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Dear Dr. Freedman:

We write to you as the editor in chief of the American Journal of Psychiatry to
formally request immediate retraction of the Smith Kline Beecham, now
GlaxoSmithKline (GSK), study report PAR 352 referenced above.

Study PAR 352 clearly failed to demonstrate efficacy for paroxetine in bipolar
depressed patients. However, by way of GSK-sponsored ghostwriting, this study
was misrepresented to the medical and scientific communities as a ‘positive’
study as part of a marketing scheme by GSK to have paroxetine (Paxil®) outsell
other selective serotonin reuptake inhibitor antidepressants for all indications.
This strategic marketing plan by GSK included the ghostwriting of at least 50
paroxetine-related articles by medical communication companies that would
‘spin’ the data in favor of the sponsor’s product for a variety of unapproved, but
highly-sought after off-label indications.” A key component of this sub rosa plan
was for prominent academic researchers, known in industry as ‘key opinion
leaders,’ to lend their names to these publications as authors in order to give the
report an appearance of scientific objectivity.

The misleading analyses and conclusions published in the PAR 352 article have
been propagated throughout the medical and scientific literature in no less than
457 publications (Google search), including three (3) major reviews on the
treatment of bipolar depression in adults, children and adolescents.V-v

With the recent publication of our article “The Paroxetine 352 Bipolar Trial: “A
Study in Medical ghost writing,” in the International Journal of Risk & Safety in
Medicine (24), 2012: 221-231, we, along with other scientists, have drawn
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attention to the serious misrepresentations in the Nemeroff et al. article
referenced above.

In July of 2011 you were notified of a complaint of research misconduct filed with
the Office of Research Integrity (ORI case 2012) of the National Institute of
Health of the U.S. Department of Health and Human Services pertaining to the
Nemeroff et al. article."!Vi

As a result, you became aware that the Nemeroff et al. manuscript was written
almost exclusively by the medical communications firm, Scientific Therapeutics
Information, Inc. (STI) in conjunction with GSK employees. There was no input
from any of the PAR 352 study investigators or the named academic ‘authors.’
You also became aware that GSK identified and designated the so-called
‘authors’ for the Nemeroff et al. manuscript only after the second, revised draft of
the manuscript had been prepared by STl and GSK.

As a result of both declassified and still classified documents from litigation and
ORI whistle blower cases, the extent of industry manipulation is only just
becoming clear -- well beyond what was available to the public previously. Some
of this information is documented in the enclosed IJRSM paper; however, much
more will be revealed as more documents are released in the public domain in
the near future.

We are sure that you agree that the integrity of science depends on disinterest in
hypotheses and rigorous adherence to the accurate reporting of results of
experimental testing. This is particularly important in medicine where significant
harms to patients have resulted from the failure to embrace the ideal of evidence-
based medicine. We therefore implore you to immediately retract the Nemeroff et
al. article as a serious stain on the reputation of the American Journal of
Psychiatry.

We are making this letter available to interested parties and for possible posting
in the public domain.

Sincerely,

Jay D. Amsterdam, MD

Emeritus Professor of Psychiatry

Distinguished Life Fellow of the American Psychiatric Association
University of Pennsylvania Perelman School of Medicine
Philadelphia, Pennsylvania

Jamsterd@mail.med.upenn.edu

Leemon B. McHenry, PhD
Lecturer, retired
Department of Philosophy



California State University, Northridge
Northridge, California
leemon.mchenry@csun.edu

Jon N. Jureidini, MB, PhD
Clinical Professor

University of Adelaide
Adelaide, Australia
jon.jureidini@health.sa.gov.au

Bernard J. Carroll, MBBS, PhD, FRCPsych
Emeritus Professor and Chairman

Department of Psychiatry and Behavioral Sciences
Duke University Medical Center

Durham, North Carolina

bcarroll40@comcast.net

Trudo Lemmens, LicJur, LLM, DCL

Professor and Scholl Chair in Health Law and Policy
Faculty of Law and Dalla Lana School of Public Health
University of Toronto

Toronto, Ontario, Canada

Trudo Lemmens trudo.lemmens@utoronto.ca

Thomas A. Ban, MD, FRCP(C)

Emeritus Professor of Psychiatry

Distinguished Life Fellow of the American Psychiatry Association
Vanderbilt University

Nashville, Tennessee

tomban@bell.net

James G. Williams, PhD
Emeritus Professor of Religion
Syracuse University
Syracuse, New York

iwilli77 @cox.net

Erick H. Turner, M.D.

Associate Professor

Department. of Psychiatry

Oregon Health & Science University (OHSU)

Senior Scholar, Center for Ethics in Health Care, OHSU
Portland, Oregon

Erick Turner turnere@ohsu.edu

Robert T. Rubin, MD, PhD



Distinguished Professor Emeritus

Distinguished Life Fellow of the American Psychiatric Association
Department of Psychiatry and Biobehavioral Sciences

David Geffen School of Medicine

University of California Los Angeles

Los Angeles, California

robert.rubin@va.gov

Edward Shorter, PhD FRSC

Jason A Hannah Professor of the History of Medicine
Professor of Psychiatry

Faculty of Medicine

University of Toronto

Toronto, Ontario, Canada

Edward Shorter edwardshorter@gmail.com

John M. Nardo, MD
Assistant Professor, retired
Department of Psychiatry
Emory University

Atlanta, Georgia
1boringoldman@gmail.com

James C. Coyne, PhD

Emeritus Professor of Psychology

Department of Psychiatry

Perelman School of Medicine of the University of Pennsylvania
Philadelphia, Pennsylvania

jcoyne@mail.med.upenn.edu

Susan Molchan, M.D.

Board of Directors, National Physicians Alliance

Former FDA medical officer, U.S. Food and Drug administration
Program Director, National Institute on Aging

National Institute of Health

Bethesda, Maryland

Susan Molchan susan_molchan@verizon.net

Sidney Rosenfeld, PhD
Professor Emeritus

Oberlin College

Oberlin, Ohio
sidney.rosenfeld@oberlin.edu

Donald F Klein MD DSc
Emeritus Professor of Psychiatry



Department of Psychiatry

Columbia University

President &Founder, American Society for Clinical Pathology
President of the American College Neuropsychopharmacology
Senior Scientific Advisor ,ADAMHA of the National Institute of Health
Distinguished Psychiatrist of the American Psychiatric Association
Fellow of the American Association for the Advancement of Science
New York, New York

Donald F Klein MD DSc donaldk737@aol.com

Samuel Gershon, MD, FRCP
Emeritus Professor of Psychiatry
University of Pittsburgh
Pittsburgh, Pennsylvania
samuelgershon258@gmail.com

Mark Kramer, MD, PhD

International Scientific Director,

Antagonista Enekauno, SL

Former Head of Clinical Psychopharmacology,
Merck Research Laboratories

Professor of Psychiatry (adjunct, retired) ,
University of Pennsylvania

North Wales, Pennsylvania

Mark Kramer KRAMER.MARK@verizon.net

Barry Blackwell, MD

Emeritus Professor and Chairman
Department of Psychiatry

Milwaukee Clinical Campus

University of Wisconsin School of Medicine
Milwaukee, Wisconsin
blackwellbarry@hotmail.com

Enclosure: Amsterdam & McHenry “The Paroxetine 352 Bipolar Trial: A Study in
Medical Ghostwriting. International Journal of Risk & Safety in Medicine 2011;
24:221-231.
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