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At SimulationsPlus We Put It All Together

Outcomes

SafetyClinical
Efficacy

Treatment
Regimen

ADMET
DMPK

Lead 
Selection

Pharmacology

We have the Solutions and the People to Address Your Drug Development Questions!

Business
• Resources available to get 

the job done on time
• One-stop shopping – single 

vendor for all of your in silico
drug development needs

Science
• Seamless collaboration
• Integrated, innovative 

solutions to meet your needs

NASDAQ: SLP
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How We Can Help: Two Sides to the Company

Software: The most comprehensive and widely recognized set of tools 
for in silico drug development. Ongoing development and reinvestment to 
incorporate the latest science and ensure a seamless user experience. 

Services: Highly interactive collaboration with our renowned experts 
allows us to deliver results in timely fashion and ensures a top quality
deliverable.

• Regular interactions and frequent progress updates eliminate surprises and ensure 
relevance as the knowledge-base evolves

• Synergies come from shared knowledge between client and consultant
• We welcome involvement, participation, and input from stakeholders outside of M&S
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NASDAQ: SLP
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Post 
Approval
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Cognigen | Lixoft

DILIsym Services QSP/QST

Our Solutions Inform the Entire Drug Development Process
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DILIsym Services Division of Simulations Plus: 
Mechanistic, QSP/QST Modeling

• DILIsym software licensing, training, development (DILI-sim, RENAsym consortia)
• NAFLDsym and IPFsym software licensing, training, development
• DILIsym, NAFLDsym, and IPFsym simulation consulting projects
• Custom QSP model development and simulation consulting projects
• Drug development consulting and data interpretation; in vitro assay experimental design 

and management
• RENAsym and RADAsym software in development

Innovation: pursuing novel and creative solutions to positively impact the world
Respect: promoting a diverse workforce and inclusive culture, while serving our communities
Integrity: thoroughly and accurately communicate with uncompromised truth and honesty
Commitment: providing quality products and exceptional services that deliver value to our 
partners and the people we serve

NASDAQ: SLP
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DILIsym Services QST Software Aids Decisions

• Predicts drug-induced liver 
disease

• v8A released Q1 2019

• Includes mechanistic 
representation of normal 
hepatic biochemistry

• Evaluated >80 compounds 
with 40+ companies

So how can DILIsym 
help my organization?

• Predict DILI liabilities beforehand and save $$$

• Choose the lead candidate most likely to 
succeed from a DILI standpoint

• Communicate with regulators on safety issues with 
information they have requested from others 
numerous times and from a platform they license 
(FDA)

• Keep patients safer….
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The DILI-sim and RENAsym Consortia 
are Partnerships Between DILIsym Services and 

Pharmaceutical Companies to Minimize Organ Injury
• Overall Goals

– Improve patient safety

– Reduce the need for animal 
testing

– Reduce the costs and time 
necessary to develop new 
drugs

• History
– Officially started in 2011

– 20+ major pharmaceutical 
companies have participated 

– Members have provided 
compounds, data, and 
conducted experiments to 
support effort

– Over $10 million total 
invested in project

• At least 29 cases of use 
for regulatory purposes

• Over 30 publications

Current DILI-sim / RENAsym Members

Scientific Advisory Boards

For a comprehensive review of 
progress, see Watkins 2020, Current 
Opinion in Toxicology (23-24:67-73)

Company X –
signature soon
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QST Predicts Tox via the Intersection Between 
Exposure, Mechanisms, and Inter-Patient Variability

Relevant 
Biochemistry

Tox 
MechanismsExposure

Tox
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Important DILIsym Application Examples

“In summary, DILIsym prospectively predicted 
improved liver safety of rimegepant, 
zavegepant, atogepant, and ubrogepant
relative to telcagepant, and these predictions 
have been born out in the clinical trials 
conducted to date.  Our results support the 
value of QST modeling in drug development.“

Failed CGRP 
(telcagepant)

CGRP-1
(Rime-
gepant)

CGRP-2
(Zave-

gepant)

CGRP-3
(Ato-

gepant)

CGRP-4 
(Ubro-

gepant)

DILIsym
Sims X

Clinical 
Results
Thus-far X
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Important DILIsym Application Examples



12

Important DILIsym Application Examples
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Important DILIsym Application Examples
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Important DILIsym Application Examples
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Important DILIsym Application Examples

Simulations including population variability 
support that across a wide array of patient 
backgrounds, acetaminophen exposure only 
results in significant oxidative stress or DNA 
effects under conditions that cause cell death



16

Important DILIsym Application Examples
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Important DILIsym Application Examples
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Important DILIsym Application Examples
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Take Home Message…….
• DILIsym has helped many drug developers and 

investors with key decisions and submissions

• DILIsym can help your program or project as well –
consulting or licensing!

• Let’s chat with our panel and get their perspectives……
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