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PANEL BIOGRAPHIES

CHAIRPERSON

John D. Kelly IV, M.D.

Dr. Kelly is Associate Professor of Clinical Orthopaedic Surgery at the University of Pennsylvania.  He specializes in disorders of the shoulder and sports related injuries.

VOTING MEMBERS

Brent A. Blumenstein, Ph.D.

Dr. Brent Blumenstein is a biostatistician and clinical trialist with special focus on the architecture, conduct, and analysis of multisite clinical trials. He was trained at Emory University, and served on the faculties of Emory University, University of Washington, Fred Hutchinson Cancer Research Center, Northwestern University, and Duke University. While an academician he focused on multisite clinical trials sponsored by the National Cancer Institute. He also has extensive experience as a consultant working on clinical trials done in support of product registration, including biologics, drugs, and devices. His particular areas of statistical expertise include clinical trial design, survival analysis, general statistical modeling, and evaluation of diagnostics and markers. His particular areas of clinical expertise include cancer, cancer immunotherapies, surgical interventions, diagnostic markers, prognostic markers, medical devices, and cardiovascular disease. In 2002 Dr. Blumenstein became an independent consultant with the identity of Trial Architecture Consulting.

Raj D. Rao, M.D.

Dr. Rao is a recognized expert in orthopaedic spine surgery. He is a Professor of Orthopaedic Surgery and Neurosurgery in the Department of Orthopaedics, Medical College of Wisconsin. He has made multiple national and international presentations, and has published extensively in peer-reviewed journals. Dr. Rao is the editor of two books published by the American Academy of Orthopaedic Surgeons, and author of multiple textbook chapters. Dr. Rao is Chairman of the Diversity Advisory Board of the American Academy of Orthopaedic Surgeons and a member of the Board of Directors of the North American Spine Society.
William L. Rohr, M.D.

Dr. Rohr’s private orthopaedic medical practice is located in Fort Bragg, CA.  Dr. Rohr’s expertise is in general orthopaedics, with special expertise in reconstructive surgery including primary and revision total joint arthroplasties, and reconstructive hand surgery.  
TEMPORARY VOTING MEMBERS

Carmen J. Allegra, M.D.

Dr. Allegra serves as a consultant to the Oncologic Drugs Advisory Committee at the Center for Drug Evaluation and Research (CDER).  Dr. Allegra is a Board certified medical oncologist. Currently, he serves as Chief of the Division of Hematology and Oncology as well as Associate Director for Clinical and Translational Research for the Department of Medicine and University of Florida Shands Cancer Center.  He is also co-director of the Foundation Research Program at the National Surgical Adjuvant Breast and Bowel Project (NSABP).  Prior to joining the University of Florida, Dr. Allegra developed an international reputation through his contributions to the medical literature during his 20 years as an investigator and Medicine Branch Chief at the National Cancer Institute.
Jessie L.-S. Au, Pharm. D., Ph.D.

Dr. Au is a Distinguished University Professor at The Ohio State University, College of Pharmacy.  She holds a Ph.D. in pharmaceutics, and her Pharm.D. is in the area of clinical pharmacy.  
Thomas M. Burbacher, Ph.D.

Dr. Burbacher is a Professor of Environmental and Occupational Health Sciences in the School of Public Health and Community Medicine at the University of Washington.  He is Head of the Division of Reproductive and Developmental Sciences and Director of the Infant Primate Research Laboratory at the Washington National Primate Research Center.  He is also Co-Director of the Pacific Northwest Center for the National Children’s Study, and a core faculty member of the Center on Human Development and Disability at the University of Washington.  Dr. Burbacher’s research interests include behavioral toxicology and developmental effects of pre- and postnatal exposure to environmental contaminants.

E. George Elias, M.D., Ph.D.

Until his retirement in 2010, Dr. Elias served as the Director of Surgical Research & Education, Department of Surgery at Franklin Square Hospital Center, and as the Director of the Maryland Melanoma Center, Weinberg Cancer Institute at Franklin Square Hospital Center in Baltimore, MD.  Dr. Elias is a Fellow of the American College of Surgeons, and continues to be active in numerous professional societies and organizations in his areas of expertise.  He has authored 114 scientific manuscripts, 107 abstracts, 17 book chapters, 54 Maryland Oncology Newsletters, 40 Maryland Melanoma Center Quarterly and the Hand Book of Surgical Oncology.

Leonard M. Glassman, M.D.

Dr. Glassman is a nationally-recognized expert on breast disease and has been a practicing radiologist at Washington Radiology Associates since 1978. He also serves as Clinical Professor of Radiology at George Washington University School of Medicine and is a Fellow of the American College of Radiology. He holds degrees from Pennsylvania State University and Jefferson Medical College. He completed his internship at Temple University Health Sciences Center, and a residency in diagnostic radiology at Thomas Jefferson University Hospital. He is certified by the National Board of Medical Examiners and the American Board of Radiology.  Dr. Glassman is a prominent leader in radiology education and is an invited national and international lecturer having given more than 500 presentations on breast imaging and disease pathology.

S. Raymond (Ray) Golish, M.D., Ph.D.
Dr. Golish is a fellowship-trained orthopaedic spine surgeon and a Ph.D. scientist specializing in biomedical engineering. His research experience is in the areas of biomedical devices, biomaterials, numerical analysis, computational statistics, clinical research, and minimally invasive surgery. He is a current member of the AAOS Biomedical Engineering Committee, ASTM F04 Medical and Surgical Materials and Devices Committee, ASTM F04.25 Spinal Devices Committee, NASS, the AOA Emerging Leaders Program, and other professional societies. Dr. Golish serves as the Section Editor for Basic Science and engineering for “OKO”, a monthly peer-reviewed journal from the American Academy of Orthopaedic Surgery. He is the author of over 80 peer-reviewed articles, chapters, proceedings and abstracts.
Carol A. Gloff, Ph.D.

Dr. Gloff is an Adjunct Assistant Professor at Boston University’s School of Medicine, and Principal and Owner of Carol Gloff & Associates.  Dr. Gloff's expertise encompasses clinical and non-clinical pharmacokinetics, non-clinical toxicology, chemistry, manufacturing and control issues, and clinical operations.

Margaret (Peggy) A. Honein, Ph.D.

Dr. Honein serves as Chief of the Birth Defects Branch, National Center on Birth Defects and Developmental Disabilities, at the Centers for Disease Control & Prevention.  Her expertise is in epidemiology, specifically in maternal/child health, pregnancy and birth defects.   

Glenn R. Johnson, M.D.

After practicing orthopaedics for over thirty years, Dr. Johnson retired from solo practice in December 2010.  He continues to do part-time work for the Mayo Clinic Health Care System in southeast Minnesota and northeast Iowa.

Sanjiv H. Naidu, M.D., Ph.D.

Dr. Naidu is the Director of Pinnacle Health Hand Center in Harrisburg, PA.  He is Board certified with clinical specialties in upper extremities and biomaterials.  He has published and lectured extensively on small joint arthroplasty.  

Sam Nasser, M.D., Ph.D.

Dr. Nasser is a Professor in the Department of Biomedical Engineering, Wayne State University College of Engineering; Clinical Professor, Department of Orthopaedic Surgery, Wayne State University School of Medicine; Professor of Orthopaedic Surgery, Oakland University William Beaumont School of Medicine; and the Director of Adult Reconstruction, Beaumont Hospital, Grosse Pointe.  Dr. Nasser’s expertise is in biocompatibility issues associated with the use of implanted devices, and prosthetic joint replacement implant and instrument design.  He also has over twenty years’ experience as an academic joint replacement surgeon.  Currently, he is a hospital-employed physician, performing approximately 300 arthroplasty procedures (half primary/half revision) per year.  Dr. Nasser’s publications include 31 peer-reviewed articles, 6 invited review articles and eleven book chapters.  He has previous Committee experience with the American Academy of Orthopaedic Surgeons, the FDA, and he is a previous member of the Board of Directors of the International Society for Technology in Arthroplasty.
Glenn B. Pfeffer, M.D.

Dr. Pfeffer is Director of the Orthopaedic Foot and Ankle Center at Cedars-Sinai Medical Center, and co-director of the Cedars-Sinai/USC School of Theater Dance Medicine Center.  His primary clinical and research interests involve ankle and foot injuries. Dr. Pfeffer currently serves as President of the California Orthopaedic Association, and he is a past president of the American Orthopaedic Foot and Ankle Society and the American Association of Foot and Ankle Surgeons. Dr. Pfeffer is a board-certified orthopaedic surgeon, a diplomate of the American Board of Orthopaedic Surgery, a fellow of the American College of Surgeons and a member of the American Academy of Orthopaedic Surgeons.

Scott B. Shawen, M.D.

Dr. Shawen (Lt. Col., U.S. Army) is stationed at Walter Reed Army Medical Center, where he specializes in all aspects of bone and soft tissue trauma and reconstruction. He has additional expertise in implants and biologics used in various aspects of orthopaedic surgery, from spinal surgery to total joint arthroplasty and sports medicine.

Douglas G. Wright, M.D.

Dr. Wright is an orthopaedic surgeon in private practice.  He specializes in specialize in fracture treatment and foot and ankle surgery.  Dr. Wright is a member of the Orthopaedic Trauma Association and the Orthopaedic Foot and Ankle Society.  He serves as Review Editor for Foot and Ankle International.  Dr. Wright is affiliated with the University of Maryland and brings expert academic medicine to his community.    

Ruiwen Zhang, M.D., Ph.D. 
Dr. Zhang joined Texas Tech University Health Sciences Center (TTUHSC) School of Pharmacy as Department Chair and Professor of Pharmaceutical Sciences in July 2010. Prior to that, Dr. Zhang was Professor of Clinical Pharmacology, Pharmacology and Toxicology and Director of Cancer Pharmacology Laboratory at the University of Alabama School Of Medicine, Birmingham, AL (UAB). Dr. Zhang is a certified toxicologist by the American Board of Toxicology (D.A.B.T.) and has been a Board Director of ABT since 2009.  For his outstanding contributions in pharmaceutical sciences, Dr. Zhang was elected as a Fellow of American Association for the Advancement of Science (AAAS) in 2009.  Dr. Zhang has over 20 years’ experience in the field of biomedical and pharmaceutical research, particularly in the area of clinical pharmacology and therapeutics, pharmaceutical and toxicological sciences.
INDUSTRY REPRESENTATIVE

Robert E. Durgin, J.D.

 
Mr. Durgin has extensive experience in the medical device industry, with strategic global responsibilities for regulatory affairs, regulatory compliance, quality and clinical research activities.  Mr. Durgin serves the medical device industry on the Boards of the Orthopaedic Surgical Manufacturers Association, the Indiana Medical Device Manufacturers Council and the American Joint Replacement Registry in addition to Chairing AdvaMed's Orthopaedic Products Working Group and serving as a member of AdvaMed's FDA Strategy Group.  He has a legal background and currently serves at Senior Vice President, Quality/Regulatory/Clinical Affairs for Biomet, Inc., and as the Industry Representative on this Panel.
CONSUMER REPRESENTATIVE

Connie F. Whittington, M.S.N., R.N.

A certified orthopaedic nurse, Ms. Whittington has over 30 years' experience in orthopaedic and critical care nursing.  Ms. Whittington is active in professional nursing organizations and is a past president of the National Association of Orthopaedic Nurses, and she is a prolific lecturer and contributor to nursing publications.  She also served as an investigator for research studies including total hip and knee replacements, and osteoarthritis in older patients.
PATIENT REPRESENTATIVE

Ms. Malone is a consultant to the Arthritis Advisory Committee at the Center for Drug Evaluation and Research.  Ms. Malone will serve as the Patient Representative at this Panel meeting.  
DESIGNATED FEDERAL OFFICER

Margaret McCabe Janicki, B.S.

Margaret holds a Bachelor of Science in Chemistry with a concentration in German.  She has worked for FDA since 2003, first as a chemist at FDA’s Center for Biologics Evaluation and Research (CBER), and then as CBER’s Institutional Animal Care and Use Committee Coordinator.  Margaret moved to CDRH in 2009, where she now serves as the Designated Federal Officer for the Gastroenterology and Urology, General and Plastic Surgery, Hematology and Pathology and Orthopaedic and Rehabilitation Devices Panels, and for the Devices Good Manufacturing Practice (GMP) Advisory Committee.
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