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Maritza C. McIntyre, PhD
Dr. McIntyre has 20 years of experience in the development, evaluation and
regulation of biological and small molecule products within startup biotech
firms, the Food and Drug Administration (FDA), and as a consultant. Dr.
McIntyre was a product reviewer and Branch Chief in the Division of Cellular
and Gene Therapies at FDA/CBER, actively involved in policy development
and liaison activities to stakeholder groups. She has since worked in regulatory
affairs and product development at Bavarian Nordic, REGENXBIO, Inc., and
NanoCor Therapeutics. She served as Executive Vice President of Regulatory
Affairs and Product Development at Bamboo Therapeutics.
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As president of Advanced Therapies Partners LLC Dr. McIntyre provides
strategic regulatory and product development advice to biotech companies,
academics, and venture capital firms. She has proven success in defining
development strategies for products with complex regulatory challenges
including special designations (orphan, RMAT, pediatric), endpoint selection,
accelerated approval, complete response letters, and dispute resolution. She
has been involved in the preparation of some of the first BLA and MAA
submissions for gene therapy products (FDA and EMA). Multidisciplinary
experience includes CMC, preclinical, and clinical with a wide range of product
types, including novel gene and cell therapy products, vaccines, biological
products and small molecules at varied stages of product development.

Barry J. Byrne, MD, PhD
Dr. Barry Byrne is a clinician scientist who is studying a variety of rare diseases
with the specific goal of developing therapies for inherited muscle disease. As
a pediatric cardiologist, his focus is on conditions that lead to skeletal muscle
weakness and abnormalities in heart and respiratory function. His group has
made significant contributions to the understanding and treatment of Pompe
disease, a type of neuromuscular disease due to glycogen storage in motor
units. The research team has been developing new therapies using AAVmediated gene therapy to restore muscle function in Pompe and other
inherited neuromuscular diseases. His group at the Powell Center has also
established a series of new methods for large-scale AAV clinical
manufacturing. The work is supported by several NIH and foundation awards.
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Dr. Byrne is the Associate Chair of Pediatrics and Director of the University of
Florida Powell Center. He obtained his B.S. degree from Denison University,
his M.D. and Ph.D. from the University of Illinois and completed his Pediatrics
residency and cardiology fellowship as well as post-doctoral training in
Biological Chemistry at the Johns Hopkins Hospital. He joined the University of
Florida in 1997 and is now the Early and Christy Powell University Chair in
Genetics.
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Jean Y. Tang, MD, PhD
Dr. Tang is a Professor of Dermatology at Stanford University School
of Medicine. She received her MD and PhD (Biophysics) from Stanford
in 2003. Dr. Tang’s research focuses on the clinical development of
novel therapeutics for rare monogenetic skin diseases such as Basal
Cell Nevus (Gorlin) Syndrome and Epidermolysis Bullosa (EB). Dr.
Tang and her colleagues showed that Hedgehog pathway inhibition
could dramatically shrink Basal Cell Carcinoma tumors in patients with
Gorlin Syndrome in randomized clinical trials.
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Dr. Tang also leads the clinical trials of keratinocyte skin grafts (EB101 licensed to Abeona). These gene-corrected grafts were granted
FDA’s Breakthrough Therapy Designation and Regenerative Medicine
Advanced Therapy Designation. Dr. Tang also leads the largest natural
history study of recessive dystrophic EB wounds and patient reported
outcomes.

Steven Gray, PhD
Dr. Steven Gray earned his Ph.D. in molecular biology from Vanderbilt
University in 2006, after receiving a B.S. degree with honors from Auburn
University. He performed a postdoctoral fellowship focusing on gene therapy
in the laboratory of Jude Samulski at UNC Chapel Hill. Dr. Gray is the director
of the University of Texas Southwestern Viral Vector Facility and maintains
affiliations with the Department of Molecular Biology, the Department of
Neurology and Neurotherapeutics, the Eugene McDermott Center for Human
Growth and Development, and the Hamon Center for Regenerative Science
and Medicine at UT Southwestern.
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Dr. Gray’s core expertise is in AAV gene therapy vector engineering, followed
by optimizing approaches to deliver a gene to the nervous system. As AAVbased platform gene transfer technologies have been developed to achieve
global, efficient, and in some cases cell-type specific CNS gene delivery, his
research focus has also included preclinical studies to apply these reagents
toward the development of treatments for neurological diseases. Currently
these include preclinical studies for Rett Syndrome, Giant Axonal Neuropathy
(GAN), Tay-Sachs, Sandhoff, Krabbe, AGU, Charcot-Marie-Tooth, and Batten
Diseases, and have expanded into human clinical studies to test a gene
therapy approach for GAN.

Mitchell L. Drumm, PhD
Dr. Drumm was a co-discoverer of the gene that causes cystic fibrosis (CF),
through his doctoral work at the University of Michigan. His work showed that
CF cells could be “corrected” by introduction of a normal copy of the CF gene
laying the groundwork for studies in CF gene therapy. He pioneered the search
for drugs that could correct the underlying channel defect in CF as a
therapeutic approach.
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His current research in CF focuses on the genetics of CF and the unmet needs
for the disease, such as therapies that would serve patients for whom CFTR
modulators are not effective. He has active programs to understand altered
metabolism in CF and how genes that modify CF disease severity convey their
effects, pursuing new technologies in gene editing to determine if the gene can
be repaired in a clinically significant way.
• Authored over 100 peer-reviewed manuscripts and several book chapters
on cystic fibrosis and holds three patents relevant to CF
• Director of Basic Research of the Willard A. Bernbaum Cystic Fibrosis
Research Center
• Reviews grant applications for the National Institute of Health and serves
numerous roles for the Cystic Fibrosis Foundation, including co-chair of
their Research and Research Training Committee.

