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Dr. Scott R. Burger is the Founder and Principal of Advanced Cell and Gene Therapy, a 
consulting firm specializing in cell and gene therapy product development, providing 
expertise and advice on manufacturing and testing, regulatory, and strategic aspects of these 
products.  

Scott has over 30 years of experience developing cell and gene therapy products and has 
consulted for over 160 companies, from biotech startups to Big Pharma, in North America, 
Europe, Australia, and parts of Asia, on products from preclinical development through Phase 
I/II/III, and commercialization. In addition, he has directed or consulted on process 
development, manufacturing, and CMC regulatory aspects of a wide range of cell therapy 
and gene therapy products, including cellular immunotherapies such as CAR T-cells, gene-
edited cell therapy products, as well as stem cell- and somatic cell-based regenerative 
medicine products.  

Before founding Advanced Cell & Gene Therapy in 2002, Scott was Vice-President for R&D at 
Merix Bioscience and Director of the University of Minnesota Cell Therapy Clinical Laboratory. 
He is an established regulatory expert on cell and gene therapy and has consulted on over 
100 regulatory submissions for cell therapy or gene therapy products at all stages of 
development.  

A graduate of the University of Pennsylvania School of Medicine, Dr. Burger completed 
clinical pathology and transfusion medicine training at Washington University in St. Louis and 
is the author of over 200 scientific publications and presentations and recipient of numerous 
honors and awards. 

 


