
Welcome
CTTI’s Disease Progression Modeling 
Recommendations & Tool Launch

Thank you for joining us!
This meeting is being recorded.
All participants are muted upon entry.
The presentation and slides will be posted on the CTTI website. 



Time (EST) Content Presenter

12:00 PM Welcome Remarks and Introduction to CTTI Sara Calvert (CTTI)

12:05 PM Disease Progression Modeling Impact in 
Medical Product Development CJ Musante (Pfizer)

12:15 PM Disease Progression Modeling Project and 
Recommendations Overview Lindsay Kehoe (CTTI) 

12:30 PM Partner Perspectives

Karthik Venkatakrishnan (EMD Serono)
Tiffany Westrich-Robertson (AiArthritis)
Theo Zanos (Northwell Health)
Efthymios Manolis (EMA)

12:55 PM Closing Comments Lindsay Kehoe (CTTI)

1:00 PM Adjourn

Agenda



The Clinical Trials Transformation Initiative (CTTI) 

MISSION
To develop and drive adoption of 
practices that will increase the quality 
and efficiency of clinical trials.

PUBLIC-PRIVATE PARTNERSHIP
 Co-founded in 2007 by FDA and 

Duke University
 Active collaboration with 

+500 individuals and groups
 All materials are freely available

Evidence 
Based 

Impactful

Inclusive

SCOPE
Focus on clinical trials of FDA-
regulated medical products, 
recognizing that clinical trials are 
international and acting as a 
collaborative global citizen.

VISION
A high-quality clinical trial system that 
is patient-centered and efficient, 
enabling reliable and timely access to 
evidence-based therapeutic 
prevention and treatment options.



Provide leadership across the Clinical Trials 
Enterprise through vision-setting, 
collaborating, convening, measurement

Produce evidence-supported, consensus
recommendations and tools to improve 
quality and efficiency of clinical trials

Drive innovation through strategic 
communication and engagement 
efforts that support organizational 
and overall system transformation 

What We Do 

Topic-focused convenings
FDA public meetings
State of Clinical Trials

30+ Recommendations
80+ Implementation Tools
50+ Case Studies

30,000+ downloads per year
40,000+ media impressions / yr
550+ presentations & workshops
130+ articles & publications



Version: April 23, 2025

CTTI Membership



By 2030, clinical trials need to be:

Learn more at https://ctti-clinicaltrials.org/about/transforming-trials-2030/

Transforming Trials 2030

A critical part of the Evidence Generating System

Patient-
Centered & 

Easily 
Accessible

Fully 
Integrated 
Into Health 
Processes

Designed 
With A 
Quality 

Approach

Maximally 
Leveraging All 

Available 
Data

Improving 
Population 

Health

https://ctti-clinicaltrials.org/about/transforming-trials-2030/


CJ Musante
VP Scientific Research
Pfizer



The Issue

Huang SM 2019 AAPS

Many model and simulation forms contribute 
to Model Informed Drug Development (MIDD) 
The use of some model forms 
(e.g. PKPD) have matured more than others
The value of disease progression modeling 
(DPM) to impact medical product 
development has yet to be fully realized  

DPM: A mathematical model that quantitatively 
describes the time course or trajectory of a disease



Overview 
Purpose: Clarify how DPM can advance decision making* 
throughout the medical product development lifecycle

Objectives: 
 Describe DPM and its current applications/

contexts of use (COUs)
 Highlight examples of where DPM is valuable in advancing 

decision making 
 Develop and disseminate recommendations that address

the unique value of DPM and best practices for 
implementation

CTTI’s Disease Progression Modeling (DPM) Project  

Recommendations & 
Supporting Resources

Team 
Discussion 

& 
Consensus

Industry 
Survey

Multi-
partner 
Review

Expert 
MeetingScoping 

Review

*decision making includes trial design, regulatory, development, and business decision making
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Jiang Liu (FDA)
Qi Liu (FDA)
Mark Palmer (Ansys)
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Multi-Partner Project Team
Team Leads
Bruce Burnett (NIH)
Phil Green (Patient Advocate)
Raj Madabushi (FDA)
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Executive Committee Champion
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Recommendations 

DPM Considerations Tool Peer-reviewed Journal Article Expert Meeting Summary

Project Deliverables



The Value of Disease Progression Modeling



Who: Decision makers in medical product 
development 
 e.g., CMOs, heads of innovation or translational 

medicine, project team leads, regulatory affairs

Why: Decision makers need development strategy 
questions answered (internal resources, evidence 
prioritization, ROI, etc.)
What: Provides unique benefits of using DPM in 
medical product development, when it should be 
considered over other tools or approaches, & 
considerations for how to incorporate it.

DPM Recommendations 



Recommendations Summary



Overview 
Complements the recommendations
Identifies when DPM should be considered 
over other tools or approaches
Provides questions to ask of modeling and 
other subject matter experts to inform 
decisions about implementation

Note:

DPM Considerations Tool



Partner Perspectives

Moderator: Lindsay Kehoe, CTTI

Karthik 
Venkatakrishnan 

EMD Serono

Efthymios 
Manolis

EMA

Tiffany Westrich-
Robertson
AiArthritis

Theo Zanos
Northwell 

Health



Project Team Survey Participants
Expert Meeting 

Attendees
Recommendation 

Advisory Committee

Thank You



Available Now on the CTTI website:
https://ctti-clinicaltrials.org/our-work/novel-clinical-

trial-designs/disease-progression-modeling/ 

Download the 
Recommendations & Tool 

Share and Learn How Others 
Implement CTTI Resources

Available Now through the CTTI website:
https://connects.ctti-

clinicaltrials.org/case_study_exchange

https://ctti-clinicaltrials.org/our-work/novel-clinical-trial-designs/disease-progression-modeling/
https://ctti-clinicaltrials.org/our-work/novel-clinical-trial-designs/disease-progression-modeling/
https://connects.ctti-clinicaltrials.org/case_study_exchange
https://connects.ctti-clinicaltrials.org/case_study_exchange


www.ctti-clinicaltrials.org

THANK YOU

@CTTI_Trials

Lindsay Kehoe 
Senior Project Manager, Lead Emerging Programs
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