SPEAKERS

JILL HARTZLER WARNER, J.D.

Jill Hartzler Warner, J.D., is Acting Associate Commissioner for Special Medical Programs at FDA.  She oversees FDA’s Office of Pediatric Therapeutics, Office of Orphan Products Development, Office of Good Clinical Practice, Office of Combination Products, and the Advisory Committee Oversight and Management Staff.  In this position, Ms. Warner provides leadership and direction in the coordination of internal and external review of pediatric science, safety, ethics, and international issues.  She oversees the implementation of the Orphan Products provisions of the Federal Food, Drug, and Cosmetic Act to encourage the development of drugs of limited commercial value for use in rare diseases and conditions to advance public health.  She promotes and directs Good Clinical Practice and human subject protection regulation, policy, harmonization, and outreach activities.  Ms. Warner provides leadership and direction on issues involving the regulation of combination products, the classification of human medical products, and jurisdiction over human medical products.  Further, she oversees management of FDA Advisory Committees to provide consistent application of laws and policies applicable to such committees, and directs development of policy, procedures, and processes to maintain and improve the agency’s advisory committee program.  

Prior to her current position, Ms. Warner served FDA’s Office of the Commissioner and the Center for Biologics Evaluation and Research (CBER) in a variety of roles, including Acting Assistant Commissioner for Accountability and Integrity, Senior Policy Advisor and Counselor, and Associate Chief Counsel for Biologics.  Among her achievements in FDA’s Office of the Commissioner, Ms. Warner was instrumental in developing clear, consistent, and transparent policies on disclosure of information and criteria for assessing conflicts of interest for FDA advisory committees.  For CBER, Ms. Warner led FDA’s initiative to develop and implement a risk-based approach to the regulation of cell and tissue-based products and steered FDA’s international communication and harmonization in the area of cells and tissues.  As Associate Chief Counsel for Biologics, Ms. Warner was lead counsel for blood product issues, various “reinventing government” initiatives to streamline review and regulation of biological products, and handled a variety of cross-cutting legal issues.  Ms. Warner received her B.A. in Environmental Sciences, with distinction, from the University of Virginia and her J.D. from the University of Virginia School of Law.

Joshua M. Sharfstein, M.D.

Dr. Joshua M. Sharfstein was appointed by President Obama to be the FDA Principal Deputy Commissioner, Food and Drugs, in March, 2009.

From December 2005 through March 2009, Dr. Sharfstein was the Commissioner of Health for the City of Baltimore, Maryland.  In this position, he led efforts to expand literacy efforts in pediatric primary care, facilitate the transition to Medicare Part D for disabled adults, engage college students in public health activities, increase influenza vaccination of healthcare workers, and expand access to effective treatment for opioid addiction.  Under his leadership, the Baltimore Health Department and its affiliated agencies have won multiple national awards for innovative programs, and in 2008, Dr. Sharfstein was named Public Official of the Year by Governing Magazine.

From July 2001 to December 2005, Dr. Sharfstein served as minority professional staff of the Government Reform Committee of the U.S. House of Representatives for Congressman Henry A. Waxman.  Dr. Sharfstein is a 1991 graduate of Harvard College, a 1996 graduate of Harvard Medical School, a 1999 graduate of the combined residency program in pediatrics at Boston Children’s Hospital and Boston Medical Center, and a 2001 graduate of the fellowship in general pediatrics at the Boston University School of Medicine.
Margaret Miller, Ph.D., Moderator
Margaret Ann Miller, Ph.D., RN joined the United States Food and Drug Administration (FDA) Center for Veterinary Medicine in 1989. She held several positions within the Center for Veterinary Medicine including Deputy Director for Human Food Safety. In 1999, Dr. Miller moved to FDA’s Office of Women’s Health as the Manager of Science Programs. In 2005, she was detailed to the World Health Organization, where she again worked in the food safety arena. Upon her return from the World Health Organization, Dr. Miller joined FDA’s National Center for Toxicological Research as the Associate Director of Regulatory Activities where, among other duties, she serves as the Designated Federal Official for their Science Advisory Board.

Michael Ortwerth, Ph.D
Michael Ortwerth is the Director of the Advisory Committee Oversight and Management Staff for the U.S. Food and Drug Administration.  Dr. Ortwerth came to the FDA Office of the Commissioner in 2002 as a Senior Science Policy Analyst in the Advisory Committee Oversight and Management Staff. There he has participated closely in the formulation and implementation of improvements to ensure the scientific integrity of the FDA advisory committee process, including initiatives to seek new members with the appropriate expertise and minimal conflicts of interest and efforts to enhance business processes through the incorporation of modern-day information technology.  Previously Michael worked in the Office of the Center Director in FDA’s Center for Drug Evaluation and Research (CDER) as lead facilitator for the Center's Good Review Practices Initiative.  He also served as a CDER faculty member teaching a course on presenting scientific information at FDA Advisory Committee meetings.  Michael joined FDA in 1998 as a reviewer of chemistry manufacturing and control data for investigational and new drug applications, after a stint as Assistant Professor of Chemistry at Truman State University in Missouri.  

Michael has a Ph.D. in Chemistry from Washington University in St. Louis, Missouri and a B.A. in Chemistry from Lindenwood University.  

Dornette Spell-LeSane, R.N., M.S.N., M.H.A., NP-C

Commander, US Public Health Service

Dornette began her career at FDA in 1999 as a Regulatory Project Manager in the Center for Drug Evaluation and Research in the Division of Reproductive Health and Urologic Drug Products. She joined the Commissioned Corps of the U.S. Public Health Service in 2003. Since that time she has served as a Supervisory Project Officer with the Advisory Committee Staff in CDER and Senior Program Management Officer in the Advisory Committee Oversight and Management Staff in the Office of the Commissioner. 

Currently serving as Deputy Director in ACOMS she manages high level activities and reporting requirements to comply with government rules and regulations as it pertains to FDA advisory committees.  She participates in the development of policy guidance, conducts research and manages program activities that include forecasting activities to advance the advisory committee program. 

Dornette is a board certified adult nurse practitioner. She attended American University and George Washington University Medical School in Washington, DC. She has Masters Degrees in Nursing and Health Administration. 

Lee Richardson, Ph.D

Lee Richardson earned a D.B.A. in marketing from the University of Colorado in 1966. He is a professor of marketing in the Merrick School of Business at the University of Baltimore. Richardson served as president of the Consumer Federation of America, the nation's largest consumer advocacy group in the consumer movement, as well as two statewide groups in Maryland and Louisiana. He has been appointed to a number of federal positions in the executive office of the president, Centers for Disease Control, and the Food and Drug Administration. 
Richardson's research has centered on consumerism and current issues in consumer protection. Recent papers have emphasized pharmaceutical advertising and marketing and health delivery to third world HIV/AIDS patients. Altogether he has published more than 80 articles and conference papers and edited three books in the marketing and finance fields. He has consulted for numerous state governments and nonprofit groups on utility pricing in 12 states, and for large corporations and trade associations such as Texaco, AT&T, the Direct Marketing Association, the Gulf Oil Corp., and Middle South Utilities on various consumer issues. He also has done significant pro bono consulting for consumer and public interest organizations. Richardson has testified before committees of Congress 11 times, and before state legislative committees 18 times on various consumer issues
Carolyn Jeletic, Moderator

Carolyn came to work for Center for Food Safety and Applied Nutrition in 1991.  She served as a technical editor for the Center's research until 1999, when she began working with the Food Advisory Committee on conflicts of interest.  She became the DFO for the Food Advisory Committee in April 2008. 

Peter Lurie, MD, MPH
Peter Lurie is Senior Advisor in the Office of Policy, Planning and Budget in the Office of the Commissioner at the Food and Drug Administration.  Prior to that, he was Deputy Director of Public Citizen’s Health Research Group in Washington, DC.  During his academic career at the University of California, San Francisco and the University of Michigan he studied needle exchange programs, ethical aspects of mother-to-infant HIV transmission studies and HIV vaccine trials in developing countries and the economic and public health aspects of a number of HIV policies.  At Public Citizen, he addressed a variety of FDA regulatory policies, a number of specific drug and device issues, efforts to reduce worker exposure to hexavalent chromium and beryllium and a campaign to lower medical resident work hours.  At FDA he has worked on a number of policy issues, including antimicrobial resistance and hepatitis.

David B. Banks, R.Ph., Ph.D.

David Banks has worked with the Office of Special Health Issues, FDA Office of the Commissioner, since September, 1996.  He is OSHI’s liaison to patient advocates for neurological diseases, and serves on FDA’s IRB.  Prior to OSHI, he worked in the FDA Center for Drug Evaluation and Research in new drug evaluation project management, regulation of drug advertising and promotion, and evaluation of safety of marketed drugs.
He earned a Doctorate in Public Policy (Health Policy) in 2004 and a Masters in Policy Sciences (Health Policy) in 1999 from the University of Maryland Graduate School.  He received a BS in Pharmacy in 1977 from Butler University College of Pharmacy, Indianapolis, Indiana.  After serving for 25 years as an officer in the Commissioned Corps of the U.S. Public Health Service, Dr. Banks retired and transferred into a Civil Service position with OSHI in early 2009. 
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