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AGENDA 
 
 

8:00 a.m. Registration 
A light breakfast will be available in the Great Hall.  Please note that no food or drink is 
allowed in the Auditorium. 

8:30 a.m. Welcome and Introduction of Key Issues 
• Richard O. Hynes (committee co-chair), Daniel K. Ludwig Professor for Cancer Research 

and Howard Hughes Medical Institute investigator, Massachusetts Institute of Technology 

9:00 a.m. Session 1: Regulatory issues associated with stem cell therapeutics 
Session Objective: This session will offer perspectives on regulatory issues associated with stem cell therapies.  It 
will help frame the discussion for the rest of the symposium by encouraging participants to consider the steps in 
the regulatory process that stem cell therapies will have to achieve. 
 

Session Chair: John H. Wagner, Jr. (committee member), Professor of Pediatrics and Scientific 
Director of Clinical Research, Stem Cell Institute, University of Minnesota 

Perspective from the U.S. Food and Drug Administration 
• Deborah A. Hursh, Senior Investigator, Division of Cellular and Gene Therapies, Center 

for Biologics Research and Review, U.S. Food and Drug Administration 
Unique issues associated with stem cell therapeutics 

• Darin J. Weber, Senior Consultant, Cell & Gene Therapies, Biologics Consulting Group, 
Inc. 

10:00 a.m. Break 



10:15 a.m. Session 2: Case Study on Treatment of Heart Disease 
Session Objective: The first of two case studies on the use of stem cell therapeutics will focus on the treatment 
of heart disease.  Among the issues to be addressed through a series a presentations and discussions are the 
status of and needs of in vitro studies, preclinical steps in animals—including proof of principle, cell toxicity, and 
human-animal cell chimeras—and proposed clinical trial design—which would include consideration of patient 
population and the risk:benefit ratio. 

 
Session Chair: Kenneth Chien, Scientific Director, Cardiovascular Research Center, Massachusetts 
General Hospital; Harvard Stem Cell Institute; Charles Addison and Elizabeth Ann Sanders Professor of 
Medicine and Professor of Cell Biology, Harvard Medical School and Harvard Stem Cell Institute 

State of knowledge on clinical applications 
• Richard T. Lee, Department of Medicine, Brigham and Women’s Hospital, and Associate 

Professor of Medicine, Harvard Medical School 
Use of animal models to cardiovascular application 

• Christine Mummery, Professor of Developmental Biology and Chair, Department of 
Anatomy and Embryology, Leiden University Medical Center 

Technical and clinical challenges in stem cell therapeutics 
• Kenneth Chien, Scientific Director, Cardiovascular Research Center, Massachusetts 

General Hospital; Harvard Stem Cell Institute; Charles Addison and Elizabeth Ann 
Sanders Professor of Medicine and Professor of Cell Biology, Harvard Medical School and 
Harvard Stem Cell Institute 

12:15 p.m. Lunch 
Box lunches will be available in the Great Hall.  Please note that no food or drink is allowed in 
the Auditorium. 

1:15 p.m. Session 3: Case Study on the Treatment of Parkinson’s Disease 
Session Objective: The second case study on the use of stem cell therapeutics will focus on the treatment of 
Parkinson’s Disease and applications to the central nervous system.  Among the issues to be addressed through a 
series a presentations and discussions are the status of and needs of in vitro studies, preclinical steps in animals—
including proof of principle, cell toxicity, and human-animal cell chimeras—and proposed clinical trial design—
which would include consideration of patient population and the risk:benefit ratio. 
 
The committee wishes to thank Fred H. Gage, Salk Institute for Biological Studies, for his help in organizing this 
session. 
 
Session Chair: Lawrence S.B. Goldstein, Howard Hughes Medical Institute Investigator, Professor of 
Cellular and Molecular Medicine, and Director, UCSD Stem Cell Program, University of California, San 
Diego 

A clinician’s view on stem cell therapies for Parkinson’s Disease 
• Olle Lindvall, Professor of Neurology, Laboratory of Neurogenesis and Cell Therapy, 

Wallenberg Neuroscience Center, Lund University Hospital, Sweden 
 

 2



Research challenges of stem cell therapeutics 
• Lorenz Studer, Director, Laboratory of Stem Cell & Tumor Biology, and Associate 

Member, Memorial Sloan-Kettering Cancer Center 
Ethical concerns of stem cell therapeutics for Parkinson’s Disease 

• Lawrence S.B. Goldstein, Howard Hughes Medical Institute Investigator, Professor of 
Cellular and Molecular Medicine, and Director, UCSD Stem Cell Program, University of 
California, San Diego 

3:15 p.m. Break 

3:30 p.m. Session 4: General issues in stem cell therapeutics 
Session Objective: This session will include a panel of stakeholders including representatives from the research, 
oversight, and patient communities to react to the case studies and discuss cross-cutting issues related to stem 
cell therapeutics. 

 
Moderator:  Susan L. Solomon, Co-founder and Chief Executive Officer, The New York Stem Cell 
Foundation 

• Marie Csete, Chief Scientific Officer, California Institute for Regenerative Medicine 
• Insoo Hyun, Associate Professor of Bioethics, Case Western Reserve University; Co-Chair, 

Task Force on Clinical Translation of Stem Cells and Chair, Ethics and Public Policy 
Committee, International Society for Stem Cell Research 

• Jane S. Lebkowski, Senior Vice President of Tissue Regenerative Medicine, Geron 
Corporation 

• Amy Comstock Rick, Chief Executive Officer, Parkinson’s Action Network; President, 
Coalition for the Advancement of Medical Research 

• Jeremy Sugarman, Harvey M. Meyerhoff Professor of Bioethics and Medicine, Professor of 
Medicine, Professor of Health Policy and Management, and Deputy Director for Medicine, 
Berman Institute of Bioethics, Johns Hopkins University 

5:00 p.m. Additional discussion and public comment 
Moderator:  R. Alta Charo (committee co-chair), Warren P. Knowles Professor of Law and 
Bioethics, University of Wisconsin–Madison 

5:30 p.m. Symposium adjourns 
 

 
 

 
The Human Embryonic Stem Cell Research Advisory Committee is a project of the National Research 
Council’s Board on Life Sciences and the Institute of Medicine’s Board on Health Sciences Policy.  The 
project is sponsored by The Ellison Medical Foundation, The Greenwall Foundation, and the Howard 
Hughes Medical Institute. 
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R. Alta Charo, JD, is the Warren P. Knowles Professor of Law and Bioethics at the University of 
Wisconsin–Madison, on the faculties of both the Law School and the Medical School.  In 2006, she was 
Visiting Professor of Law the University of California, Berkeley Boalt Hall School of Law.  Professor Charo is 
the author of nearly 100 articles, book chapters, and government reports on such topics as voting rights, 
environmental law, family planning and abortion law, medical genetics law, reproductive technology policy, 
science policy, and medical ethics.  Professor Charo is a member of the boards of the Alan Guttmacher 
Institute and the Foundation for Genetic Medicine, a member of the National Medical Advisory Committee 
of the Planned Parenthood Federation of America, and a member of the ethics advisory boards of the 
International Society for Stem Cell Research, the Juvenile Diabetes Research Foundation, and WiCell.  In 
2005, she was appointed to the ethics standards working group of the California Institute for Regenerative 
Medicine and was elected a fellow of the Wisconsin Academy of Sciences, Arts and Letters.  In 1994, 
Professor Charo served on the National Institutes of Health Human Embryo Research Panel; and from 1996 
to 2001, she was a member of the presidential National Bioethics Advisory Commission and participated in 
drafting its reports.  She was a member of the National Academies’ Board on Life Sciences from 2001 until 
2007 and since 2006 has been a member of the Institute of Medicine (IOM) Board on Population Health and 
Public Health Practices.  Professor Charo was elected to IOM in 2006.  She is co-chair of the National 
Academies’ Human Embryonic Stem Cell Research Advisory Committee. 
 

Kenneth Chien, MD, PhD, is Scientific Director of the Cardiovascular Research Center at Massachusetts 
General Hospital, Charles Addison & Elizabeth Ann Sanders Professor of Medicine, and Professor of Cell 
Biology at Harvard Medical School in the Department of Stem Cell & Regenerative Biology.  He is also a 
member of the Harvard Stem Cell Institute, where he leads the university-wide Cardiovascular Stem Cell 
Biology Program.  Dr. Chien has conducted research focused on the molecular pathways of cardiac 
development and disease, including a recent discovery of “progenitor cells” (similar to stem cells) residing in 
the heart and a “master” cardiovascular stem cell that can give rise to all three major cell types in the heart: 
cardiac, smooth muscle, and endothelial.  These cells signal a particularly exciting breakthrough, as they are 
capable of generating functioning heart muscle cells and have significant implications both for the study of 
heart development, drug discovery, and disease target identification, and for longer term potential therapeutic 
application of the cells to repair and replace damaged heart, pacemaker, and vascular tissue. 

A graduate of Harvard University, Dr. Chien went on to earn his MD and PhD from Temple 
University in Pennsylvania.  After completing his internship, residency, and cardiology fellowship training at 
the University of Texas Southwestern Medical School in Dallas, he joined the faculty of the UCSD 
Departments of Medicine and Cardiology and the Center for Molecular Genetics.  Subsequently, Dr. Chien 



became the Director of the UCSD Institute of Molecular Medicine and directed the joint UCSD-Salk 
Institute National Institutes of Health Molecular Medicine Training Program.  He has served as an advisor, 
board member, or consultant to several biotechnology and large pharmaceutical companies and to the Doris 
Duke Charitable Trust and the Wellcome Trust.  He has received several awards for his work, including the 
Pasarow Foundation Award, the Walter B. Cannon Award of the American Physiological Society, and an 
honorary Doctorate of Science from the University of Edinburgh, Scotland.   
 

Marie E. Csete, MD, PhD, is the Chief Scientific Officer of the California Institute for Regenerative 
Medicine (CIRM).  Prior to joining the CIRM, Dr. Csete was John E. Steinhaus Professor of Anesthesiology 
at Emory University, with adjunct appointment in Cell Biology, and program faculty appointments in 
Biochemistry, Cell and Developmental Biology, Neurosciences, and the Emory/Georgia Tech Biomedical 
Engineering Program.  She was also the director of Liver Transplant Anesthesiology at the Emory University 
Hospital in Atlanta and director of the Emory/Georgia Tech Human Embryonic Stem Cell Core, and co-
director of the Emory MD/PhD Program. 

Dr. Csete graduated from Princeton University with a degree in music and received her MD from 
Columbia University’s College of Physicians & Surgeons.  After residency and fellowship training at the 
Massachusetts General Hospital and St. Elizabeth’s Hospital in Boston, she was Assistant Professor in 
Residence at the University of California, San Francisco, where she directed the liver transplant 
anesthesiology team.  Dr. Csete received her PhD from California Institute of Technology where her work 
focused on the role of physiologic gases in stem cell fate. Her lab at Emory continues to study the role of 
gases in differentiation, death, and migration of stem cells, as well as the aging of stem cells. 
 

Lawrence S.B. Goldstein, PhD, is Professor of Cellular and Molecular Medicine at the University of 
California, San Diego (UCSD), and Director of the UC San Diego Stem Cell Program.  He is also a Howard 
Hughes Medical Institute Investigator.  Dr. Goldstein’s research is focused on understanding the molecular 
mechanisms of movement inside brain cells and how failures in the movement systems may lead to 
neurodegenerative diseases.  His laboratory has discovered important links between transport processes and 
diseases such as Alzheimer’s and Huntington’s diseases.  Dr. Goldstein has had an active role in national 
science policy, having served on many public scientific advisory committees, in addition to serving as an 
expert commentator on the issue of stem cell research and biomedical research policy by print and broadcast 
media.  He has testified on a number of occasions in the U.S. House of Representatives and the Senate about 
NIH funding and stem cell research.  Dr. Goldstein also served as co-chair of the scientific advisory 
committee to the campaign for the Proposition 71 stem cell research initiative, which authorizes $3 billion in 
tax-free state bonds to fund stem cell research in California over the next 10 years.  As a co-founder and 
consultant of the biotechnology company Cytokinetics, he has also had an active role in private industry 
where he has gained experience in translating scientific insights to new therapeutic approaches. 

Dr. Goldstein received his BA degree in biology and genetics from UCSD in 1976 and his PhD 
degree in genetics from the University of Washington, Seattle, in 1980.  He did postdoctoral research at the 
University of Colorado at Boulder from 1980 to 1983 and the Massachusetts Institute of Technology in 1983-
1984.  He was assistant, associate, and full professor at Harvard University in the Department of Cellular and 
Developmental Biology from 1984 to 1993, when he moved to UCSD and HHMI.  His awards include a 
Senior Scholar Award from the Ellison Medical Foundation, an American Cancer Society Faculty Research 
Award, the Loeb Chair in Natural Sciences when he was at Harvard University, and election to the American 
Academy of Arts and Sciences.  His work is supported by funding from HHMI, the National Institutes of 
Health, the Johns Hopkins ALS Center, ALSA, and the HighQ Foundation. 
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Deborah Hursh, PhD, is a Senior Investigator in the Division of Cell and Gene Therapies, Office of 
Cellular, Tissue and Gene Therapies, Center for Biologics Evaluation and Research (CBER), of the U.S. Food 
and Drug Administration.  She reviews products in the areas of cell and gene therapy, and tumor vaccines, in 
addition to directing a research program on cell signaling.  She received her PhD in Molecular, Cellular and 
Developmental Biology from Indiana University and was a postdoctoral fellow in the Department of Cellular 
and Developmental Biology at Harvard University.  She was a Senior Staff Fellow at the National Cancer 
Institute, and an Assistant Professor of Biology at American University in Washington, DC, prior to joining 
CBER in 2000. 
 

Richard O. Hynes, PhD, is the Daniel K. Ludwig Professor for Cancer Research at the David H. Koch 
Institute for Integrative Cancer Research and Department of Biology at the Massachusetts Institute of 
Technology (MIT) and a Howard Hughes Medical Institute Investigator.  He was formerly head of the 
Biology Department and then director of the Center for Cancer Research at MIT.  His research focuses on 
fibronectins and integrins and the molecular basis of cellular adhesion, both in normal development and in 
pathological situations, such as cancer, thrombosis, and inflammation.  Dr. Hynes’s current interests are 
cancer invasion and metastasis, angiogenesis, and animal models of human disease states.  He is a member of 
the National Academy of Sciences and the Institute of Medicine and is a fellow of the Royal Society of 
London and the American Academy of Arts and Sciences.  In 1997, he received the Gairdner International 
Foundation Award.  In 2000, he served as president of the American Society for Cell Biology and testified 
before Congress about the need for federal support and oversight of embryonic stem cell research.  He co-
chaired the 2005 National Academies Guidelines for Human Embryonic Stem Cell Research and is a governor of the 
Wellcome Trust, UK.  He is co-chair of the National Academies’ Human Embryonic Stem Cell Research 
Advisory Committee. 
 

Insoo Hyun, PhD, is Associate Professor of Bioethics at Case Western Reserve University School of 
Medicine.  He is chair of the Ethics and Public Policy Committee of the International Society for Stem Cell 
Research (ISSCR) and co-chair of the ISSCR Task Force on International Guidelines for the Clinical 
Translation of Stem Cells.  In 2006 he chaired the Subcommittee on Human Biological Materials 
Procurement for the International Embryonic Stem Cell Guidelines Task Force, a multinational, 
multidisciplinary working group for the ISSCR.  Dr. Hyun received his PhD in philosophy from Brown 
University and his BA and MA in philosophy from Stanford.  In 2005, he was awarded a Fulbright Research 
Award by the U.S. Department of State to study the ethical, legal, and cultural dynamics of human research 
cloning in South Korea.  Dr. Hyun’s articles have appeared in Science, Nature, Cell Stem Cell, The Hastings Center 
Report, and The Kennedy Institute of Ethics Journal, among others.   
 

Richard T. Lee, MD, is an Associate Professor of Medicine at Harvard Medical School and Lecturer in 
Biological Engineering at the Massachusetts Institute of Technology (MIT).  In addition, Dr. Lee practices 
general cardiology at Brigham and Women’s Hospital and internal medicine at a Boston homeless shelter.  
Dr. Lee’s laboratory uses emerging biotechnologies to discover and design new approaches to cardiovascular 
diseases.  A central theme of his laboratory is that merging bioengineering and molecular biology approaches 
can yield novel approaches.  Ongoing projects in his laboratory include studies of cardiac regeneration, 
diabetic vascular disease, wound healing, heart failure, and cardiac hypertrophy.  Dr. Lee is a graduate of 
Harvard College in biochemical sciences and Cornell Medical College.  He completed internal medicine and 
cardiovascular medicine training at Brigham and Women’s Hospital, and received postdoctoral training at 
MIT.   
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Jane S. Lebkowski, PhD, is Senior Vice President of Regenerative Medicine for Geron Corporation.  Dr. 
Lebkowski heads the human embryonic stem cell program at Geron, and coordinates preclinical research 
along with product and clinical development activities.  Dr. Lebkowski joined Geron in 1998 as the Senior 
Director of Cell and Gene Therapies.  Prior to Geron, Dr. Lebkowski was Vice President of Research and 
Development at Applied Immune Sciences.  Following the acquisition of Applied Immune Sciences by 
Rhone Poulenc Rorer (RPR), Dr. Lebkowski remained as Vice President of Discovery Research (currently 
Sanofi-Aventis).  During Dr. Lebkowski’s tenure at RPR, she coordinated preclinical investigations of gene 
therapy approaches for treatment of cancer, cardiovascular disease and nervous system disorders, and 
directed the vector development, formulation, and delivery programs.  Dr. Lebkowski received her PhD in 
biochemistry from Princeton University in 1982.  She did a postdoctoral fellowship at the Department of 
Genetics, Stanford University from 1982 to 1986. 
 

Olle Lindvall, MD, PhD, is Professor of Clinical Neurology and Chairman of the Division of Neurology at 
the University Hospital, Lund, Sweden.  Dr. Lindvall has headed the clinical neurotransplantation program at 
the University of Lund since 1983.  This program has pioneered cell replacement strategies and been the first 
to show proof-of-principle, i.e., that transplanted neurons can survive, grow, restore transmitter release, 
become functionally integrated, and give rise to clinically measurable improvements in the diseased, 50-60 
year old human brain.  Current research interests in Lindvall’s laboratory are the development of stem cell-
based approaches for cell replacement in Parkinson’s disease and stroke, and of gene therapeutic strategies for 
neuroprotection and neuroregeneration in Parkinson’s disease.  Much focus is on the role and possible 
therapeutic relevance of neurogenesis from the adult brain’s own neural stem cells in stroke and epilepsy. 

Dr. Lindvall is co-chair of the International Society for Stem Cell Research’s (ISSCR) Task Force on 
the Clinical Translation of Stem Cells.  He is also a member of the ISSCR Board, the Board of Reviewing 
Editors for Science, and the Scientific Advisory Board of the Michael J. Fox Foundation for Parkinson’s 
Research.  Dr. Lindvall has received numerous prizes and awards, and was elected a member of the Royal 
Swedish Academy of Sciences in 2008.  In addition, he has served as Vice-Dean of the Medical Faculty at the 
University of Lund 1997–1999, as member of the Board of the Swedish Research Council (medical division) 
2001–2006, and as clinical coordinator in EU-sponsored integrated project EuroStemCell 2003–2007.  
 

Christine Mummery, PhD, is Chair and Professor of the Department of Anatomy and Embryology at 
Leiden University Medical Centre.  Her research interest is in both developmental biology of the heart, and 
the conversion of human pluripotent stem cells into cardiac and vascular cells.  The major focus of her lab is 
in the use of pluripotent stem cells as disease models and in their future potential in cardiac repair.  Dr. 
Mummery studied Physics at the University of Nottingham and carried out a PhD in Biophysics at Guy’s 
Hospital Medical School.  She received a postdoctoral fellowship from the Royal Society for research on 
neuroblastoma cells at the Hubrecht Institute in the Netherlands where she later became group leader.  From 
2002 until recently, she was Professor of Developmental Biology in Utrecht.  In 2007, she was awarded a 
joint Harvard Stem Cell Institute/Radcliffe Institute fellowship and spent sabbatical leave in the labs of Ken 
Chien (Massachusetts General Hospital, Boston) and Kit Parker (Disease Biophysics, Harvard).  

Dr. Mummery serves on the Ethical Councils of the Royal Netherlands Academy of Science and the 
Ministry of Health, providing specialized advice on research with human embryos and embryonic stem cells.  
She is also on the National Medical Council for Experiments on Humans in the Netherlands, as an advisor 
on stem cell therapies, the Scientific Advisory Boards of the Stem Cell Centre, Leuven, in Belgium, 
ESTOOLs, an EU stem cell programme, and the UK initiative Stem Cells for Safer Medicine (SC4SM), a 
joint academic and pharmaceutical initiative to develop stem cell based in vitro systems for drug development 
and discovery and toxicology testing in liver and heart.  In addition, she has recently been nominated 
president elect of the International Society of Differentiation.  She has written a popular book on stem cells 
and is editor/on the editorial board of Stem Cell Research, Cell Stem Cell, Stem Cells, and Differentiation.  
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Amy Comstock Rick, JD, is the President of the Coalition for the Advancement of Medical Research, a 
broad and diverse pro stem cell advocacy coalition, and the Chief Executive Officer of the Parkinson’s 
Action Network, a national public policy and advocacy organization.  Ms. Rick previously served as the 
Director of the U.S. Office of Government Ethics from 2000 to 2003.  Before her appointment to the Office 
of Government Ethics, Ms. Rick was Associate Counsel to the President in the White House Counsel’s 
Office.  Ms. Rick began her federal service as an attorney at the U.S. Department of Education in 1988; she 
ended her tenure there in 1998 as Assistant General Counsel for Ethics.  Ms. Rick began her professional 
career at the law firm of Beveridge & Diamond.  She received a Bachelor of Arts degree from Bard College 
and a Juris Doctor degree from the University of Michigan. 
 

Susan L. Solomon, JD, is Chief Executive Officer and Co-Founder of The New York Stem Cell Foundation 
(NYSCF), a non-profit organization established in 2005 to accelerate stem cell research to cure the major 
diseases of our time.  NYSCF supports the pursuit of advanced stem cell research by leading scientists 
through its state-of-the-art, collaborative stem cell research laboratory, fosters the next generation of stem cell 
researchers through the NYSCF Fellowship Program, and convenes educational stem cell research 
conferences and meetings for scientists and the general public.  A longtime health-care advocate, Ms. 
Solomon is a founding member of NYAMR (New Yorkers for the Advancement of Medical Research) and 
the New York Council for the Joslin Diabetes Center, and has served on the Board of Directors of the 
Juvenile Diabetes Research Foundation, New York Chapter, since 1994.  Additionally, Ms. Solomon serves 
on the Government Affairs Committee for the International Society for Stem Cell Research.  Ms. Solomon 
was integral to the establishment of the Empire State Stem Cell Trust and is a member of the Strategic 
Planning Committee of the Empire State Stem Cell Board.  In March 2008, Ms. Solomon received a New 
York State Women of Excellence Award from State Governor David A. Paterson.  In September 2008, she 
received the Triumph Award from the Brooke Ellison Foundation. 

Ms. Solomon is currently on the Board of Directors and Executive Committee of the Regional Plan 
Association of New York.  Prior to founding NYSCF, Ms. Solomon established and ran Solomon Partners 
LLC to provide strategic management consulting to corporations, cultural institutions, foundations and non-
profit organizations.  She was the founding Chief Executive Officer of Sothebys.com, has served as Chairman 
and Chief Executive Officer of Lancit Media Productions and was President of Sony Worldwide Networks.  
Ms. Solomon has also held executive positions at MacAndrews and Forbes Holdings and at MMG Patricof 
and Co.  An attorney, Ms. Solomon practiced law with Debevoise & Plimpton before beginning her career in 
business.  Ms. Solomon received her BA from New York University and her JD from Rutgers University 
School of Law.   
 

Lorenz Studer, MD, is an associate member in the Developmental Biology Program and the Department of 
Neurosurgery at the Memorial Sloan-Kettering Cancer Center in New York.  He currently leads the steering 
committee of the tri-institutional stem cell initiative (Sloan-Kettering Institute, Weill-Cornell Medical School, 
and Rockefeller University), and directs the Sloan-Kettering Institute human embryonic stem (ES) cell core.  

Dr. Studer’s research focuses on stem cells and brain repair. Major contributions of his lab were the 
in vitro derivation of midbrain dopamine neurons from mouse nuclear transfer embryonic stem cells and from 
a novel type of pluripotent parthenogenetic stem cell in monkey.  His laboratory was also first to demonstrate 
“therapeutic cloning” in a mouse model of a central nervous system (CNS) disorder, and he has pioneered 
studies on human ES cell differentiation. His most recent work increasingly focuses on human ES cell 
biology and applications of human ES cells in the CNS and beyond.   

Dr. Studer, a native of Switzerland, graduated from medical school in 1991 and received his doctoral 
degree in neuroscience at the University of Bern in 1994.  While there, he initiated studies with Christian 
Spenger, MD, leading to the first clinical trial of fetal tissue transplantation for Parkinson’s disease in 
Switzerland in December 1995.  Dr. Studer next pursued his research interests at the National Institutes of 
Health (NIH) in Bethesda, Maryland, where he worked in the laboratory of Ronald D. McKay, PhD.  At the 
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NIH he pioneered techniques that allow the generation of dopamine cells in culture from dividing precursor 
cells. In 1998, he was first to demonstrate that the transplantation of dopamine cells generated in culture 
improve clinical symptoms in Parkinsonian rats.  
 

Jeremy Sugarman, MD, MPH, MA, is the Harvey M. Meyerhoff Professor of Bioethics and Medicine, 
Professor of Medicine, Professor of Health Policy and Management, and Deputy Director for Medicine of 
the Berman Institute of Bioethics at the Johns Hopkins University.  Dr. Sugarman conducts both theoretical 
and empirical research in medical ethics.  His work concentrates on informed consent, research ethics, and 
the ethical issues associated with emerging technologies.  He is the author of over 150 publications in peer-
reviewed journals.  In addition, he has edited or co-edited four books (Beyond Consent: Seeking Justice in Research; 
Ethics of Research with Human Subjects: Selected Policies and Resources; Ethics in Primary Care; and Methods in Medical 
Ethics).  Dr. Sugarman is a contributing editor for IRB, and is on the editorial boards of Accountability in 
Research, the American Journal of Bioethics, Clinical Trials, and Theoretical Medicine and Bioethics.  Dr. Sugarman 
serves on the Scientific and Research Advisory Board for the Canadian Blood Service and is a member of the 
Maryland Stem Cell Research Commission.  He is currently chair for the Ethics Working Group of the HIV 
Prevention Trials Network, the Ethics Officer for the Resuscitation Outcomes Consortium, and co-chair of 
the Johns Hopkins’ Embryonic Stem Cell Research Oversight Committee.  Dr Sugarman is a member of the 
American Society of Clinical Investigation and a Fellow of the American Association for the Advancement of 
Science, the American College of Physicians, and the Hastings Center. 
 

John E. Wagner, Jr., MD, is a professor of pediatrics at the University of Minnesota Medical School.  He is 
the first recipient of the Children’s Cancer Research Fund/Hageboeck Family Chair in Pediatric Oncology 
and also holds the Variety Club Endowed Chair in Molecular and Cellular Therapy.  He is the director of the 
Division of Pediatric Hematology/Oncology and Bone Marrow Transplantation and scientific director of 
clinical research of the Stem Cell Institute.  Dr. Wagner is a member of numerous societies, including the 
American Society of Hematology, the International Society of Experimental Hematology, and the American 
Society of Blood and Marrow Transplantation.  He is a member of several honorary societies, including 
Alpha Omega Alpha (1980), the American Society of Clinical Investigation (2000), and the Association of 
American Physicians (2006).  Dr. Wagner holds a patent on the isolation of the pluripotential quiescent stem 
cell population. Dr. Wagner’s research has focused on the development of novel cellular therapies for tissue 
repair and suppression of the immune response using subpopulations of neonatal umbilical cord blood and 
adult bone marrow and peripheral blood.  His projects are funded by the National Institutes of Health and 
industry.  In addition, Dr. Wagner pioneered the use of embryo selection to “create” a perfectly tissue-
matched stem cell donor for the treatment of genetic disease. 

Dr. Wagner earned a BA in biological sciences and a BA in psychology from the University of 
Delaware and an MD from Jefferson Medical College.  He has written more than 180 articles and book 
chapters on hematopoietic stem cell transplantation.  He co-chairs the Graft Sources and Manipulation 
Working Committee of the Center for International Blood and Marrow Transplant Research (CIBMTR), 
serves on the Scientific Board of Directors of the National Marrow Donor Program, and is a member of the 
Scientific and Medical Accountability Standards Working Group of the California Institute of Regenerative 
Medicine.  Dr. Wagner has previously served as a member of the Institute of Medicine’s Committee on 
Establishing a National Cord Blood Stem Cell Banking Program and current serves as a member of the 
National Academies’ Human Embryonic Stem Cell Research Advisory Committee. 
 

Darin J. Weber, PhD, joined the Biologics Consulting Group, Inc (BCG) in 2004 as a Senior Consultant.  
His skill sets include extensive regulatory and scientific expertise in cell and tissue-based therapies, including 
biologic-device combination products (tissue engineering/regenerative medicine), pancreatic islet 
transplantation, xenotransplantation, stem cells, tumor vaccines, and other related biological therapies.   
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Prior to becoming a consultant, he spent 7 years at the Center for Biologics Evaluation and Research 
(CBER) at the U.S. Food and Drug Administration (FDA). While at FDA, he held a number of positions of 
increasing responsibility including Chief of the Cell Therapies Branch within the Office of Cellular, Tissues 
and Gene Therapies (OCTGT).  At FDA, Dr. Weber served on a number of interagency working groups, 
including the Multi-Agency Tissue Engineering Science (MATES) Working Group, Steering Committee of 
the National Islet Cell Resource (ICR) Centers and a number of FDA working groups involved in developing 
regulatory policy for human tissues and cellular therapies. 

Dr. Weber earned a BS in molecular biology from The Evergreen State College and a PhD in 
biochemistry and biophysics from Oregon State University 
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