeling & simulation tools for pharmaceutical
and other life-sciences applications. Qualified and accepted by the scientific
community including academia, regulatory agencies and industry. Available free to
everyone.

LEARN MORE

O,
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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/OpeystemsPharmacology/Forum

®
o Open-Systems-Pharmacology / Forum Q. Type(/]to search 8 - + -~ ® 19 B | ooo

<> Code () Issues 1 19 Pull requests  ©J) Discussions () Actions [0 Wiki @ Security |~ Insights

FPUNER U FPUNERRR U
& (") ) Fd

REGULATORY Submissions OSP file formats are added Save the Date: OSP OSP Suite Version 12
with OSP-Suite to the FDA's white list of f... Community Conference... Update 1 released
# Announcement - StephanSchaller #d Announcement - Yuri05 #d Announcement - rwmcintosh #d Announcement - Yuri05
Q, is:open [ x) Sort by: Latest activity ~ Label ~ Filter: Open ~
FORUM
Categories Discussions
Have your questions answered or provide
answers to others. The Forum is a great way I L) View all discussions o 2 Integrating in vitro dissolution model into PBPM when using lognormal
*  distribution Q:
i A
to Stay Up'tO‘date onthe Communlty buzz %4 Announcement RobinM92 asked on Aug 12 in Questions & Problems - Answered
around OSP. . Feature Requests & Ideas
3 How-Tos o} OSP Suite Version 12 Update 1 released
e' : ' YuriQ5 started 4 days ago in Announcement 9 Lo
%~ Models
B Polls T 1 » Rationale behind axes range
2 Questions & Problems . GhazalMontaseri asked 5 days ago in Questions & Problems - Unanswered (B @ 6 20
A1 P Irinotecan model 25
Most helpfu| Last 30 days . safgren asked last week in Questions & Problems - Unanswered i;: @ 2
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LinkedIn (& TWITTER / X)

146 Mitglieder

m Q Suche ] Darunter Pradeep Lukka und 98 weiter
Kontakte

Sie sehen diese Seite als Mitglied an. ‘
D <

ﬂ %: sew
Kontakte einladen

Alle anzeigen =

Open-Systems-Pharmacology
iti Privat, 6ffentlich

Badge fiir aktive Grygppen erbalter

< OSP Community

Open Systems Pharmacology Management Team Home
An open community delivering powerful and qualified open-source content and M&S tools f
sciences applications. Explore

Forschungsdienstleistungen - Germany - 2 Tsd. Follower:innen - 11-50 Beschaftigte

@ Rolf & 2 weitere Kontakte sind hier beschaftigt Notifications

Messages
Following

Bookmarks

OSP Community

Jobs

open-systems-pharmacology.org
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S P gﬁi E MSAY[:SUTLEUMG§ OPEN SYSTEMS PHARMACOLOGY Journal (OSPJ)

Q, Records 22 Members 8lé Curation policy 1 About
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https://zenodo.org/communities/ospj

The OSP Community Focus Groups
WSLINBaSyidAy3a GKS G9ESOdziA DS ! NI
Dedicated Focus Groups have been established to conceptualize, design and
progress the individual areas, the Management Team will coordinate the

EXISTING

interplay of focus areas and interfaces between them

Focus groups shall be the owner of the development in the respective focus area, they are expected to conceptualize

and coordinate activities of the respective field.

NEW

DDI

ADDI ANonclinical PBPK
A Special Populations APBBM
A Absorption AHT PBPK
A Automation A Qualification IVIVE
APD ABase PBPK Methodology
A Statistical modelling
AFirst in Human (IVIVE)
AOmics o
ASuite Release

Management
A Community Engagement

(P R) Statistical
ABiologics Modelling

Quantitative DDI predictions (CYPs as well as transporters) are one
of the key applications for PBPK and are a prerequisite for
designing efficient clinical development programs and studies. A
comprehensive library of well documented, qualified perpetrators
and victims is a prerequisite for acceptance of DDI predictions from
regulatory authorities.

* Improve and facilitate use of IVIVE in PK-Sim

* Provide guidelines on how to conduct IVIVE in PK-Sim

« Facilitate integration of in vitro data in prediction of DDI (e.g.
integration of fraction metabolized)

« Extrapolation of Caco-2 permeabilities to effective permeabilities

The addition of new or updated virtual populations is required to
expand the application scope of the software in a consistent
manner across users. The overall objectives are to define a process
for

1. technical generation of populations destined for the OSP Suite
and,

2. evaluation of those populations.

This protocol will allow populations to be added more efficiently.

Statistical Modeling is a strategic theme of the OSP MT. Statistical
modeling is a key enabler for PBPK and QSP M&S. Respective
capabilities are required for all application areas to quantitatively
assess population variability and uncertainty in prior knowledge
and posterior results.

2F h{

Sebastian Frechen
(@sfrechen)

Donato Teutonico
(@teutonicod)

Andrea Edginton
(@Aedginto)

Christian Diedrich
(@DiedrichC)




A Growing
OSP Community
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Growth Metrics by Publications
Source 1: Global Bibliometric Analyses

I'be Journal of

Clinical Pharmacology

(ficial Pudlication of the American Coliege of (lindcal Pharwascology

Editor's Choice: Original Article & Open Access @ @ @

In-Depth Analysis of the Selection of PBPK Modeling Tools:

Bibliometric and Social Network Analysis of the Open Systems
Pharmacology Community

Andre Dallmann PhD ¥ Donato Teutonico PhD, Stephan Schaller PhD, Rolf Burghaus PhD,
Sebastian Frechen MD
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Growth Metrics by Publications

Source 1: Global Bibliometric Analyses (up to 2023)

Tal
PBI

PL

2

2|

2

2|

2

2|

2

All authors (n=1115) First authors (n=205) Last authors (n=168)
All authors First authors Last authors
from industry (n=281) from industry (n=48) from industry (n=47)

CCO

Academia

Industry

Regulatory Agency :

Foundation . - 3000
- 2000
- 1000

Pharmaceutical

CRO & Consultancy L0

Agrochemical T v v
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Healthcare technology
Bioinformatics
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Growth Metrics by Publications
Source 2: China Bibliometric Analyses

| REVIEW

PBPK ABSTRACT

. Physiologically based pharmacokinetic (PBPK) modeling, a cornerstone of model-informed drug development and model-

Precis

informed precision dosing, simulates drug disposition in the human body by integrating physiological, biochemical, and phys-

Dongsheng Y jcochemical parameters. While PBPK modeling has advanced globally since the 1970s, China's adoption of this technology has
Xiaogiang Xi . L . . . . . .
followed a distinctive path, characterized by accelerated growth over the past 2 decades. This review provides a comprehensive

‘Depart;neﬂ;“f analysis of China's contributions to PBPK modeling, addressing knowledge gaps in publication trends, application domains, and
National Medic

Formulations fi

platform preferences. A systematic literature search yielded 266 original PBPK research articles from PubMed up to August 08,

2024. The ana]ysis revealed that drug disnosition and druo—-drue interaction studies constitute the largest nronortion of PRPK
- GastroPlus . MATLAB Pheonix WinNonlin . PK-Sim

Corresponden

.. .. analyses in China. Chinese universities a
Received: 15C

Simcyp

in China. Although established commerc

Funding: This (1+]

pharmaceutical industry, open-source pla.S
-
This review underscores the transformat¢) 20

insights into future directions and challer,S

15
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Growth Metrics by OSP Suite Downloads
Source: GitHub

Total Downloads

OSP Suite Downloads by Major Version
(Accumulated across all minor releases)
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Growth?Metrics by PAGE attendance ;
[ 2dzNDSY t! D9 h{t 220K t AOUdzNBE ¢ A Y S

PBPK
QS
Solu

Physiologically- and
Biosimulation Servicd

o K

Modeling

@D 0PEN SYSTE
NS
Sl HARMACD[UBY

&PK- & Mo




2SP @)

COMMUNITY CONFERENCE

OSP COMMUNI TY
ONWARD

Sustaining Engagement and Collaboration
for a continuing thriving Community
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Sustain
Relevance of OSP
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OSP Suite Version 12 Update 1 released

? Need help? Visit the discussion forum

( Latest suite release can be found here Il Check our documentation

ospuite-R Tutorials Journal publications O
How do | upload a model? OSP Roadmap Documentation for develope O O

Pinned

Forum

(] MoBi  Public ic

MoBI® is a software tool for multiscale physiological modelin cussion forum for the Open Systems Pharmacology Project
simulation
67 Y 18

@c+ Y36 %13 @
: bl @ (] PK-Sim ' Public
O p ar Ite Setup PK-SIm® is a comprehensive software tool for whole-body physiologically
@ based pharmacokinetic modeling
(C

[] OSP-Qualification-Reports ' Public
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evaluation reports COMMUNITY CONFERENCE

[ OSP-PBPK-Model-Library ' Public

Qualification Reports recreated with every new OSP Release
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Collaborative

Community
SP EII:EEMSATES“TLEU'H. ESSENTIALS NEWS & RELEASE TUTORIALS PUBLICATIONS & MODELS MANAGEMENT TEAM Projects

OSP Suite Essentials

Releases & Seip

DDI Enzymes t Obesity

PKkSim

t £ F G @NIVA FAOI GA2Y

PBPK Model Library

DDI Transporters Covid19 5SLINBaarzy
al ydz f

Forum

Qualification Framework

Reporting Engine

R-Toolbox




Model Acceptance
Certification | Validation | Qualification

LYRSLISYRSY (G LISSNI NBOGASs o0& x H NBOASHSNAH
FORMALIZATION: Accepted by OSP MT (statednénh { t cedifiedé 0

~ A
v

| LOLW0OGIH A G @ 0dz8 STdzd FAZUNPPAAKRENEAZE S INBRASEIO 0 A £ A 0@ ] ) ) ,
- wSlazylrofS NBadzZ §a oYAIKIG y20G 6S I OOSKUGE 60t S F2NI KAIK AYLI OO NBadzZ Ga oO6LI22NI RFGlL | O A
mwb2dSY wStlFdA2y G2 t.tY 06Said LN OGAOS R20dzySyioauvs

Validation

Technical robustness
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Goal Provide review andertification as a learned societgpplying fully
transparent processes

- Provide PBPK and systems pharmacology based approaches, best practices,
systems and tools that aevaluated regarding their compliance with
(regulatory) guidelinesand stateof-the art modelling / softwarejualification
approaches

- Ensure that thesertification can be donen a sustainable wayhat allows for
(re-)gqualification with each software version releas@ported by automated
processes
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Certification Process

~ 4 weeks > ~ 2 weeks >

Final decision

(majority vote); dnch:ﬂn'la::t;T;n of
P paoumented i ™ the certification
minutes g publicly available
Review (team review preferred, N Suggests
one statement from review acceptance } Provide written
- team) arguments for |
Review .| - Identifies applicable standards ,|  Suggests proposal
Team - Review based on applicable decline
standards and state-of-the-art S " Provide
(No general requirements, depends on L ”9995_5 — modification
certification task) modification requirements
_____________________________________________________________ 7 S )
Certification Puts Review Team Align with Review
together team, present
Sponsor (MT (either from Sounding > eam. p
) review feedback to
Board or OSP MT; at OSP MT
Member) least 2 people)
___________________________________________________________________________________________________________ '________________________________________________________________
Initiator / Identifies Apply
Requestor / i MT changes to
ponsor model / ...
Content Owner




CommunityDrivenCoUQualification Framework
Automatic (Rejualification Workflow

PKSi m
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DataBase
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@PK-Sim

www.open-systems-pharmacology.org
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A The following OSP file

Specifications for File Format Types Using eCTD Specifications

Revision Histor

formats are included:

Date

Version

Summary of Changes

A .pksim5(PKSim project file)

A .mbp3 (MoBi project file)

A .pkml (OSP model exchange
format)

A json (PKSim project
snapshots file)

2023-12-01

9.0

Updated .docx permissible uses
Updated .xml accepted locations and permissible uses
Removed “CDER Only” from permissible uses for: .csv, .cas, .dat,
rmd, .r
Updated file format added:
Modeling & Simulation file types: .pksim5, .mbp3, .pkml, .json,
.mlxtran, .mlxproperties, .pkx, .pkxproperties, smlx,

.smlxproperties, .syc, .datxplore
Go
| 25
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Further Increasing Acceptance

A FDA Model Master File (MMF)

I Master File fostandardizedmodel documentation and validation data that FDA can
reference across multiple submissions

I Focuses on regulatosfficiency and consistencthrough standardization (models can
be proprietary OR opeRource)
A EMA Qualification Opinion
I Public scientific opiniononfirming a model/method is suitabldéor specific Context(s)
of Use In regulatory decisiemaking

I Once qualified, sponsors case without re-establishing platform credibilitywith all
gualification data becoming publicly available

AXFtt NBldzANBa STFF2NI I 0dzRISO I Fdzy RA Y 3
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Funding OSP
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Funding Sources for OSP

A Software
iNnYAYR [/ 2y (iNA\OREsOuURgsd o. dzA 1 2F a
Alndividual Stakeholders (Companies & Individuals)

I Dedicated Industry Sponsoring for Feature Development
I Grants

A Models & Qualified Content
iNnYAYR [/ 2y (iN\OREsOuURgsd o. dzA 1 2F a
AlIndividual Stakeholders (Companies & Individuals)
I Dedicated Industry Sponsoring f6oUQualification

I Grants
iAb2 a0GSIFIRe FyR O2yiAydz2dza AGNBIY 2F aFdzyRAYIES
AYFAYGESyl yOSé ?zgs
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ALYAUAGAzZOAZ2YIEEATEFOAZ2Y 2F GKS LINMBRSOUI G2 LISY
organization (NPQO) to promote the public health care systebP(Abs . 2 Nr. 3
AQO) and / or to promote science and researgh? Abs 2 Nr. 1 AQ)

A Generakonditions
U NPOmustbe ableto participate in legal transactions

U participation opportunities for nofprofits and forprofits

U donors, companies (all sizes), individuals, academic partners like universities or other research
Institutions

U Contributions can be financialpoperationa] ideational
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Implemented: CLS Foundation

(clsfoundation.org)



