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Statistical Considerations for Digitally-Derived Endpoints in Clinical Trials 
Virtual Workshop 

August 27, 2026 

9:30 am – 3:45 pm ET 

 

Agenda 

 
Background and Event Objective 
The Food and Drug Administration (FDA) will host a virtual public workshop, convened by the Duke-
Margolis Institute for Health Policy under a cooperative agreement with the FDA, to discuss statistical 
considerations for digitally-derived endpoints in clinical trials for drug and biological products. Through 
this workshop, the Center for Drug Evaluation and Research (CDER), Office of Translational Sciences (OTS), 
Office of Biostatistics will bring together regulatory and digital health technology (DHT) experts to discuss 
statistical and methodological considerations for the development, validation, analysis, and interpretation 
of digitally-derived endpoints intended to support drug and biological product development and 
regulatory decision-making.  
 
Speakers will address topics regarding updates on ongoing FDA implementation efforts of PDUFA VII 
provisions to advance the use of DHTs in drug development and regulatory review, and examples of DHT 
use during product development and review. Additionally, speakers will highlight opportunities to 
strengthen DHT data standardization activities and development of novel analytical methods that 
support broader use of clinically meaningful, digitally-derived novel endpoints as key endpoints in 
clinical trials intended to support labeling claims.  
 
9:30 AM Welcome 
 
9:35 AM Opening Remarks 

 
9:45 AM Regulatory Efforts to Advance the Use of Digitally-Derived Endpoints for Product 

Development and Review 
Session Objective: This session will provide an update on FDA’s PDUFA VII initiatives 
supporting the development of digitally-derived endpoints for use in regulatory 
decision-making. It will feature a landscape analysis of recent DHT submissions to the 
FDA. Participants will discuss patient perspectives, current trends in product 
development, and opportunities to strengthen data standards and submission practices. 

   
  Presentations 
 

Moderated Q&A 
 

10:30 AM  Break  
 
10:45 AM  Continuous Glucose Monitoring Technical Specification as a Model for Regulatory 

Submissions, Device Evaluation, and Analytical Best Practices  
Session Objective: This session will discuss FDA’s guidance for industry technical 
specifications document, Submitting Continuous Glucose Monitoring Data in Clinical 
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Trials, providing foundational background on the evolving role of CGM technology in 
clinical trial settings for drug development, device performance assessment and 
successful advancement of digitally-derived endpoints through the regulatory process. 
Participants will examine the technical specifications underlying CGM-derived 
endpoints, discuss their application to regulatory submissions for drug and device 
evaluation, and highlight analytical best practices that can serve as a model for other 
digital health technologies. 
 
Presentations 
 
Moderated Q&A 

 
11:45 AM Lunch Break 
 
12:15 PM Statistical and Measurement Considerations in Developing Digitally-Derived Endpoints 

for Regulatory Review  
Session Objective: This session examines the statistical and measurement 
considerations when developing digitally-derived endpoints intended for regulatory use 
in clinical studies for drug and biological product development. Participants will address 
data provenance, approaches to managing gaps in remote monitoring data and will 
provide a high-level discussion of analytical and clinical validations of digitally-derived 
endpoints from regulatory and industry perspectives. 
 
Presentations  
 
Moderated Q&A  

 
1:15 PM Addressing Statistical Challenges to Analyzing Digitally-Derived Endpoints  

Session Objective: This session will examine statistical challenges encountered in the 
analysis and regulatory review of digitally-derived endpoints, with a focus on missing 
data, lessons from review experience, and approaches to ensure consistent, rigorous 
evaluation across the development continuum. Participants will discuss how these 
challenges shape analytical decision-making and share best practices from various 
perspectives.  
 
Presentations 
 
Moderated Q&A 
 

2:15 PM Break  
 
2:30 PM Future Considerations for Digitally-Derived Endpoints  

Session Objective: This session will explore the evolving landscape of digitally-derived 
endpoints, bringing together FDA statisticians, clinicians, medical policy experts, and 
industry representatives to discuss the opportunities and challenges shaping the future 
development and regulatory use of digitally-derived endpoints.  Participants will discuss 
the unresolved challenges, shared priorities, and the emerging innovations, and how 
these developments may shape the design, evaluation, and regulatory acceptance of 
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digitally-derived endpoints across drug and biological product development and review 
lifecycle. 

 
Moderated Q&A  

 
3:30 PM Closing Remarks  
   
 
3:45 PM Adjournment 
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by FDA/HHS. The contents are those of the author(s) and do not necessarily represent the official views of, nor an 
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