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Born: Wantagh, NY. December 29, 1934

Education:

W.C. Mepham High School, Bellmore, New York, 1947‑1951

Duke University, Durham, North Carolina, 1951‑1954

The George Washington University School of Medicine, Washington, DC., 1954‑1958. M.D. degree with distinction, 1958.

Uniformed Service:

U.S. Public Health Service. Rank: Surgeon, 1960‑1964; currently in Inactive Reserve, USPHS

Positions held (including post‑graduate education):

1958‑1959
Medical House Officer, Peter Bent Brigham Hospital, Boston, MA

1959‑1960
Assistant Resident in Medicine, Peter Bent Brigham Hospital

1960‑1962
Clinical Associate, National Heart Institute, Bethesda, MD

1962‑1963
Chief Medical Resident, Veterans Administration Hospital, West Haven, CT; Instructor in Medicine, Yale University School of Medicine, New Haven, CT

1963‑1964
Investigator, National Heart Institute; Clinical Instructor in Medicine, The George Washington University School of Medicine

1964‑1965
Instructor in Medicine and Pharmacology, Yale University School of Medicine; Clinical Assistant in Medicine, Yale‑New Haven Medical Center

1964‑1966
Clinical Investigator, Veterans Administration Hospital, West Haven, CT

1965‑1968
Assistant Professor of Medicine and Pharmacology, Yale University School of Medicine

1965‑1968 
Assistant Attending Physician, Yale‑New Haven Medical Center

1966‑1974 Chief, Section of Clinical Pharmacology, Yale University School of Medicine

1966‑      
Attending Physician, Veterans Administration Hospital, West Haven, CT

1968‑1973 Associate Professor of Medicine and Pharmacology, Yale University School of Medicine          
1968‑ 
Attending Physician, Yale‑New Haven Medical Center

1973‑ 
Professor of Medicine and Lecturer in Pharmacology, Yale University School of Medicine

1973‑1975
Director, Physician's Associate Program, Yale University School of Medicine

1988‑1991
Director: Professional Responsibility (a 43‑ hour required course for first year medical students.)

1998- 
Center for Interdisciplinary Research on AIDS; Law, Policy and Ethics Core; Co- director 1998-1999, Director, 2001-    
1998-2005
Yale University Interdisciplinary Bioethics Program, Co-chair,  
 Executive Committee 1999-2005.

2002-2008
Donaghue Initiative in Biomedical and Behavioral Research Ethics, Director
2005-2007
Yale University Interdisciplinary Center for Bioethics, Co-Director
2007-
Yale University Interdisciplinary Center for Bioethics, Senior Scholar in Research Ethics
Certification: 

National Board of Medical Examiners, 1959

Licensed to Practice ‑ State of Connecticut, 1964

American Board of Internal Medicine, 1965

Honors:
Outstanding Achievement Medal: Office for Human Research Protection, US Department of Health and Human Services, for his role in the development of the Belmont Report, 2004.

Lifetime Award for Excellence in Human Research Protection, Health Improvement Institute, 2004

Lifetime Achievement Award for Excellence in Research Ethics, PRIM&R [Public Responsibility in Medicine and Research], 2005
The George Washington University: Distinguished Alumni Scholar Award, 2008.

Academy of Pharmaceutical Physicians and Investigators: Special Recognition Award, 2009.

Honors and Societies (while in medical school):

Scholastic standing: First in class

President: Junior and Senior class

Alpha Omega Alpha: Vice President

Smith Reed Russell Society: President (local scholastic honorary).

St. George Student Cancer Society of DC: (Vice‑president)

Phi Chi Medical Fraternity

Roche Award: 1957

Fellowships:

     National Foundation: 1956

     American Cancer Society: 1957

     National Institutes of Health: 1958

Societies:

   Fellow of the American College of Physicians

   Fellow of the American College of Cardiology

   Fellow of the Hastings Center 

   Fellow of the American Association for the Advancement of Science

 Council Delegate: Section of Medical Sciences, 1988-91.

   American Society for Clinical Investigation

   American Society for Clinical Pharmacology and Therapeutics

     Board of Directors, 1981‑1985

     Section on Medico‑Legal Matters and R&D Administration

      Vice‑Chairman, 1979‑1980; Chairman, 1980‑1985

     Government Affairs Committee, 1979‑ ca 1990

     Ethics Committee, 1986‑ ca 1990

   American Federation for Clinical Research

     Councilor, Eastern Section, 1965‑1967

     Secretary‑Treasurer, Eastern Section, 1967‑1970

     National Council, 1967‑1976

     Committee on Social Issues Related to Health, 1970‑1976

     Executive Committee, 1971‑1976

     Committee on Long Range Goals, 1972‑1973

     Public Policy Committee, 1972‑1976

     The Nellie Westerman Prize for Research in Ethics Award Committee, 


Chairperson, 1975‑1979

   Society of Bioethics Consultation, Board of Directors, 1988-1994  

   American Society of Law, Medicine & Ethics

     Board of Directors, 1986‑1996

     President‑elect, 1988‑1989; 1993-1994

     President, 1989‑1990; 1994-1995

   Council of Biology Editors

     Committee on Editorial Policy, 1973‑1976

   World Association of Medical Editors, 1998-1999

     Ethics Committee, Chair, 1998-1999

   American Society for Pharmacology and Experimental Therapeutics: Division of Clinical Pharmacology

      Educational and Professional Affairs Subcommittee, 1968‑1970

      Executive Committee, 1974‑1977

      ASPET Award Committee, 1973

   Alpha Omega Alpha

   Histamine Club

   Sigma Xi

   Association of Physician Assistant Programs

     Membership Committee, 1974, Chairman, 1974

   American College of Medical Quality,

     Ethics and Policy Committee; consultant (nonmember) 

Miscellaneous Activities:
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   Myocardial Infarction Committee, 1969‑1972
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Department of Health, Education and Welfare

   Blue Ribbon Panel on Behavior Modification Drugs for School Age Children, 1971

National Institute of Mental Health

   Drug Abuse Research Center Review Committee, 1972

Committee for Effective Drug Abuse Legislation, 1972

National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research:

   Special Consultant, 1974‑1978

National Heart, Lung, and Blood Institute

   Lipid Metabolism Advisory Committee, 1977‑1979

Food and Drug Administration
Workshops on Institutional Review Boards (presented quarterly in various cities in the USA): Resource Panelist, 1978‑1979

Commission on the Federal Drug Approval Process, Vice Chairman, 1981‑1982

National Heart, Lung, and Blood Institute

   Working Group on Mechanical Circulatory Support, 1983‑1986

National Institutes of Health

Acquired Immunodeficiency Syndrome Program Advisory Committee, 1989‑1995.

  National Human Subjects Protection Review Panel; a subcommittee of the AIDS Program Advisory Committee which serves as the National Institutional Review Board for the Parallel Track Program, Chairman, 1992-1995.

World Health Organization, Global Programme on AIDS, Consultant responsible for drafting "Ethical Guidelines for International Testing of HIV Candidate Vaccines and New Drugs for AIDS," 1989‑1990

American Foundation for AIDS Research

   Scientific Advisory Committee, 1990‑

   Public Policy Advisory Committee, 1991-

Council for International Organizations of Medical Sciences

Steering Committee for Development of International Guidelines for Epidemiological Research and Ethical Review Procedures, 1990‑1992
Steering Committee for the writing of International Ethical Guidelines for Biomedical Research Involving Human Subjects, Co-Chairman, 1991-93;

Chairperson, 1998-2002.

AIDS Action Foundation, Steering Committee: HIV Preventive Vaccines: Social, Ethical and Political Considerations for Domestic Efficacy Trials, 1993-1994.

Chair, Working Group on Informed Consent, Community Education and Support, 1993-1994.

National Academy of Sciences, Institute of Medicine

Committee to Review the Fialuridine Clinical Trials, 1994-95

Centers for Disease Control and Prevention (CDC), Ethics Subcommittee of the Director's Advisory Committee, 1997-1999; 2004 - 2008.

CDC, External Review Group for Human Subjects Protection, Chairperson, 2000 (this group was charged with the responsibility to assess CDC’s IRB system and other aspects of their human subjects protection activities and make recommendations for improvement)

Joint United Nations Programme on HIV/AIDS (UNAIDS), Project on Ethics in HIV Vaccine Trials, Consultant responsible for drafting the Guidance Document for Multinational Trials of HIV Preventive Vaccines, 1997- 1998.

National Institutes of Health Office of AIDS Research: Prevention Science Working Group, 1998-2001.

World Medical Association Working Group for Revision of the Declaration of Helsinki, Chair, 1998-1999

AMA Virtual Mentor Project, 1998-

National Institute of Mental Health: Human Subjects Research Council Workgroup, 1999-

Pan American Health Organization (PAHO): International Bioethics Advisory Board. 2000 – 2004.

Department of Health and Human Services: National Human Research Protections Advisory Committee, 2000-2003. 

Data and Safety Monitoring Boards   
Collaborative Ocular Melanoma Study (National Eye Institute)

   Data and Safety Monitoring Committee, 1986‑2005.

National Heart, Lung and Blood Institute, Data and Safety

 
Monitoring Committee for the Clinical Trial: Infant Heart Surgery; CNS Sequellae of Circulatory Arrest, 1991-1994

National Heart, Lung and Blood Institute, Data and Safety

Monitoring Committee for Clinical Trial of Implantable Cardioverters, 1992-1997

Merck & Co., Inc., Fracture Intervention Trial, Data & Safety Monitoring Board, 1992-  1997.

Regeneron Pharmaceuticals, Data and Safety Monitoring Board for the Clinical Trial of Recombinant Human Ciliary Neurotophic Factor in Patients with Amyotrophic Lateral Sclerosis, 1992-1994
American Foundation for AIDS Research

Data and Safety Monitoring Board for the Community-Based Clinical Trials Network, 1995-

National Institute of Allergy and Infectious Diseases, Vaccine and Prevention Research Trials (HIVNET), Prevention Data and Safety Monitoring Board, 1996-1998
National Heart, Lung and Blood Institute, National Emphysema Treatment Trial, Data and Safety Monitoring Board, 1997-2003
National Institute of Mental Health, Data and Safety Monitoring Board, 1997-

Baxter Corporation, Data Monitoring Committee for the Perioperative DCLHb Study, 1997-1998
CIRCE Biomedical Corp., Data and Safety Monitoring Board for the Clinical Trial of the HepatAssist System, 1998-2001

National Heart, Lung and Blood Institute, Magnesium in Coronaries Clinical Trial, Data and Safety Monitoring Board, 1998-2003

VaxGen Corporation, Data and Safety Monitoring Board for the phase III trials of AIDSVAX, 1999-2004
National Institute of Allergy and Infectious Diseases, Vaccine and Prevention Data and Safety Monitoring Board, 1999-

Yamanouchi, USA: YM872 Phase 2b Clinical Trial DSMB, 2001-2003.            
Altana Inc.: Venticute (rSP-C Surfactant) in patients with all risk levels of acute lung failure (ARIVAL-Study), Data and Safety Monitoring Board, 2001-

Bausch and Lomb Corp. DSMB to monitor various trials of Retisert, 2001-2007

Daiichi Pharmaceutical Corporation: Data and Safety Monitoring Board for Phase III clinical trials in pancreatic cancer using DX-8951f alone or in combination with gemcitabine. 2002-2005. 


CDC: AVA000: Anthrax Vaccine Adsorbed: Human Reactogenicity and Immunogenicity 
Trial to Address Change in Route of Administration and Dose Reduction, 2002-

National Heart, Lung and Blood Institute, Interagency Registry for Mechanically Assisted Circulatory Support, [OSMB], 2006-

CDC: DSMB for the Emergency Use of Anthrax Vaccine (Biothrax) for post-exposure prophylaxis after exposure to aerosolized Bacillus anthracis spores. 2006- 2008.

Schering-Plough Research Institute: DSMB the monitors several trials of Vicriviroc, 2007-
State of Connecticut

State of Connecticut Advisory Committee on Foods and Drugs, 1967‑ 1983

   Secretary, 1969‑1971; Chairman, 1971‑1973
Connecticut Regional Drug Information Services, Advisory Committee, 1973‑1974
South Central Connecticut Emergency Medical Services

   Regional Advisory Council, 1974‑1975

Connecticut Humanities Council, 1983‑1989

   Chairman, Publications Committee, 1984‑1987

   Secretary, 1985‑1987

   Vice‑Chairman, 1987‑1988

   Chairman, 1988‑1989

Connecticut Academy of Arts and Sciences, 1995-

Editorial Activities
Biochemical Pharmacology:


Honorary Advisory Editorial Board, 1968‑1983


Associate Editor, 1969‑1974
Clinical Research: Editor ‑ 1971‑1976


Editor Emeritus, 1976‑1977

Medical Communications, Inc.: Editorial Consultant, 1968‑1972

Video Journal of Medicine: Assistant Editor, 1968

The International Encyclopedia of Pharmacology and Therapeutics
   Editorial Board, 1974‑1976

   Part C: Clinical Pharmacology and Therapeutics
     Executive Editor, 1975‑1976

IRB: A Review of Human Subjects Research


Founding editor


Editor, 1978‑ 2000. Editor emeritus and Chair of Editorial Board 2000-

Bioethics Reporter, National Advisory Board, 1983‑1985

Encyclopedia of Bioethics, Second edition.


Editorial Advisory Board

BioLaw
National Advisory Board, 1986‑

Medical Advisor, 1986‑

Journal of Clinical Ethics, Associate Editor, 1989‑

The Journal of Law, Medicine & Ethics, Articles Editor for Medicine, 1993-

Ethics & Behavior, Consulting Editor, 1989‑1999

Journal of Empirical Research on Human Research Editorial Advisory Board. 2005-2007; Associate Editor 2007-

Editorial Boards

   Bioethics Digest, 1977‑1978

   Clinical Research Practices and Drug Regulatory Affairs, 1984‑

   Environmental Management and Health, 1989‑

   The American Journal of Medicine, 1997- 2004

Editorial Advisory Boards

   Journal of Family Practice, 1975‑1990

   Forum on Medicine, 1977‑1980

Non-Governmental boards, councils (selected)

Clinical Resources, Inc.: Advisory Board, 1972‑1975

Medicine in the Public Interest

   Board of Directors, 1976‑2003

   Secretary, 1984‑2003

Public Responsibility in Medicine and Research (PRIM&R)

   Board of Directors, 1986‑


Vice-Chair, Board of Directors, 2007-

Institute for Health Care Communications (Formerly Bayer Institute for HealthCare Communications)


Advisory Council, 1994-2000


Executive Committee, 1997-2000


Board of Directors 2003-present; President of the Board 2004-

Committees at Yale University:

Atypical Growth Committee, 1966‑1978

Pharmacy Committee, Yale‑New Haven Hospital, 1966‑1974

Human Investigation Committee (Institutional Review Board) 1966‑2000

Chairperson, 1969‑1971; 1973‑1975; 1977‑

Vice‑Chairperson, 1975‑1977

Department of Internal Medicine, Committee for interviewing and selecting applicants for internship, 1966‑1970

Council of Non‑tenured faculty organization, 1969‑1970

Committee on Governance (examined the existing system of governance of the Medical School and recommended in its report what ‑‑ after its acceptance ‑‑ became the new system of governance), 1969‑1970


Curriculum Committee, 1970‑1974

Chairman: Subcommittee on Multiple Tracks (developed and then   supervised and evaluated the Multiple Track Program, the curriculum for the last 3 semesters), 1970‑1973 
Committee on Continuing Medical Education, 1970‑1974

Interviewer for the Medical School Admissions Committee,  1970‑1975   

Study Group on Time and Scope Options in Medical Education,  1972‑1974

Committee on New Health Professionals, 1974‑1974

Search Committee for Chairman of Anesthesiology, 1973

Advisory Committee on Medical Ethics, 1974‑1977

Primary Care Center Committee, 1974‑1975

Humanities in Medicine Study Unit, 1975‑1978

Committee on Guidelines for Deciding Care of Critically Ill or Dying Patients, Department of Pediatrics, 1976‑1977

Committee on Policy for Do Not Resuscitate Decisions, Department of Medicine, Chairperson, 1978‑1979

Medical School Council, 1978‑1981
Chairman, 1979‑1981

Nursing Ethics Committee, Yale‑New Haven Hospital, 1983‑

Pediatrics Ethics Committee, 1984‑

Bioethics Committee, Yale‑New Haven Hospital, 1985‑

Health Professions Advisory Board, Yale College, 1987‑1996
Basic Science Subcommittee of the Curriculum Committee, 1988‑1991

IRB Leadership Group, 2001-

Medical Humanities Committee 2005-2007
Medical Humanities and Arts Council 2007 -

PUBLICATIONS

BOOKS

1. Levine, R.J.: Ethics and Regulation of Clinical Research. Urban & Schwarzenberg, Baltimore, MD, 1981, Second edition, 1986; Paperback printing of the second edition, Yale University Press, New Haven, 1988.
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4. Levine, RJ. & Gorovitz, S. with the assistance of Gallagher, J.(editors): Biomedical Research Ethics: Updating International Guidelines: A Consultation Council for International Organizations of Medical Sciences (CIOMS), Geneva, 2000.
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