
 
Alport Syndrome Foundation was granted a 5-hour in-person meeting on December 2, 
2025 at the FDA White Oak Campus in Silver Spring, Maryland to align with FDA 
representatives on a roadmap for the ASSENT initiative (Alport Syndrome Surrogate 
Endpoint NeTwork).  
 
The ASSENT Work Group is represented by nephrology community stakeholders 
convened by Alport Syndrome Foundation. It includes patients, caregivers, academics, 
nephrologists, biostatisticians, and dataset holders. The group is partnering directly with 
the FDA on this international initiative to use global datasets to support the use of 
candidate surrogate endpoints that will facilitate feasible trials in this rare, genetic 
kidney disease. The shared ultimate goal is to bring new therapies to patients with 
Alport syndrome.  
 
Key discussion points for the December 2nd meeting included: 

• biological plausibility of candidate surrogate endpoints including proteinuria and 
eGFR for clinical trials in Alport syndrome 

• proposed statistical analysis plan shaped by the ASSENT Work Group for 
surrogate endpoint evaluation  

 
Next steps include gathering the global datasets for the analysis, with the plan of 
presenting preliminary results in the first half of 2026. As the convener of this initiative, 
Alport Syndrome Foundation will begin to seek industry support for these efforts, 
recognizing the time and work that are critical for launching this journey to support 
clinical development that will serve the Alport syndrome community of patients and 
families.  
 
Alport Syndrome Foundation expresses its gratitude to the participants of this roadmap 
alignment meeting which included FDA Cardiology and Nephrology Division leadership, 
regulatory project managers and mathematical statisticians as well the following 
ASSENT Work Group Participants: 
 
Lisa Bonebrake, Executive Director of Alport Syndrome Foundation, patient and parent 
Dr. Alexander Chang, Associate Professor of Nephrology & Population Health Sciences, 
Geisinger Health 
Dr. Ulysses Diva, Founder & Principal, U. Diva Statistical Consulting LLC 
Dr. Alessia Fornoni, Director and Chair, Peggy and Harold Katz Family Drug Discovery 
Center and Professor of Medicine, University of Miami 
Dr. Daniel Gale, St. Peter’s Chair of Nephrology, Honorary Consultant in Genomic 
Medicine, University College London 
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Dr. Barbara Gillespie, Adjunct Professor of Nephrology, University of North Carolina  
Dr. H. Lester Kirchner, Professor and Chair, Department of Population Health Sciences, 
Geisinger Health  
Sharon Lagas, Co-Founder and current Board Member, Alport Syndrome Foundation 
Dr. Rachel Lennon, Professor of Nephrology, Honorary Consultant in Pediatric 
Nephrology, University of Manchester 
Dr. Alex Mercer, Co-Founder & Principal, JAMCO Pharma Consulting 
Dr. Jeffrey Miner, Eduardo and Judith Slatopolsky Endowed Professor of Medicine in 
Nephrology, Washington University Saint Louis 
David Pitcher, Senior Statistician, U.K. Registry of Rare Kidney Diseases (RaDaR) 
Dr. Michelle Rheault, Professor, Division Director, Division of Pediatric Nephrology, 
University of Minnesota 
Dr. James Simon, Medical Director for Enterprise Analytics and Medical Operations; 
Assistant Professor and Staff Nephrologist, Cleveland Clinic 
Dr. Abigail Smith, Associate Professor of Biostatistics and Informatics, Northwestern 
University, Feinberg School of Medicine 
Dr. B. André Weinstock, Research Director, Alport Syndrome Foundation, patient 
Dr. Katie Wong, RaDaR Clinical Research Fellow, University College London 


