November 17, 2009

Francis S. Collins, MD, PhD
Director

National Institutes of Health
9000 Rockville Pike
Bethesda, MD 20892

Dear Dr. Collins,

We are writing to ask NIH to fund studies on medical ethics, conflicts of interest in
medicine and research, and prescribing behavior. NIH funds a substantial portion of the
generation and dissemination of evidence, but the uptake of that evidence and its
translation into clinical practice is strongly affected by the complex web of relationships
that exists among industry, academicians, medical educators and clinicians.

There is growing evidence that each strand of this web is compromised by ethical
lapses and financial conflicts of interest. The recent disclosure of ghostwritten articles,
physician payoffs, and the use of academic opinion leaders to increase markets for
FDA-regulated products indicate that ethical lapses may permeate biomedical research.
A PL0oS Medicine editorial in September called ghostwriting “The dirty little secret of
medical publishing” and notes “the systematic manipulation and abuse of scholarly
publishing by the pharmaceutical industry and its commercial partners in their attempt to
influence the health care decisions of physicians and the general public.”* An October 1
editorial in the Boston Globe called for a ban on industry speaker fees to physicians.?
Last month, a commentary in JAMA called for physicians to pay for continuing medical
education (CME),? citing a recent Institute of Medicine report” that criticized physicians’
reliance on industry-funded education.

A stated goal of the NIH is to “exemplify and promote the highest level of scientific
integrity, public accountability, and social responsibility in the conduct of science.” Could
the muted effect that large, definitive NIH studies, including the WHI, ALLHAT, and
CATIE, have had on clinical practice be due to commercial influences? To what extent
have ghostwritten articles corrupted the medical and scientific literature? The extent to
which industry influences the interpretation of science is unknown.

! Ghostwriting: The Dirty Little Secret of Medical Publishing That Just Got Bigger. PLoS Medicine, September 8, 2009.
http://lwww.plosmedicine.org/article/info%3Adoi%2F10.1371%2Fjournal.pmed.1000156

2 Keep Doctors Independent; Ban Fees From Drug Makers. Boston Globe, October 1, 2009.
http://lwww.boston.com/bostonglobe/editorial_opinion/editorials/articles/2009/10/01/keep_doctors_independent_ban_fees_from_dru
g_makers/

% Campbell EG, Rosenthal M. Reform of Continuing Medical Education: Investments in Physician Human Capital.
JAMA. 2009;302(16):1807-1808. http://jama.ama-assn.org/cgi/content/full/302/16/1807?home

* Institute of Medicine. Conflict of Interest in Medical Research, Education, and Practice. Washington, DC: National Academies
Press; April 28, 2009. http://www.iom.edu/CMS/3740/47464/65721.aspx



Dr. Elias Zerhouni, in the September 17" issue of Nature, commenting on Senator
Grassley’s investigation of academic medical centers, said “People flouted the rules,
didn’t disclose, and did it for years on end, repeatedly.”

In your role as the director of “the steward of medical and behavioral research for the
Nation,” we ask that you acknowledge the research gap on the effect of conflicts of
interest and commercial influence on medical decisionmaking and set in motion a
process that leads to recognition of the importance of funding studies on research
ethics, the beliefs and behaviors of researchers and clinicians, and the effects of
industry-academic relationships on the generation and dissemination of medical
knowledge.

Between bench and bedside lies a path treacherous with ethical quandaries. NIH is the
best place to launch and support a scientifically rigorous inquiry into the state of
research ethics, industry-academic relationships, and the effect of these relationships
on human health. There is currently no identifiable mechanism through which NIH would
fund this research.

Your leadership regarding the importance of this issue as one the NIH needs to direct
resources towards is essential. We hope to discuss these issues in a face-to-face
meeting.

Sincerely,

Adriane Fugh-Berman, MD
Associate Professor, Georgetown University Medical Center
Director, PharmedOut

John Abramson, MD
Clinical Instructor
Harvard Medical School

Jerry Avorn, MD
Professor of Medicine
Harvard Medical School

Dean Baker, PhD
Co-Director
Center for Economic and Policy Research

K. Balasubramaniam, MBBS, PhD
Advisor and Coordinator, Clinical Pharmacology
Health Action International Asia-Pacific (Sri Lanka)

® Wadman M. The Senator’s sleuth. Nature. 2009 Sept;461(17):330-4.



Virginia Barbour, MD
Chief Editor, PLoS Medicine
Public Library of Science

Henry C. Barry, MD, MS
Associate Professor, Department of Family Medicine
Michigan State University

Sharon Batt
Author, Patient No More
Dalhousie University (Canada)

Lisa A. Bero, PhD
Professor, Clinical Pharmacy and Health Policy
University of California, San Francisco

Pierre Biron, MD, MS
Honorary Professor of Pharmacology, Faculty of Medicine
Université de Montréal (Canada)

J. Douglas Bremner, MD
Professor of Psychiatry and Radiology
Emory University School of Medicine

Barbara A. Brenner, JD
Executive Director
Breast Cancer Action

Howard Brody, MD, PhD
John P. McGovern Centennial Chair in Family Medicine
Director, Institute for the Medical Humanities, University of Texas Medical Branch

Steven R. Brown, MD
Clinical Associate Professor, Department of Family and Community Medicine
University of Arizona School of Medicine

Laura S. Boylan, MD
Clinical Associate Professor of Neurology
New York University School of Medicine

Ross Boylan, PhD
Programmer/Analyst, Department of Epidemiology and Biostatistics
University of California—San Francisco

Bernard Carroll, MBBS, PhD
Professor and Chairman Emeritus, Department of Psychiatry and Behavioral Sciences
Duke University Medical Center



Alan Cassels
Director, Drug Policy Futures
University of Victoria (Canada)

Susan Chimonas, PhD
Associate Research Scholar, Center on Medicine as a Profession
Columbia University

David Cohen, PhD, LCSW
Professor, Robert Stempel College of Public Health and Social Work
Florida International University

Andreas Cohrssen, MD
Program Director, Residency in Urban Family Medicine
Beth Israel Medical Center, New York, NY

Graham Colditz, MD, DrPH
Professor, Department of Surgery
Washington University School of Medicine

Gopal Dabade, MD
Co-convener
All India Drug Action Network (India)

Kay Dickersin, PhD
Director, US Cochrane Center
Johns Hopkins Bloomberg School of Public Health

David Egilman, MD, MPH
Clinical Associate Professor, Department of Family Medicine
Brown University

Carl Elliott, MD, PhD
Professor, Center for Bioethics
University of Minnesota

Edzard Ernst, MD, PhD, FMed Sci, FSB, FRCP, FRCP
Complementary Medicine
Peninsula Medical School (UK)

Sean Flynn, JD
Associate Director, Program on Information Justice and Intellectual Property
American University Washington College of Law

Curt Furberg, MD, PhD
Professor, Division of Public Health Sciences
Wake Forest University School of Medicine



Lewis R. Goldfrank, MD
Professor and Chair of Emergency Medicine
New York University School of Medicine

Susan Goold, MD
Director, Bioethics Program
University of Michigan Medical School

Merrill Goozner
Editor
GoozNews.com/Health Tech Review

Manuel B. Graeber, MD, PhD, FRCPath
Barnet-Cropper Chair of Brain Tumor Research, The Brain & Mind Research Institute
University of Sydney (Australia)

Jeremy A. Greene MD, PhD
Assistant Professor of the History of Science
Harvard University

lan Haines, MD
Senior Adjunct Lecturer
Monash University (Australia)

Anna Harrison, PhD
Assistant Professor, Department of Theological Studies
Loyola Marymount University

Mark Hathaway, MD, MPH
Director, Family Planning and Preventive Services
Washington Hospital Center

David Healy, MD
Professor of Psychiatry
North Wales Department of Psychological Medicine, Hergest Unit

Mark E. Helm, MD, MBA
Pediatrician and Pharmacy Benefit Consultant
Little Rock, AR

Jerome R. Hoffman, MA, MD
Professor of Medicine
UCLA School of Medicine

Michael S. Irwig, MD
Assistant Professor of Medicine
George Washington University School of Medicine



Michael F. Jacobson, PhD
Executive Director
Center for Science in the Public Interest

Rachel Jewkes, MBBS, MSc, MD
Director, Gender & Health Research Unit
Medical Research Council (South Africa)

Jon Jureidini, PhD, MBBS, FRANZCP
Associate Professor, Disciplines of Psychiatry & Paediatrics
University of Adelaide (Australia)

Ted Kaptchuk
Associate Professor, Department of Medicine
Harvard University Medical School

Jerome Kassirer, MD
Professor
Tufts University School of Medicine

Arthur L Kellermann, MD, MPH
Professor of Emergency Medicine, Associate Dean for Health Policy
Emory School of Medicine

Stefan P. Kruszewski, MD
Psychiatrist, Harrisburg, PA

Carol Kushner
Health Policy Consultant
Toronto, Ontario (Canada)

Daniel Labovitz, MD, MS
Assistant Professor, Department of Neurology
Albert Einstein College of Medicine

Elissa Ladd, PhD, RN, FNP-BC
Assistant Clinical Professor
MGH Institute of Health Professions

Joanne Landy, MPH
Former Executive Director, NY Metro Chapter, Physicians for a National Health
Program

Marc H. Lavietes, MD
Associate Professor of Medicine
New Jersey Medical School



Dara Lee, MD
Assistant Professor
University of New Mexico Medical School

Ruth Lesnewski, MD
Residency Program in Urban Family Practice
Beth Israel Medical Center, New York, NY

Joel Lexchin, MD
Professor, School of Health Policy and Management
York University (Canada)

Malcolm Macleod, PhD, FRCP
Convener, Collaborative Approach to Meta-Analysis and Review of Animal Data in
Experimental Studies (Scotland)

Peter R. Mansfield, OAM, BMBS
Director
Healthy Skepticism, Inc

Charlea T. Massion, MD
Center for Education in Family and Community Medicine
Stanford University School of Medicine

David B. Menkes, FRANZCP
Associate Professor of Psychiatry
Waikato Clinical School, University of Auckland (New Zealand)

Barbara Mintzes, PhD
Therapeutics Initiative, Assistant Professor, Department of Anesthesiology,
Pharmacology & Therapeutics, University of British Columbia (Canada)

Fitzhugh Mullan, MD
Murdock Health Professor of Medicine and Health Policy
Professor of Pediatrics, George Washington University

Adam Myers, PhD
Associate Dean for Graduate Education
Georgetown University Medical Center

Maryann Napoli
Associate Director
Center for Medical Consumers

Ruth Nass, MD
Professor of Child Neurology and Child Adolescent Psychiatry
New York University Medical Center



David H. Newman, MD
Director of Clinical Research in Emergency Medicine, St. Luke's-Roosevelt Hospital
Center, Assistant Professor, Columbia University

Judy Norsigian
Executive Director
Our Bodies Ourselves

Bonnie B. O'Connor, PhD
Associate Professor, Pediatrics
Brown Medical School/Hasbro Children's Hospital

Richard Paul Paczynski, MD
Central Neurology Services
SPKMD & Associates, Harrisburg, PA

Gabriel Palley
National Pharmfree Chair
American Medical Students Association

Peter Parry, FRANZCP, MBBS
Consultant Child & Adolescent Psychiatrist, Senior Lecturer
Flinders University (Australia)

Cynthia A. Pearson
Executive Director
National Women'’s Health Network

Edmund D. Pellegrino, MD
Professor Emeritus of Medicine and Medical Ethics
Kennedy Institute of Ethics, Georgetown University

Linda Pinsky, MD, FACP
Director, ProvenEffective.org
University of Washington

Roy M. Poses, MD
President
Foundation for Integrity and Responsibility in Medicine (FIRM)

Andrew Prentice, PhD
MRC International Nutrition Group
London School of Hygiene & Tropical Medicine (UK)

Linda Prine, MD

President, New York County Chapter of the New York State Academy of Family
Physicians

Associate Clinical Professor of Family Medicine, Albert Einstein College of Medicine



Farheen Qurashi
Legislative Director
American Medical Student Association

Tim Reed, DPhil
Director
Health Action International (Global)

Elizabeth R. Rosenthal, MD
Board member, New York Metro Chapter of PNHP

Robert T. Rubin, MD, PhD
Distinguished Professor of Psychiatry, Department of Psychiatry and Biobehavioral
Sciences, David Geffen School of Medicine at UCLA

David L. Sackett, OC, MD, FRSC, FRCP
Professor Emeritus
McMaster University (Canada)

Gordon Schiff, MD
Associate Director, Center for Patient Safety Research and Practice
Associate Professor of Medicine, Harvard Medical School

Anthony R. Scialli, MD
Clinical Professor, Department of Obstetrics and Gynecology
George Washington University Medical School

Gary Schwitzer
Associate Professor, University of Minnesota, Health Journalism program
Publisher, HealthNewsReview.org

Jean Silver-Isenstadt, MD, PhD
Executive Director
National Physicians Alliance

Sergio Sismondo, PhD
Associate Professor, Department of Philosophy
Queen's University (Canada)

Clint W. Snyder, PhD
Associate Dean, Health Professions Education
Northeastern Ohio Universities Colleges of Medicine and Pharmacy

Randall Tackett, PhD
Professor and Graduate Coordinator
College of Pharmacy, University of Georgia



Leonore Tiefer, PhD
Clinical Associate Professor, Department of Psychiatry
New York University School of Medicine

Sharon Anglin Treat, Esq
Executive Director
National Legislative Association on Prescription Drug Prices

William Vaughan
Senior Health Policy Analyst
Consumers Union

Arndt von Hippel, MD (retired heart surgeon)
Anchorage, AK

Michael Wilkes, MD, PhD
Professor of Medicine
UC Davis School of Medicine

Ann L. Woloson
Executive Director
Prescription Policy Choices

Paul Root Wolpe, PhD
Director, Center for Ethics, Asa Griggs Candler Professor of Bioethics, Raymond F.
Schinazi Distinguished Research Chair in Jewish Bioethics, Emory University

Susan F. Wood, PhD
Associate Professor, Department of Health Policy
George Washington University School of Public Health and Health Services

Robert Zarr, MD, MPH
Assistant Clinical Professor
George Washington University

Lilia E. Ziganshina, MD, PhD, DSci

Professor, Department of Clinical Pharmacology
Kazan State Medical Academy (Russia)

Diana Zuckerman, PhD

President
National Research Center for Women & Families
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