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PANEL BIOGRAPHICAL SKETCH
Robert W. Hurst, M.D. (Chair)
Dr. Hurst is an interventional neuroradiologist, Professor of Radiology at the Hospital of the University of Pennsylvania.  His expertise is in carotid artery stent placement, intracranial stent, intracranial angioplasty, neuroradiology-interventional stroke and vertebroplasty.  Among his honors and awards are Best Doctors in Philadelphia and Best Doctors in America.

Scott R. Evans, Ph.D. (Voting Member)
Dr. Evans is a Senior Research Scientist and Principal Investigator at Harvard University where he teaches clinical trials.  He’s received: the "Robert Zackin Distinguished Collaborative Statistician Award" for significant statistical contributions to HIV research, a Recognition Award for contributions of statistical expertise from the Harvard School of Public Health (HSPH), and a Distinguished Service Award from the Council of Chapters of the American Statistical Association (ASA).  He recently delivered keynote addresses at the Midwest Biopharmaceutical Statistics Workshop and the Multidisciplinary Symposium on Non-Inferiority Trials in Brazil, and invited addresses to the Japanese Biometric Society, Japanese National Institute of Public Health, and the Statistical Society of Australia. Dr. Evans serves and chairs numerous Scientific Advisory Committees and Data Monitoring Committees. Dr. Evans is the Past-President of the Boston Chapter of the ASA, the Chair of the Development Committee of ASA, the Past-Chair of the Teaching Statistics in the Health Sciences section of ASA, and a member of the Board of Directors for Mu Sigma Rho, the National Honorary Society for Statistics.

Richard G. Fessler, M.D., Ph.D. (Voting Member)
Dr. Richard G. Fessler is Professor and Vice Chair of Neurosurgery at the Feinberg School of Medicine of Northwestern University.  He completed his Medical Doctorate with honors, and Surgical and Neurosurgical residencies at the University of Chicago. In addition to surgical training, Dr. Fessler completed a Doctorate of Philosophy in Pharmacology and Physiology, and a Master’s of Science in Psychology.  He also held research Fellowships at the University of Chicago Medical Center in Neurological Surgery and Psychiatry. Dr. Fessler has written seventeen books and contributed over 135 articles to peer-reviewed journals, and 130 book chapters to medical texts. Dr. Fessler has also served as a Medical Specialist and Flight Surgeon for the NASA/Space Shuttle program.

Sarah H. Lisanby, M.D (Voting Member)
Sarah Hollingsworth “Holly” Lisanby, MD, an internationally recognized leader in the field of brain stimulation, is the Chair of the Department of Psychiatry and Behavioral Sciences at Duke University School of Medicine.  Before coming to Duke, Dr. Lisanby was Chief of the Brain Stimulation and Therapeutic Modulation Division at Columbia University and the New York State Psychiatric Institute, and Professor of Clinical Psychiatry at Columbia University.

An expert in translational research in the field of brain stimulation, Lisanby has received professional accolades for her leading role in pioneering a novel depression treatment called magnetic seizure therapy (MST), which her team took through the steps from bench to bedside, and is now at the stage of multi-center, international collaborative trials.  She is the co-author on more than 150 publications in prestigious scientific journals, including The New England Journal of Medicine.  

Lisanby has a distinguished academic record as a member of NIH Study Sections and the FDA Neurological Devices Advisory Panel, co-Principal Investigator of an 8-center NIH funded U01, former President of the leading international professional organizations on brain stimulation (Association for Convulsive Therapy / International Society of Neurostimulation, and the International Society for Transcranial Stimulation), and as Chair of both American Psychiatric Association committees related to brain stimulation (APA committee on ECT and the APA Task Force to Revise the Guidelines on ECT).  

An active researcher supported by a series of NIH, foundation, and industry grants, Lisanby founded and directed the Columbia Brain Stimulation and Therapeutic Modulation Division that encompasses multidisciplinary research labs (spanning technology development, pre-clinical modeling, translational neuroscience, and clinical trials), clinical brain stimulation services (including electroconvulsive therapy (ECT), transcranial magnetic stimulation (TMS), vagus nerve stimulation (VNS) and deep brain stimulation (DBS)) and educational programs for trainees at all levels.  

She has received many prestigious awards, including the Distinguished Investigator Award from the National Alliance for Research on Schizophrenia and Depression (NARSAD), the Max Hamilton Memorial Prize of the Collegium Internationale Neuro-Psychoharmacologicum (CINP), the Gerald Klerman Award from the National Depression and Manic Depression Association (NDMDA), and the NARSAD Klerman Award.

Richard W. Byrne, M.D. (Temporary Voting Member)
Richard W. Byrne, MD, completed his undergraduate studies at the University of Illinois and received his medical doctorate at Northwestern University Medical School. He graduated from the neurosurgical residency training program at Rush University Medical Center and joined the faculty after additional training in epilepsy and brain tumor surgery.  He is a board-certified neurosurgeon who specializes in surgical treatment for epilepsy, skull base and brain tumor surgery, pituitary surgery, trigeminal neuralgia and radiosurgery. He has been actively involved in a number of epilepsy and brain tumor surgery trials, basic science research in epileptogenesis and brain tumor genetics and has authored more than 60 manuscripts and book chapters on these subjects.

Colin P. Derdeyn, M.D. (Temporary Voting Member)
Dr. Derdeyn is the Director of the Center for Stroke and Cerebrovascular Disease at Washington University and Barnes Jewish Hospital in St. Louis.  He is a Professor of Radiology, Neurology, and Neurological Surgery.  His clinical specialty is interventional neuroradiology and he has an active practice involving the care of patients with brain aneurysms and stroke.   His research efforts include clinical trial of therapies to reduce the risk for stroke and he directs an NIH-funded program for translational research studies to improve the outcome of patients with stroke.  He has recently served as President of the Society for NeuroInterventional Surgery.  He is on the Editorial Board for Stroke.  He is active in the American Stroke Association and currently chairs the committee that oversees their stroke-related guidelines and scientific statements.

Stephen J. Haines, M.D. (Temporary Voting Member)
Dr. Stephen Haines is the Lyle A. French Chair and Head of the Department of Neurosurgery. He received his M.D. degree from the University of Vermont and trained in Neurosurgery at the University of Pittsburgh. Prior to his appointment at Minnesota he was Chair of the Department of Neurological Surgery and a founding Co-Director of the Neuroscience Institute at the Medical University of South Carolina. He was board certified in Neurological Surgery in 1984.
 Dr. Haines’ primary clinical interests lie in surgery of the skull base, cranial nerves and posterior fossa, pediatric neurosurgery and brain tumors. He has extensive experience in the surgery of acoustic neuroma, trigeminal neuralgia and hemifacial spasm, craniofacial disorders, complex hydrocephalus, pediatric and adult myelodysplasia. He is on the Medical Advisory Board of the Hemifacial Spasm Associations and a past member of the Medical Advisory Board of the Trigeminal Neuralgia Association.

 Dr. Haines’ primary research interest focuses on the application of advanced clinical research techniques to neurosurgery and the development of resources for the evidence-based practice of neurosurgery. He is a past member of the Editorial Board of the Cochrane Stroke Group and has led his departments’ involvement in numerous clinical trials. He has published and lectured extensively on these subjects.

Suresh Kotagal, M.D. (Temporary Voting Member)
Dr. Kotagal received his medical degree from the Armed Forces Medical College in Pune, India, and completed a residency in Pediatrics at the Children’s Hospital of Michigan, Detroit. This was followed by a residency in child neurology at St. Louis University Health Sciences Center in St. Louis, Missouri. He subsequently undertook a fellowship in sleep disorders medicine at Stanford University. 

Dr. Kotagal was on the faculty at St. Louis University for 20 years, and headed of the Division of Child Neurology for 14 years.  He served on a number of institutional committees, including the Institutional Review Board.  In 2000, he relocated to Mayo Clinic, Rochester, Minnesota, where he was appointed as Chair of the Division of Child Neurology and Director of the Child Neurology residency program. He was instrumental in developing a pediatric sleep disorders program at Mayo Clinic, Rochester. He is a professor in the Department of Neurology, and has served as full member on the Academic Appointments and Promotions Committee of the Mayo Foundation.  He is nationally recognized expert in child neurology and sleep disorders medicine. 

Andrew Ku, M.D. (Temporary Voting Member)
Dr. Ku is Assistant Professor, Radiologic Sciences, Drexel University College of Medicine and is affiliated to the Division of Neuroradiology, Section of Neurointerventional Radiology at Allegheny General Hospital.  His specialties are in neuroradiology and radiology, diagnostic.  He is board certified in Radiology (Neuroradiology), Interventional Neuroradiology, Endovascular Neurosurgery.
Christopher M. Loftus, M.D. (Temporary Voting Member)
Dr. Loftus is Chairperson of the Department of Neurosurgery and Professor of Neurosurgery at Temple University School of Medicine.  His specialties are intracranial collateral circulation, intraoperative hypothermia/aneurysm cooperative, extracranial carotid occlusive disease, responses of cerebral blood flow to cerebral revascularization.

Donald E. Richardson, M.D. (Temporary Voting Member)
Donald E. Richardson received his M.D. from Tulane University School of Medicine, New Orleans, Louisiana. He was elected AOA. He did his Neurosurgery residency at Tulane as well.  Dr. Richardson is board certified by the American Board of Neurological Surgery and became a fellow of the American College of Surgeons. He stayed at Tulane as an Instructor from, an Assistant Professor and then Associate Professor. He then left Tulane to go into private practice and was Clinical Associate Professor at Louisiana State University School of Medicine, Section of Neurologic Surgery.  Dr. Richardson became the Director of the Hotel Dieu Hospital Pain Treatment Center until it was closed, when the state of Louisiana bought Hotel Dieu Hospital.  Dr. Richardson returned to Tulane as Professor and Chairman of the Department of Neurological Surgery and  Program Director of the Tulane Neurosurgery Residency Training Program.  Dr. Richardson is interested in functional and stereotactic neurosurgery and pain management. He is a pioneer in the field of  brain stimulation for the treatment of chronic pain.

Victor M. Santana, M. D. (Temporary Voting Member)
Dr. Santana’s professional career as a pediatric oncologist and clinical investigator haves been devoted to developing new experimental treatment approaches for children with high-risk solid tumors and acquiring knowledge and expertise in clinical trial design and regulatory aspects of clinical research. As a clinical investigator for the past 25 years he has participated as a Principal Investigator and a Sub Investigator in numerous clinical trials in children with solid tumors.  His expertise and experience in drug development and application of laboratory findings to clinical trials has led to numerous collaborations with colleagues, thus translating key laboratory discoveries into the treatment approaches for children with solid tumors and providing direction for continued laboratory investigations.
Lynda JS Yang, M.D., Ph.D. (Temporary Voting Member)
Lynda J-S Yang, MD, PhD graduated from Texas A&M University with a BS in chemistry.  Dr. Yang subsequently obtained MD and PhD degrees from the Johns Hopkins School of Medicine.  She then pursued neurosurgical residency training at the University of Michigan with Dr. Julian Hoff.  During residency training, she developed her interest in peripheral nerve surgery under the mentorship of Dr. John McGillicuddy.  Her fellowship training with Mr. Rolfe Birch at the Royal National Orthopedic Hospital, UK was supported by the Congress of Neurological Surgeons/ Walter Dandy Fellowship Award. After completing her residency, Dr. Yang continued her research on improving nerve regeneration as a visiting faculty in Dr. R Schnaar's laboratory at Johns Hopkins.  She also continued her clinical training as a visiting faculty with Dr. D Kline, and with Dr. M Malessy and Dr. W van Ouwerkerk in the Netherlands, specifically in treating patients with brachial plexus palsies.  She then returned to assume a faculty position in the Department of Neurosurgery at the University of Michigan as a general neurosurgeon with a specialty interest in peripheral nerve surgery. Dr. Yang is a board-certified neurosurgeon member of the Congress of Neurological Surgeons, the American Association of Neurological Surgeons, and the American Society for Peripheral Nerve.

David H. Mueller, M. S. (Industry Representative)
 

David H. Mueller, M. S. is the Industry Representative to the FDA Neurological Devices Advisory Panel. Mr. Mueller has 25 years of medical device industry experience including 3M, Medtronic and St. Jude Medical. He is currently the owner and principal of Mueller and Associates Consulting, providing clients with regulatory affairs, clinical, quality and toxicology/ biocompatibility expert advice. Mr. Mueller has extensive experience in Class I, II and III neurological and cardiovascular devices as well as international biocompatibility and clinical standards and bovine spongiform encephalitis (BSE). Mr. Mueller also teaches medical device regulatory affairs class at Anoka-Ramsey (MN) College and St Cloud State University (MN).

Phil Posner, Ph.D. (Patient Representative)
Dr. Posner is a semi-retired University Professor. His degree was obtained in Medical Sciences from the S.U.N.Y. Downstate Medical Center with specialties in Cardiac Physiology and Pharmacology. During his 30+ years at the University of Florida, Auburn University and Florida State University he taught medical, dental, veterinary, nursing, health related professions and physicians assistant students physiology, neuroscience and physical diagnosis. His research was in the areas of cardiac arrhythmias, heart failure and autonomic control as well as neuroscience. He has had confirmed MS since 1999. Since his retirement and move to Virginia, he volunteers with the Capitol MS Society in various capacities. He is also a volunteer at the Library of Congress and Vice Chair of the WMATA (Washington Metropolitan Area Transportation Association) Accessibility Advisory Committee. He is a part time Science Advisor for the Oak Ridge Associated Universities and has done volunteer science teaching at Georgetown University and with ReSet (Retired Science Education Teachers). He has served as a patient advocate reviewer for the Department of Defense Congressionally Directed Medical Research Program (CDMRP).

Gary L. Duehring, Ph.D. (Consumer Representative)
Gary Duehring, PhD, has served on panels as the Consumer Representative through the Center for Devices and Radiographic Health.  He has been a member of the Healthcare Community in Michigan for over 40 yrs and is currently an adjunct faculty member at Central Michigan University in their Graduate studies in Healthcare Administration.  He is a Fellow of the American Society of Radiologic Technologists and a Fellow of the American Healthcare Radiologic Administrators.  He is active in Patient Focused Care concepts and CQI in Healthcare.

Olga I. Claudio, Ph. D. (Designated Federal Officer)

Dr. Claudio obtained a B.S in General Sciences and a Ph. D. in Pharmacology and Toxicology from the University of Puerto Rico.  She performed her post doctoral work on electrophysiology at the Albert Einstein College of Medicine Neurology Department.  She has five years experience in regulated industry environment (Amgen Manufacturing Limited and Abbott Laboratories Inc. Diagnostics Division) and before joining the FDA, she was Director and Assistant Professor of the Biochemistry and Pharmacology Department, San Juan Bautista School of Medicine, Caguas, Puerto Rico.
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