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February 7, 1990_eigh Thompson Memo
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toward Prozac safety. Leber (FDA) suggested a few
minutes ago we use CSM database to compare Prozac
aggression and suicidal ideation with other
antidepressants in UK. Although he is a fan of Prozac
and believes a lot of this is garbage, he is clearly a
political creature and will have to respond to

pressures.l hope Patrick realizes that Lilly can
go down the tubes if we lose Prozac and just
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Stockholm Syndrome
Kreditbankeng¢ August 1973

1 Isolation
2 Threat to Life

3 A Kind Captor

Triangle of Karpman  VictirPersecutor- Savior
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Prepared by Cuent Medical Direcuions, Inc.

ANXIETY |
POST-TRAUMATIC STRESS DISORDER

Author=Title Vendor Status

Author TBD—(640) Sertraline vs. placebo  Paladin  Poster presented at ECNP, 1997, Paper is
in PTSD | | completed, but revisions are needed.

Author TBD—(671) Title TBD Paladin  Poster presented at ECNP, 1998, First
draft completed, but additional analyses
needed, Both 640 and 671 studies to be
submitted soon, One will go to New
England Journal of Medicine and the
other 10 JAMA.
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What the data show
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What the data show
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Fluoxetine and suicide: a meta-analysis of controlled trials of
treatment for depression
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Conclusion—Data from these trials do not show
that fluoxetine is associated with an increased risk of

suicidal acts or emergence of substantial suicidal
thoughts among depressed patients.

BM] vorLume 303 21 sepTEMBER 1991




FDA will send out this information, which they concede is just early
signal information.. But | want you to think about it in terms of your
NBLzOF A2y ® LUQA NBFf & GighSledNE
Imagine someone reporting that they had early iInformation that yot
YFe 6S I OKAfR Y2t SAaUGSN®» L (y2
type of thing.
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past, where you had to do a trial, and it had to be statistically
significant before you presented that.

P. AntonyPharma Biotech & Device Collog Princeton 6/6/5

Vioxx T Avandia



- Doubt is.our product since it is the best means of competing with the
"body of fact' that exists in the mind of the general public. Tt is also
the means of establishing a controversy. Within the business we
recognize that a controversy exists. However, with the general public
the consensus is that cigareites are in some way harmful to the health.
If we are successt{xl in establishing a controversy at the public leve;l,

then there is an opportunity to put across the real facts about smoking

and health. Doubt igs also the limit of our "product"”, “Unfortunately,

Brown & Willlamson 1969
http://legacy.library.ucsf.edu/tid/rgy93f00



A: Itis impossible, on an individual case basis,
from individual reports, to assign causality ...
CKFiQa gKeéZ gKSY ¢S KI
avallable data and make a determination ..
whether there Is an Issue or not.

Q. Okay. Do you believe that it Is possible that
Paxil has caused any person worldwide to commis
an act of homicide or suicide?

A. | have seen no evidence to suggest that at a

lan Hudson, Head Global Safety GSK, 2001



Cumulative Meta-Analysis

Odds Ratio with 95% CI

1983 i 0.135 (0.003, 6.800)
1984 a 0.135 (0.003, 6.800)
1985 1.036 (0.065, 16.580)
1986 1.036 (0.065, 16.580)
1987 1.280 (0.110, 15.550)
1988 a 2.930 (0.450, 18.900)
1989 L 1.770 (0.320, 9.560)
1990 L 1.770 (0.320, 9.560)
1991 L 1.770 (0.320, 9.560)
1992 — 2.060 (0.430, 9.770)
1993 —_—— 2.590 (0.660, 10.210)
1994 - 2.590 (0.660, 10.210)
1995 —— 2.190 (0.730, 6.560)
1996 -+ 1.900 (0.680, 5.280)
1997 1 1.950 (0.710, 5.300)
1998 —-—— 1.950 (0.710, 5.300)
1999 —— 2.070 (0.870, 4.960)
2000 —— 2.070 (0.870, 4.960)
2001 —— 2.250 (1.080, 4.730)
2002 —l— 2.050 (0.990, 4.240)
2003 | _.._. | 2.280 (1.140, 4.550)
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CENSORSHIP & THE IRISH WRITER

St f A ' s

EDITED FOR ARTICLE 19 BY JULIA CARLSON

Featuring interviews with Benedict Kiely, John Broderick, John McGahern,

Edna O'Brien, Lee Dunne, Maurice Leitch, and Brian Moore




MIND, MEDICINE AND
MURDER ON TRIAL
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‘Superb ... This is a brilliant book which should be read and reread’

Independent on Sunday
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JosepH GLENMULLEN, M.D.




Glenmullen is a master of textual exegesis. quoting fragments from
other physicians that distort their larger meanings. Use of his and others'
personal testimonials is a reminder of medicine's authoritarian past. where
the long and dishonorable tradition of "In my experience" means one
patient. "In my series" stands for 2 patients and "In patient after patient after
patient" equals 3 patients. The alternative is the scientific method. where
hypotheses tested in randomized- controlled trials lead to incremental
advances i n knowl edgeé.

Glenmullen's emphasis on discontinuing antidepressant
medications will encourage discontinuation by some who are best served
by continuing their SSRI maintenance medication. Relapse will follow
discontinuation. sometimes into severe depressions. some of which will
likely lead to suicide. Glenmullen's misrepresentations and distortions are
dangerous and violate one of medicine's oldest dictums: Premium nil
nocere (First. do no harm).

John Greist, Professor of Psychiatry,
UNIV. of WISCONSIN Medical School



The title of this book appears a
has the connotation of over reaction to an event. This book presents a
highly unbalanced view of a variety of areas of the treatment of depression
and the use of SSRIs. Selected components of research studies, case
vignettes, investigative reporting and personal opinion are used to present
a slanted view of the status of antidepressant treatment. The boundaries
between these sources of information are often unclear and much of the
apparent "datao presented is in fac
While it is clear that a more balanced point of view would probably
not sell as well in book form it is a disservice to people with mental iliness
to present such unbalanced information. Many of the points presented are
not new or even controversial. Patients should be adequately diagnosed,
treated appropriately following accepted guidelines and adequately
Il nformed of the risks and benefits

Graham J. Emslie, Professor of Psychiatry,
UNIVERSITY of TEXAS S.W Medical Center



Dr. Glenmullen's book "Prozac Backlash" is introduced at a time when psychiatric
research documents the devastating effects of mental depression. The large body
of accumulated research on depression also notes the development of treatments
that have been demonstrated to be effective and safe for the alleviation of
depression. Continued use of treatments for depression reduces depression-
related pain and suffering for those who experience depression. Even the Surgeon
General of the US has made adequate treatment of depression a priority.

Dr. Glenmullen is critical of this research. the diagnostic criteria developed by the
American Psychiatric Association, the Food and Drug Administration. the
pharmaceutical industry, and clinical investigators. He recommends treatments that
for the most part are not adequately studied as alternatives to established methods
of treating depression.

| am concerned that individuals who suffer from depression and who would likely
benefit from established and well researched treatments might opt instead for the
remedies suggested by Dr Glenmullen. | acknowledge that we do not know the
cause(s) of depression or how treatments work. Answers to these important
guestions, however, can only come from further research.

David L. Dunner. Professor of Psychiatry
UNIVERSITY of WASHINGTON



Throughout the book, Dr Glenmullen presents his assertions as fact. And
although many of Dr. G s assertions are rooted in fact, he tends to
overstate his case, going beyond the published research on side effects of
SSRI medications, and into pure speculation.

Mostofthe SSRI-r el at ed si de effects di
exist. Additionally, it is true that some primary care physicians and
Internists may, at times, overprescribe or unnecessarily prescribe
psychotropic medications to their patients. However, by depending on
selective case studies to support his claims, Dr. G causes great harm to
both patients who need and do well on medications: and to prospective
patients.

Dr. Glenmullen' s take-away message - that these agents
dangerous and cause serious problems, including death - goes well
beyond what is appropriate. As such, it is an irresponsible detriment and
deterrent to those seeking help for depression and it borders on
iInflammatory journalism.

Harvey L Ruben, Professor of Psychiatry
YALE UNIVERSITY



My foremost concern with Prozac Backlash is that it is misleading in
nature. As a result of reading the book, it is possible that people with depression
may be steered away from safe and effective treatments like Prozac, Zoloft, and
Paxil, towards treatments whose safety
Wort)

Dr G. is creating a great disservice by claiming that SSRIs are over-used
and often misused when in fact millions of people have taken & derived benefit from
these medications. Further, the very medications that Dr G. claims are overused
are well studied, scrutinized and closely regulated.

| am also disheartened that Dr. G bolsters many of the arguments and
proves his hypotheses by borrowing | Inbe
cases where Dr. G. quoted studies published by me, he tended to quote from the
work out of context to fit his need;. At no point did Dr. G. consult me directly to
guestion my studies, two of which he conveniently uses to prove his argument.

The book contains little, if any, truly helpful information for patients, and is
a great disservice to people with depression. Patients should always discuss any
medication questions with their physicians, particularly if they are considering
switching from an SSRI to an over-the-counter herbal medication. It can be
extremely dangerous to stop medication completely, or to mix a psychotropic with St
John' s Wort.

Anthony J. Rothschild, Prof. of Psychiatry
UNIVERSITY of MASSACHUSETTS



April 6, 2000 Jamie Talan NEWSDAY BY FAX: 516-843-2873
Dear Ms. Talan:

In the new book Prozac Backlash, Dr. Joseph Glenmullen discredits
not only the work of the U .S. Food and Drug Administration he attacks the
work of research scientists, academic medical institutions and doctors.

The book preys on the fear of people with clinical depression, and
may prompt some people to abandon their medication and seek medically
unproven alternatives for a debilitating disease with potentially life-
threatening consequences.

Because you often cover mental health issues, we thought you might
be interested to know about this book.

If we can offer you any information, or some balance to a story you

may be planning, we would be more than happy to oblige. We can arrange for
interviews with spokespeople from Eli Lilly and Company, as well as with
independent researchers from the medical community.

We are attaching some commentary on the book for your review.
Thank you for your consideration. | will contact you tomorrow morning.
Please feel free to call me in the interim - at 212/732-6111, Ext. 213.

Sincerely, Robert Schwadron



CHAMBERILAIN
@ COMMUNICATIONS

GROUTD, INC

April 6, 2000
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Eli Lilly T FO.l. REQUEST

103 Healy long term strategy.
Thank you for the message outlining your strategy to counteract Dr David
Heal yéos cl ai ms r e: Prozac and violence.

Send a letter to Healy designed to get him to stop discussing a study that he

has never done.
Have a third party expert in the audience at BAP to ask Healy questions

when he presents.
Just last Thursday Healy was quoted in a Cincinnati paper saying Prozac
causes violence and suicideéX has asked

we can sue Healy under UK law.

104 Huge turn outé Good tal k. Lesson n
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NO PSYCHIATRY WITHOUT PSYCHOPHARMAC

Psychiatry under threat as a medical discipline

— “treatment deniers”
* e.g. antidepressant don’t work - Kirsch
+ e.g. lithium doesn’t work - Moncrieff
— “scaremongers”
* e.g. SSRIs dangerous - Healy
— “iliness deniers” e.g.

* E.g. addiction is a lifestyle choice
* E.g. social anxiety is just shyness

— So we don’t need psychiatrists
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Wlth a flurry of recent reports challenging the
safety of antidepressants for unborn babies,
doctors and concerned mothers-to-be are
the guidelines. Alexis Jetter reports.

mncluding a small
dose of Paxil,
the antidepres-
sant that she took
daily to ward off
panic attacks. But
Fromm’s doctors
said she needn't
worry, Her family
physician opened
a copy of the
Physicians' Desk
Reference 10 the
entry on Paxil.
“We read it to-
gether,” Fromm
recalls, “It said it
was safe 1o take
while pregnant.”
But just two
hours after Mark

abnormalities healed on their own,
while others required major surgery.
But FDA officials weren't taking any
chances. In December 2005, the agency
issued a public advisory urging doctors
not to gve Paxil to pregnant women.

Recent findings have sharply height-
ened those concerns. The US. Centers
for Diszase Control, Boston University,
and the University of Montreal have
all found that Paxil can triple a baby's
risk of developing a heart defect like
Mark Fromm's. “When my study on
Paxil first came out, I was really walk-
ing on cggshells, and I was criticized,”
says Anxk Berard, Ph.D., professor of
pharmacy at the University of Mon-
treal, “But now other people have done
the studies, too. And ['m much more
comfortable saying that Paxil is a bad
drug to take during pregnancy.”



Shane Clancy

Yvonne Woodley




| am afraid | agree with Healy- the College is plain
wrong. There Is no such thing as a college statement
which Is circulated to the membership simultaneous
with its publication, without opportunity for comment or
vote and "in unison" with a body 100% financed by
drug companies, and with personal hostile references
to expert testimony at an inquest with families still in
grief.

And this on the heels of a dreadful multiprofessorial
letter even before the inquest began. Extraordinary
and outside my experience. If | were not retired I'd
dissociate and publicly resign



Shane Clancy

Yvonne Woodley




B NEWS RELEASE ]

American Psychiatric Association, DME Wikon Bowlevard, Swite 1825, Arlington, YA 22200

For Information Contact: For Immediate Belease:
Jazon Young, SOEA-H5HE October 15, 2004
Pvoundmeveh org Felease Mo, (H-55

Lydia Sermons-Ward, 703-007-86-40
|sward@psych, ore

APA Responds to FDA's New Warning on Antidepressants
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bz pest thmeat to a depressed chuld s well-being 5 to receive no care at all,

We mstate our continued deep concern that a “black box™ warmng on
antidepressants may have a chilling effect on appropnate prescrnbing for patients,
Thas would put senously 1l patients atgrave nsk, Recent prescnption data
suggest the curment controversy over antidepressants has already lowered
treatment rates; the new black box warning may further negatively mmpact
treatment rates, The APA & working to help mitigate such an impact by
collaborating with non-psychatne physicians — including pedatnoans and
general practitioners — to help them better understand their pabients” needs and
properly diagnose, treat and monitor patients, Additionally, we hope the FDA
will set 1m place a system to track the impact of the black box warning on
prescribing patterns, This system should also track any increase in actions by
patients to harm themselves as a result of mduced access to medically necessary
treatment with antidepressants,
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We mstate our continued deep concern that a “black box™ warmng on
antidepressants may have a chilling effect on appropnate prescrnbing for patients,
Thas would put senously 1l patients atgrave nsk, Recent prescnption data
suggest the curment controversy over antidepressants has already lowered
treatment rates; the new black box warning may further negatively mmpact
treatment rates, The APA & working to help mitigate such an impact by
collaborating with non-psychatne physicians — including pedatnoans and
general practitioners — to help them better understand their pabients” needs and
properly diagnose, treat and monitor patients, Additionally, we hope the FDA
will set 1m place a system to track the impact of the black box warning on
prescribing patterns, This system should also track any increase in actions by
patients to harm themselves as a result of mduced access to medically necessary
treatment with antidepressants,






